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1 See 14 CFR 107.3. 
2 But see the FAA’s proposed amendment to part 

107 to allow operations of small UAS over people 
in certain conditions (84 FR 3856, February 13, 
2019). 

DEPARTMENT OF TRANSPORTATION 

Federal Aviation Administration 

14 CFR Part 21 

[Docket No. FAA–2019–1038] 

Type Certification of Certain 
Unmanned Aircraft Systems 

AGENCY: Federal Aviation 
Administration, DOT. 

ACTION: Notice of policy. 

SUMMARY: The Federal Aviation 
Administration announces its policy for 
the type certification of certain 
unmanned aircraft systems as a special 
class of aircraft. 

DATES: This policy is effective 
September 18, 2020. 

FOR FURTHER INFORMATION CONTACT: 
Andrew Guion, Programs and 
Procedures Section, AIR–694, Small 
Airplane Standards Branch, Policy and 
Innovation Division, Aircraft 
Certification Service, Federal Aviation 
Administration, 901 Locust St., Room 
301, Kansas City, MO 64106, telephone 
(816) 329–4141, facsimile (816) 329– 
4090. 

SUPPLEMENTARY INFORMATION: 

Background 

In 2012, Congress passed the FAA 
Modernization and Reform Act of 2012 
(Pub. L. 112–95). Section 332 of Public 
Law 112–95 (codified at 49 U.S.C. 
44802) directed the FAA to develop a 
comprehensive plan to safely accelerate 
the integration of unmanned aircraft 
systems (UAS) into the National 
Airspace System (NAS). As part of that 
plan, the FAA issued the Operation and 
Certification of Small Unmanned 
Aircraft Systems final rule (81 FR 
42064, June 28, 2016), which added 14 
CFR part 107 to the FAA’s regulations 
in Title 14 of the Code of Federal 
Regulations (14 CFR). 

Part 107 sets forth rules for the 
operation of small UAS 1 that do not 
require FAA airworthiness certification. 
Under part 107, operations may not 
occur over persons,2 at night, generally 
above an altitude of 400 feet above 
ground level, or beyond visual line-of- 
sight, without a waiver issued by the 
FAA. UAS weighing 55 pounds or more 
and small UAS operating outside the 
limitations imposed by part 107 must 
receive airworthiness certification, a 
waiver, or an exemption as appropriate. 

The FAA establishes airworthiness 
criteria and issues type certificates to 
ensure the safe operation of aircraft in 
accordance with 49 U.S.C. 44701(a) and 
44704. Section 44704 requires the 
Administrator to find an aircraft, aircraft 
engine, propeller, or appliance is 
properly designed and manufactured, 
performs properly, and meets the 
regulations and minimum standards 
prescribed under section 44701(a) 
before issuing a type certificate for it. 

14 CFR part 21 contains the FAA’s 
procedural requirements for 
airworthiness and type certification. 
When the FAA promulgated part 21 as 
part of its recodification to combine and 
streamline the Civil Air Regulations, it 
originally required applicants for a type 
certificate to show that the product met 
existing airworthiness standards (29 FR 
14562, October 24, 1964). Existing 
airworthiness standards for aircraft and 
other products, issued as a separate part 
of the FAA’s regulations, are: Normal 
category airplanes under 14 CFR part 
23, transport category airplanes under 
14 CFR part 25, normal category 
rotorcraft under 14 CFR part 27, 
transport category rotorcraft under 14 
CFR part 29, manned free balloons 
under 14 CFR part 31, aircraft engines 
under 14 CFR part 33, and propellers 
under 14 CFR part 35. 

The FAA subsequently amended part 
21 to add procedural requirements for 
the issuance of type certificates for 
special classes of aircraft (52 FR 8040, 
March 13, 1987). In the final rule 
(amendment 21–60), the FAA explained 
that it intended the special class 
category to include, in part, those 
aircraft that would be eligible for a 
standard airworthiness certificate but 

for which certification standards do not 
exist due to their unique, novel, or 
unusual design features. The FAA 
further stated that the ‘‘decision to type 
certificate an aircraft in either the 
special class aircraft category or under 
. . . the FAR is entirely dependent 
upon the aircraft’s unique, novel, and/ 
or unusual design features.’’ (52 FR 
8041). 

Specifically, the final rule 
(amendment 21–60) revised § 21.17(b) to 
include the certification procedure for 
special classes of aircraft. For special 
classes of aircraft, for which 
airworthiness standards have not been 
issued, the applicable airworthiness 
requirements will be the portions of 
those existing standards contained in 
parts 23, 25, 27, 29, 31, 33, and 35 found 
by the FAA to be appropriate for the 
aircraft and applicable to a specific type 
design, or such airworthiness criteria as 
the FAA may find provide an equivalent 
level of safety to those parts. 

An ‘‘unmanned aircraft’’ is an aircraft 
operated without the possibility of 
direct human intervention from within 
or on the aircraft. See 49 U.S.C. 
44801(11); 14 CFR 1.1. Unmanned 
aircraft include all classes of airplanes, 
rotorcraft, and powered-lift aircraft. 
Many UAS elements, while essential for 
safe operation, are part of the UAS 
system but are not permanent features of 
the unmanned aircraft. For example, 
instead of traditional landing gear with 
wheels and brakes, many UAS have a 
launch and recovery system. 
Additionally, because the pilot is not 
situated within the aircraft, unique 
configurations and applications of 
airframes, powerplants, fuels, and 
materials are possible and can result in 
flight characteristics different from 
those of conventional aircraft. These 
features specific to UAS are the very 
unique, novel, and/or unusual features 
the special class category was designed 
to accommodate. 

A notice of policy and request for 
comments regarding the type 
certification of certain UAS was 
published in the Federal Register on 
February 3, 2020 (85 FR 5905). The 
public comment period for the notice 
closed on March 4, 2020. The notice 
proposed that some UAS with no 
occupants onboard may be type 
certificated as a special class of aircraft 
under § 21.17(b). The notice also 
proposed that for airplane and rotorcraft 
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3 You can find this order at http://www.faa.gov/ 
regulations_policies/orders_notices. 

4 49 U.S.C. 40102(a)(16). 

5 Title 49 U.S.C. 40102(a)(41) provides the 
definition of ‘‘public aircraft’’ and § 40125 provides 
the qualifications for public aircraft status. 
Additional information on public aircraft is 
provided in Advisory Circular (AC) 00–1.1B, Public 
Aircraft Operations—Manned and Unmanned. This 
AC is available at https://www.faa.gov/ 
documentLibrary/media/Advisory_Circular/AC_00- 
1.1B.pdf. 

6 Additional information about the rules for each 
type of UAS user can be found at https://
www.faa.gov/uas/. 

7 See 49 U.S.C. 44809. 
8 See 14 CFR 21.1(a). 

designs, when appropriate, the FAA 
may still issue type certificates under 
§ 21.17(a). 

Discussion of Comments 
The FAA received 66 comments. The 

majority of the commenters were 
individual UAS operators. The 
remaining commenters included UAS 
manufacturers, the Choctaw Nation of 
Oklahoma (CNO), the People’s Republic 
of China (PRC), and organizations such 
as the Aerospace Industries Association 
(AIA), the Aircraft Owners and Pilots 
Association (AOPA), Airlines for 
America (A4A), the Air Line Pilots 
Association (ALPA), the Association for 
Unmanned Vehicle Systems 
International (AUVSI), the Commercial 
Drone Alliance (CDA), the National 
Agricultural Aviation Association 
(NAAA), SAE International (SAE), and 
the Small UAV Coalition. The following 
summarizes the comments received and 
the FAA’s response. 

AIA, AOPA, A4A, Amazon Prime Air, 
the Choctaw Nation, the Commercial 
Drone Alliance, SAE, and twelve other 
commenters expressed support for the 
policy. 

A. Certification Process 

An anonymous commenter requested 
the FAA publish a timeline for the 
certification process. FAA Order 
8110.4C, Type Certification, dated 
March 28, 2007,3 contains procedures 
and policy for the type certification of 
products. This order describes the FAA 
and applicant responsibilities in 
establishing a project schedule. The 
certification timeline for each project 
will vary significantly depending on the 
project details, scope, and complexity. 
Due to these many variables, the FAA is 
unable to publish a timeline specific to 
the type certification of UAS that would 
be widely applicable. 

An individual requested that the FAA 
establish a less restrictive process for 
UAS type certification for first 
responders and emergency management 
operators for State agencies and 
subdivisions. The commenter suggested 
that because the primary job of 
emergency responders is public safety, 
the type certification process was 
burdensome and unwarranted. Certain 
FAA civil certification and safety 
oversight regulations do not apply to 
public aircraft. Aircraft that do not meet 
the qualifications for public aircraft 
status are civil aircraft.4 UAS operated 
by government agencies, law 
enforcement, and State public safety 

entities may qualify as public aircraft, as 
defined by statute under 49 U.S.C. 
40102(a)(41) and 40125.5 This policy for 
type certification of certain UAS only 
applies to civil aircraft. 

Aero Systems West requested the 
FAA provide an accelerated process for 
small UAS with parachute safety 
systems installed. The commenter stated 
that controlling descent rate is the most 
important contributor to decreasing the 
probability of human injury during a 
UAS flight mishap. The FAA disagrees 
that a different process is appropriate 
for designs that incorporate a parachute 
system. While a parachute recovery 
system may mitigate some risks for a 
UAS, it is, by itself, unlikely to provide 
comprehensive mitigation of all 
potential risks such that an accelerated 
type certification process would be 
suitable. 

Another individual questioned how 
the public could provide meaningful 
comments on the particularized 
airworthiness criteria for each applicant 
when the applicant’s proprietary 
operational and design data are 
normally withheld by the FAA. Under 
the process for certification as a special 
class of aircraft, the FAA will publish a 
notice for public comment on the 
particularized airworthiness criteria for 
each applicant. The commenter is 
correct that the FAA cannot disclose 
proprietary or confidential design data 
from manufacturers in these notices 
because such disclosure is prohibited by 
the Trade Secrets Act, 18 U.S.C. 1905 
(1979). Instead, the FAA will provide a 
general description of the product, 
similar to what will be shown on the 
type certificate data sheet (TCDS). This 
is the same process the FAA has 
followed for the certification of special 
class aircraft such as gliders, airships, 
and very light airplanes. 

The CNO and the CDA requested that 
the FAA clarify the effect of this policy 
on other rules. This request was specific 
to a statement in the proposed policy 
that the policy would apply only to the 
procedures for the type certification of 
UAS and is not intended to establish or 
impact other FAA rules (operations, 
pilot certification, or maintenance) 
regarding UAS. These commenters 
agreed that a type certificate will not 
provide a UAS operator with 
operational authority, but stated the 

FAA should clarify that the operating 
limitations in the TCDS will address, 
and therefore impact, issues such as 
operations, pilot certification, or 
maintenance. The FAA agrees that type 
certification of individual UAS may 
include operating limitations that 
impact operations, pilot certification, or 
maintenance. The purpose of the 
statement in the proposal was to advise 
the public that the FAA does not intend 
for this policy to overrule FAA 
regulations regarding UAS, particularly 
other FAA rules outside of part 21. 

B. Applicability of This Policy 

An individual and AOPA requested 
that the FAA exempt model aircraft 
from this policy, and fifteen individual 
commenters objected to the policy 
contending that it would have a 
negative impact on hobbyists. The CNO 
and the CDA stated the policy should 
apply to all UAS regardless of weight. 
Several commenters requested that the 
FAA clarify the types of advanced 
operations, in addition to package 
delivery, affected by the policy and 
which UAS may require type 
certification. 

This policy addresses the process the 
FAA will use to establish airworthiness 
standards for type certification of some 
UAS with no occupants onboard, when 
a UAS manufacturer requests type 
certification. Whether a UAS requires a 
type certificate depends upon the 
weight of the UAS, the purpose of the 
operations, and the particular operating 
rules under which the UAS is expected 
to operate.6 This policy does not apply 
to UAS that are operated under the 
exception for limited recreational 
operations, as they are not required to 
meet airworthiness requirements or 
apply for type certification.7 Small UAS 
operating under part 107 do not require 
a type certificate.8 UAS weighing 55 
pounds or more and small UAS 
operating under the requirements of 14 
CFR parts 91 or 135 require either a type 
certificate, a waiver, an exemption, or a 
special airworthiness certificate, as 
appropriate. Package delivery, for 
example, and other complex operations 
such as agricultural, inspection, 
monitoring, infrastructure surveillance, 
pseudo-satellites, or those involving 
carriage of other property for 
compensation or hire may be affected by 
this policy. 

One commenter requested the policy 
not apply to UAS carrying occupants, as 
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9 See Appendix F of FAA Order 8130.34D, 
Airworthiness Certification of Unmanned Aircraft 
Systems and Optionally Piloted Aircraft, dated 
September 8, 2017. You can find this order at 
http://www.faa.gov/regulations_policies/orders_
notices. 

10 https://www.consilium.europa.eu/media/ 
40525/delegated-act_drones.pdf. 

any occupant-carrying UAS should be 
certificated under the same process as 
manned aircraft. The FAA agrees. This 
policy addresses type certification of 
some UAS with no occupants onboard. 

AIA requested that the scope of the 
policy also include optionally piloted 
aircraft. The commenter stated that 
optionally piloted aircraft are becoming 
increasingly possible as technology 
continues to mature. The FAA 
disagrees. An optionally piloted aircraft 
(OPA) is a manned aircraft that can be 
flown or controlled by the onboard pilot 
in command or by another individual 
from a location not onboard the 
aircraft.9 Although the method of 
controlling the aircraft is optional, in 
either case the pilot in command always 
remains onboard the aircraft. Thus, OPA 
are beyond the scope of this policy 
because they are not unmanned aircraft 
as defined by 49 U.S.C. 44801(11) and 
14 CFR 1.1. 

D. Requests for Changes to the Policy 
The CNO and the CDA requested that 

the type certification policy be 
streamlined, flexible, and account for 
changing technologies. The commenters 
stated that the type certification process 
should take months instead of years and 
should accommodate innovation. The 
FAA responds that this policy provides 
a flexible type certification process that 
allows particularized airworthiness 
criteria for each product design. Under 
this policy, as technologies change and 
applicants propose innovative and 
unique type designs, so too may the 
airworthiness criteria evolve. The FAA 
further notes that the pace of any 
certification program is driven by many 
factors, including the complexity of the 
project and the applicant’s development 
and testing timelines. 

Joby Aviation requested the FAA 
prioritize using existing airworthiness 
standards under the process in 
§ 21.17(a) when a product closely 
matches the characteristics of the 
airplane or rotorcraft class and where 
special conditions (under § 21.16) can 
be reasonably used to address 
differences. The commenter stated the 
approach of using the flexibility of the 
special class process in § 21.17(b) makes 
sense for certain UAS or products where 
it is not reasonable to apply existing 
airworthiness standards. The purpose of 
this policy is to use the flexibility 
provided in the § 21.17(b) certification 
process to address the unique 

configurations and innovative 
applications of airframes, powerplants, 
fuels, and materials found in most UAS 
designs. For unmanned airplane and 
unmanned rotorcraft designs where the 
airworthiness standards in part 23 or 27, 
respectively, are appropriate for the 
certification basis, the FAA may still 
issue type certificates under the 
processes in §§ 21.16 and 21.17(a). The 
certification path for each individual 
UAS project will be based on 
applicability, relevance, 
appropriateness, and suitability. 

Joby Aviation also requested that the 
FAA certificate passenger-carrying UAS 
under the existing, proven standards in 
part 23 or part 27, as appropriate to the 
individual aircraft design, under the 
process in § 21.17(a). Kilroy Aviation 
suggested a multi-tiered certification 
approach for UAS, with a tier for 
passenger-carrying UAS. These 
comments are beyond the scope of this 
policy, which does not apply to UAS 
that carry occupants. 

Another commenter requested that 
the FAA define the certification types, 
methods, and timeline more thoroughly 
before issuing this policy. This 
commenter stated that the widely 
varying types and uses of UAS make 
one blanket type of certification 
ineffective, or even meaningless. The 
FAA notes that this policy is only a 
procedural policy for establishing the 
airworthiness standards for the type 
certification of some UAS. The notice of 
proposed policy requesting comments 
for the type certification of unmanned 
aircraft systems, which published in the 
Federal Register on February 3, 2020 
(85 FR 5905), explained the legislative 
and regulatory history, background, and 
the FAA’s reasons for type certificating 
certain UAS as a special class of aircraft 
under § 21.17(b). The purpose of this 
policy is to provide a flexible process 
until generally applicable UAS 
airworthiness standards are identified 
and established. Under the process for 
certification as a special class of aircraft, 
the FAA will publish a notice seeking 
public comment on the particularized 
airworthiness criteria for each applicant. 
The particularized airworthiness criteria 
will not become final until the FAA 
considers any public comments and 
publishes the airworthiness criteria as 
the certification basis for the applicant’s 
design. 

The PRC requested that the FAA’s 
policy use the three UAS categories 
(open, specific, and certified) proposed 
by the Joint Authorities for Rulemaking 
on Unmanned Systems (JARUS) and 

issued by the European Union.10 This 
commenter also requested that the FAA 
timely inform international aviation 
partners of its UAS type certification 
standards. The FAA notes that this 
policy is only a procedural policy for 
establishing airworthiness standards for 
the type certification of certain UAS. If 
the FAA determines it appropriate, as 
UAS technology develops and generally 
applicable standards are identified, the 
FAA may establish standards through 
rulemaking. During those activities, the 
FAA would further evaluate the UAS 
categories established by the European 
Union Aviation Safety Agency (EASA) 
and the diversity of UAS designs to help 
inform future agency action. The FAA 
will continue its collaboration with 
international partners in government 
and industry on UAS certification 
requirements. 

Kilroy Aviation, the CNO, and the 
CDA commented on FAA resources for 
UAS certification projects. The CNO 
and the CDA requested the FAA allocate 
sufficient personnel to support the 
exponential increase in UAS 
certification projects. Kilroy Aviation 
requested the FAA delegate UAS 
compliance findings to designees. The 
FAA is committed to the safe and 
efficient integration of UAS into the 
NAS, and type certification of UAS is an 
important step in that process. The FAA 
will continue to assess its resources and 
make any necessary adjustments to 
process certification projects of UAS 
and other aircraft. However, comments 
regarding the delegation of UAS 
certification findings to designees are 
beyond the scope of this policy. 

One commenter requested the policy 
prohibit UAS manufacturers from self- 
certifying their designs. This comment 
is beyond the scope of this policy. This 
policy outlines only the process for how 
the FAA will establish airworthiness 
standards for the type certification of 
certain UAS. FAA Order 8110.4C 
contains procedures and policy for the 
type certification of products, including 
how an applicant for a type certificate 
demonstrates compliance. 

The CNO and the CDA requested the 
FAA ensure early and frequent 
coordination among FAA offices. These 
commenters stated that inter-office 
coordination between those responsible 
for issuing the type certificate and those 
responsible for issuing operational 
authority was critical, so that applicants 
have the authority to operate the UAS 
when its type certificate is issued. The 
FAA agrees. A type certificate is a 
design approval and only one of several 
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requirements (airworthiness, pilot 
certification, registration, air traffic 
control authorization, air carrier 
certification, etc.) that must be met for 
an aircraft to operate in the NAS. The 
FAA established the UAS Integration 
Office to facilitate coordination amongst 
FAA offices on UAS activities. 

ALPA requested the FAA limit the 
duration of the policy to not more than 
two years, as the process should only be 
interim until the FAA develops 
certification regulations specifically 
designed for UAS. The FAA does not 
agree. At this time, it is not possible to 
foresee when generally applicable 
airworthiness standards for UAS would 
be established or what form they may 
take. The FAA may supersede this 
policy at any time by issuing generally 
applicable standards through 
rulemaking. 

An individual requested the policy 
define unmanned aircraft using 
consistent taxonomy. This commenter 
noted that many common UAS designs 
are not easy to categorize as an airplane, 
rotorcraft, or hybrid lift. This 
commenter also requested that the 
policy define the term ‘‘unmanned 
aircraft system,’’ as that term is not 
defined in 14 CFR 1.1. The FAA agrees 
that UAS designs are diverse. However, 
this policy only addresses the process 
for how the FAA will establish 
airworthiness standards for the type 
certification of certain UAS as a special 
class. Although there is no 
corresponding definition in 14 CFR part 
1, the term ‘‘unmanned aircraft system’’ 
is defined by statute at 49 U.S.C. 
44801(12) as an unmanned aircraft and 
its associated elements (including 
communication links and the 
components that control the unmanned 
aircraft) that are required for the 
operator to operate safely and efficiently 
in the NAS.11 

E. Airworthiness Criteria for UAS 
ALPA, the CNO, the CDA, NAAA, 

Wing Aviation LLC (Wing Aviation), 
Kilroy Aviation, Valqari LLC, and six 
individual commenters requested the 
FAA adopt specific airworthiness 
criteria for UAS. These criteria included 
subjects such as weather, collision 
avoidance, marking and coloring, strobe 
lighting, system safety assessments, 
payload, weight, software, propeller 
shrouds and other safety equipment, 
noise, batteries, public safety, and 
control stations. Kilroy Aviation 
requested the FAA consider using the 
certification criteria for ‘‘small category 
VTOL aircraft’’ adopted by EASA. 
Amazon Prime Air requested that, while 

the FAA uses the process under 
§ 21.17(b) for type certification, the 
agency also form a working group to 
evaluate and create new rules for UAS 
airworthiness standards. These 
comments are beyond the scope of this 
policy. This policy outlines only the 
procedures for how the FAA will 
establish airworthiness standards for the 
type certification of certain UAS. The 
particularized airworthiness criteria for 
each applicant will vary as appropriate 
and applicable to the specific UAS 
design. The FAA will announce and 
seek public comment on the 
airworthiness criteria for each applicant. 
The FAA will also continue to work 
with the public, industry, other civil 
aviation authorities, and standards 
development organizations to create and 
refine standards and policy for UAS. 

Wing Aviation and other commenters 
requested the airworthiness criteria for 
UAS be performance-based. The FAA 
agrees and anticipates issuing 
performance-based airworthiness 
criteria based on each applicant’s design 
when possible. The FAA will announce 
and seek public comment on these 
criteria for each applicant. 

Kilroy Aviation, the CNO, and the 
CDA requested the FAA harmonize UAS 
certification standards with EASA and 
other foreign civil aviation authorities. 
The FAA agrees that having 
harmonization and consistency on UAS 
policy and requirements with foreign 
authorities is prudent; however, the 
implementation of this comment is 
beyond the scope of this policy. 

F. Operational Rules for UAS 
The CNO, the CDA, Valqari LLC, and 

three individual commenters requested 
the FAA adopt specific criteria and 
rules for UAS based on operational 
factors. These factors included beyond 
visual line of sight (BVLOS) operations 
(especially in rural areas), designated 
airspace below 400 feet for agricultural 
drone use, night operations, and 
location of the UAS operation. 
Operational considerations, such as 
BVLOS and detect and avoid 
requirements, are beyond the scope of 
this policy. 

Several commenters also requested 
that the policy be risk-based and 
account for the specific risks 
encountered by each UAS within its 
operating environment. The FAA agrees 
and plans to use a risk-based approach 
for UAS type certification. The FAA 
anticipates issuing performance-based 
airworthiness criteria for each 
individual applicant’s design. For 
example, some applicants will 
demonstrate compliance with the 
criteria by durability and reliability 

(D&R) testing at a level tailored for the 
design based on its risk. The D&R 
testing would result in an acceptable 
number of successful flight hours, 
representative of mission cycles to 
substantiate the overall reliability of the 
UAS. 

Several commenters requested that 
the FAA restrict UAS operations over 
residential areas and schools and 
provide protections for citizens’ right to 
privacy. The operational issues raised 
by these comments are beyond the 
scope of this policy, which is limited to 
the process for establishing 
airworthiness standards for type 
certification. 

The CNO, the CDA, and an individual 
requested that the FAA combine 
operational authority with the issuance 
of the type certificate. These 
commenters suggested that since the 
airworthiness criteria for each type- 
certificated UAS will go through the 
public notice and comment process, that 
process should include any exemptions 
from parts 91 and 61 (general operating 
and flight rules and flight crew 
certification requirements) necessary to 
operate. These commenters further 
suggested that the conditions and 
limitations typically included in the 
grant of an exemption could then be 
incorporated on the TCDS as operating 
limitations. This policy outlines the 
process for how the FAA will establish 
airworthiness standards for the type 
certification of certain UAS. The process 
for granting relief from operational and 
airmen certification rules is addressed 
in 14 CFR part 11. 

G. Request for Generally Applicable 
Standards 

Kilroy Aviation, the CNO, the CDA, 
and an individual requested that the 
FAA issue additional guidance or 
rulemaking or recognize standards for 
UAS certification in a timely manner. 
The FAA is committed to developing 
the regulations, policy, procedures, 
guidance material, and training 
requirements necessary to support the 
safe and efficient integration of UAS 
into the NAS. The implementation of 
these activities is beyond the scope of 
this policy. 

H. Comments Regarding Airmen 
Droneport Texas LLC requested the 

FAA update remote pilot training 
requirements and study aids so pilots 
are aware of the distinctions for type- 
certificated UAS. This commenter also 
requested the FAA create specialized 
training for maintainers, operators, and 
remote pilots of UAS type certificated as 
a special class of aircraft. One 
individual requested the FAA develop 
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different classes of recreational UAS 
pilots. Another individual requested the 
FAA create specific aircraft type ratings 
for remote pilots. However, the airmen 
training and certification issues raised 
by these comments are beyond the 
scope of this policy, which is limited to 
the process for type certification. 

I. Requests for the FAA To Withdraw the 
Policy 

An anonymous commenter opposed 
the policy and stated it will stifle 
innovation, limit recreation, and 
unnecessarily intrude on personal 
freedoms. Fifteen individual 
commenters opposed the policy based 
on concerns it would overburden 
hobbyists and negatively impact the 
model aircraft community. The FAA 
infers that these commenters would like 
the FAA to withdraw the policy. This 
policy will not burden or negatively 
impact a person conducting limited 
recreational operations with a small 
unmanned aircraft under 49 U.S.C. 
44809, because type certification is not 
required for these operations. For other 
UAS, type certification may be required, 
depending on the weight of the UAS, 
the purpose of the operations, and the 
operating rules to which the UAS is 
subject. This policy provides a timely 
and flexible type certification process to 
ensure that a UAS design complies with 
appropriate safety standards. 

J. Requests for an Extension of the 
Comment Period 

Two individual commenters 
requested that the FAA extend the 
comment period in order to solicit 
additional input and define additional 
requirements. These comments noted 
that the comment period for this notice 
overlapped with the comment period for 
the FAA’s proposed rulemaking on 
remote identification of UAS (84 FR 
72438, December 31, 2019). The FAA 
has considered the request and 
determined that 30 days provided an 
appropriate time for comment on the 
proposed policy, as sufficient feedback 
on the policy was provided by the 
public during the comment period. 

K. Comments on Other FAA Rules 

Some commenters expressed concerns 
about the FAA’s proposed remote 
identification rule. Other commenters 
stated opposition to FAA’s rules for 
small UAS in part 107. DJI Technology, 
Inc., commented on operations and 
associated waivers under part 107. 
Because these comments concern FAA 
rulemakings on other issues, they are 
outside the scope of this policy. 

L. Other Out of Scope Comments 

Two commenters requested the FAA 
address UAS-related products (3-D 
printed parts, test benches). DJI 
Technology, Inc., requested that the 
FAA revise its regulations to allow 
American companies to manufacture 
UAS at facilities outside the United 
States. An individual commenter 
requested that the FAA revise 14 CFR 
21.25(a)(1) to allow UAS as a special 
purpose operation for issuance of a 
restricted category type certificate. 
These comments are outside the scope 
of this policy, which specifies a process 
for establishing airworthiness standards 
for type certification of certain UAS. 

The FAA also received and reviewed 
several comments that were very 
general, stated the commenter’s 
viewpoint without a suggestion specific 
to the policy, or did not make a request 
the FAA can act on. These comments 
are outside the scope of this policy. 

Policy 

The FAA has determined that some 
UAS may be type certificated as a 
‘‘special class’’ of aircraft under 
§ 21.17(b). The FAA will issue type 
certificates for UAS with no occupants 
onboard under the process in § 21.17(b). 
However, the FAA may still issue type 
certificates under § 21.17(a) for airplane 
and rotorcraft UAS designs where the 
airworthiness standards in part 23, 25, 
27 or 29, respectively, are appropriate 
for the certification basis. This policy 
applies only to the procedures for the 
type certification of UAS, and is not 
intended to establish policy impacting 
other FAA rules pertaining to 
unmanned aircraft, such as operations, 
pilot certification, or maintenance. 

The FAA will seek public comment 
on the particularized airworthiness 
criteria for each applicant as 
certification standards for this new 
special class evolve. Once generally 
applicable standards are identified, the 
FAA may conduct rulemaking. 

The FAA’s part 107 rulemaking on 
small UAS was only the first step in the 
FAA’s plan to integrate UAS into the 
NAS. Many long-term activities are 
required for full integration of present 
and future UAS operations, which will 
include the delivery of packages and 
transportation of people. The UAS 
affected by this policy will include 
those used for package delivery. Future 
FAA activity, through either further 
policy or rulemaking, will address type 
certification for UAS carrying 
occupants. 

The contents of this document do not 
have the force and effect of law and are 
not meant to bind the public in any 

way. This document is intended only to 
provide clarity to the public regarding 
existing requirements under the law or 
agency policies. 

Issued in Kansas City, Missouri, on August 
11, 2020. 
Pat Mullen, 
Manager, Small Airplane Standards Branch, 
Policy and Innovation Division, Aircraft 
Certification Service. 
[FR Doc. 2020–17882 Filed 9–17–20; 8:45 am] 

BILLING CODE 4910–13–P 

DEPARTMENT OF TRANSPORTATION 

Federal Aviation Administration 

14 CFR Part 93 

[Docket No.: FAA–2006–25755] 

Operating Limitations at New York 
Laguardia Airport 

AGENCY: Department of Transportation, 
Federal Aviation Administration (FAA). 
ACTION: Extension to order. 

SUMMARY: This action extends the Order 
Limiting Operations at New York 
LaGuardia Airport (LGA) published on 
December 27, 2006, as most recently 
extended September 18, 2018. The 
Order remains effective until October 
29, 2022. 
DATES: This action is effective on 
September 18, 2020. 
ADDRESSES: Requests may be submitted 
by mail to the Slot Administration 
Office, System Operations Services, 
AJR–0, Room 300W, 800 Independence 
Avenue SW, Washington, DC 20591, or 
by email to: 7-awa-slotadmin@faa.gov. 
FOR FURTHER INFORMATION CONTACT: For 
questions concerning this Order contact: 
Bonnie Dragotto, Regulations Division, 
FAA Office of the Chief Counsel, AGC– 
250, Room 916N, Federal Aviation 
Administration, 800 Independence 
Avenue SW, Washington, DC 20591; 
telephone (202) 267–3808; email 
Bonnie.Dragotto@faa.gov. 
SUPPLEMENTARY INFORMATION: 

Availability of Rulemaking Documents 

You may obtain an electronic copy 
using the internet by: 

(1) Searching the Federal 
eRulemaking Portal (http://
www.regulations.gov); 

(2) Visiting the FAA’s Regulations and 
Policies web page at http://
www.faa.gov/regulations_policies/; or 

(3) Accessing the Government 
Printing Office’s web page at http://
www.gpoaccess.gov/fr/index.html. 

You also may obtain a copy by 
sending a request to the Federal 
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1 33 FR 17896 (Dec. 3, 1968). The FAA codified 
the rules for operating at high density traffic 
airports in 14 CFR part 93, subpart K. The HDR 
required carriers to hold a reservation, which came 
to be known as a ‘‘slot,’’ for each takeoff or landing 
under instrument flight rules at the high density 
traffic airports. 

2 Aviation Investment and Reform Act for the 21st 
Century (AIR–21), Public Law 106–181 (Apr. 5, 
2000), 49 U.S.C. 41715(a)(2). 

3 71 FR 77854. 
4 72 FR 63224; 73 FR 48428. 
5 74 FR 51653; 76 FR 18616, amended by 77 FR 

30585 (May 23, 2012); 78 FR 28278; 79 FR 17222; 
81 FR 33126; and, 83 FR 47065. 

6 74 FR 2646 (Jan. 15, 2009). 
7 A copy of the supporting MITRE analysis has 

been submitted to FAA Docket No. FAA–2006– 
25755. 

8 The limited waiver of the minimum slot usage 
requirement for JFK and LGA airports published on 
March 16, 2020, 85 FR 15018, and extended on 
April 17, 2020, 85 FR 21500, remains in effect 
through October 24, 2020. 

9 Operating Limitations at John F. Kennedy 
International Airport. 73 FR 3510 (Jan. 18, 2008), as 
amended. 

10 See discussion of ‘‘Current Issues’’ in 2018 JFK 
Order, 83 FR at 46865, and LGA Order, 83 FR at 
47065. 

Aviation Administration, Office of 
Rulemaking, ARM–1, 800 Independence 
Avenue, SW, Washington, DC 20591, or 
by calling (202) 267–9680. Make sure to 
identify the amendment number or 
docket number of this rulemaking. 

Background 
The FAA has historically limited the 

number of arrivals and departures at 
LGA during peak demand periods 
through the implementation of the High 
Density Rule (HDR), to address 
constraints based on LGA’s limited 
runway capacity.1 By statute enacted in 
April 2000, the HDR’s applicability to 
LGA operations terminated as of January 
1, 2007.2 

The FAA issued an Order on 
December 27, 2006, adopting temporary 
limits pending the completion of 
rulemaking to address long term limits 
and related policies.3 This Order was 
amended on November 8, 2007, and 
August 19, 2008.4 The FAA extended 
the December 27, 2006, Order placing 
temporary limits on operations at LGA, 
as amended, on October 7, 2009, April 
4, 2011, May 14, 2013, March 27, 2014, 
May 25, 2016, and September 18, 2018.5 

Under the Order for LGA, as 
amended, the FAA (1) maintains the 
current hourly limits on scheduled and 
unscheduled operations at LGA during 
the peak period; (2) imposes an 80 
percent minimum usage requirement for 
Operating Authorizations (OAs) with 
defined exceptions; (3) provides a 
mechanism for withdrawal of OAs for 
FAA operational reasons; (4) provides 
for a lottery to reallocate withdrawn, 
surrendered, or unallocated OAs; and 
(5) allows for trades and leases of OAs 
for consideration for the duration of the 
Order. 

The reasons for issuing the Order 
have not changed appreciably since it 
was implemented. Based upon 
experience from the 2018–2020 period, 
runway capacity at LGA remains 
limited, while demand for access to 
LGA remains high. In 2009, the FAA 
reduced the scheduling limits under 
this Order from 75 operations per hour 
to 71 per hour in order to provide an 

opportunity to improve operations.6 The 
FAA did not require a reduction of 
historic slots to reach the new hourly 
limits. Instead, historic allocations were 
honored. However, slots voluntarily 
returned or withdrawn per the terms of 
the Order are not reallocated if the 
hourly totals exceed the revised 71 
hourly scheduling limit. As a result of 
this historic ‘‘grand-fathering,’’ between 
72 and 75 slots remain authorized in 
most slot-controlled hours. 

The FAA has reviewed the on-time 
and other performance metrics in the 
peak May to August 2018 and 2019 
months and found declining 
performance in several metrics relative 
to the same period in 2008 and year 
over year.7 The FAA has determined 
that the operational limitations imposed 
by this Order remain necessary. 
Notwithstanding the disruption caused 
by the COVID–19 public health 
emergency, the duration of which is 
uncertain, without the operational 
limitations imposed by this Order, the 
FAA expects severe congestion-related 
delays due to the anticipated demand 
for new operations and the retiming of 
existing flights into more desirable 
hours. During the effective period of this 
Order, the FAA will continue to monitor 
demand, performance, and runway 
capacity at LGA, including the effects of 
the COVID–19 public health emergency, 
to determine if changes are warranted.8 
The FAA, in coordination with the 
Office of the Secretary of Transportation 
(OST), will continue to consider 
potential rulemaking in the future to 
codify the slot management policies at 
LGA, and also at John F. Kennedy 
International Airport (JFK).9 

Pending Issues 
In the FAA’s 2018 actions extending 

the JFK and LGA Orders, the FAA noted 
that it has received specific proposals 
for policy changes that would 
necessitate amending the Orders.10 
Consideration of these issues is ongoing. 
Accordingly, the FAA is extending the 
expiration date of this Order until 
October 29, 2022. This expiration date 
coincides with the extended expiration 

date for the Order limiting scheduled 
operations at JFK, as also published 
elsewhere in this issue of the Federal 
Register. This LGA action incorporates 
ministerial changes to the terms of the 
Order concerning internal FAA process, 
removing an obsolete provision 
concerning the final decision-maker in 
paragraph A3, and adding a 
comprehensive provision concerning 
the final decision-maker under the 
Order at new paragraphs A9 and B10. 
This action also adds a provision for 
revocation and amendment at new 
paragraphs A10 and B11 consistent with 
the terms of the JFK Order, and makes 
other minor edits to improve 
readability. 

The FAA finds that notice and 
comment procedures under 5 U.S.C. 
553(b) are impracticable, unnecessary, 
and contrary to the public interest, as 
carriers have begun planning schedules 
for the winter 2020/2021 season and no 
substantive changes are included in this 
action. For these reasons, the FAA also 
finds that it is impracticable and 
contrary to the public interest to delay 
the effective date of this action under 5 
U.S.C. 553(d). 

The Amended Order 
The Order, as amended, is recited 

below in its entirety: 

A. Scheduled Operations 
With respect to scheduled operations 

at LaGuardia: 
1. The Order governs scheduled 

arrivals and departures at LaGuardia 
from 6 a.m. through 9:59 p.m., Eastern 
Time, Monday through Friday and from 
12 noon through 9:59 p.m., Eastern 
Time, Sunday. Seventy-one (71) 
Operating Authorizations are available 
per hour and will be assigned by the 
FAA on a 30-minute basis. The FAA 
will permit additional, existing 
operations above this threshold; 
however, the FAA will retire Operating 
Authorizations that are surrendered to 
the FAA, withdrawn for non-use, or 
unassigned during each affected hour 
until the number of Operating 
Authorizations in that hour reaches 
seventy-one (71). 

2. The Order took effect on January 1, 
2007, and will expire on October 29, 
2022. 

3. The FAA will assign operating 
authority to conduct an arrival or a 
departure at LaGuardia during the 
affected hours to the air carrier that 
holds equivalent slot or slot exemption 
authority under the High Density Rule 
of FAA slot exemption rules as of 
January 1, 2007; to the primary 
marketing air carrier in the case of AIR– 
21 small hub/non-hub airport slot 
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11 Unscheduled operations are operations other 
than those regularly conducted by an air carrier 
between LaGuardia and another service point. 
Unscheduled operations include general aviation, 
public aircraft, military, irregular charter, ferry, and 
positioning flights. Regularly conducted 
commercial flights require an Operating 
Authorization and may not use unscheduled 
operation reservations. Helicopter operations are 
excluded from the reservation requirement. 
Unscheduled flights operating under visual flight 
rules (VFR) may be accommodated by the local air 
traffic control facilities and are not included in the 
hourly limits. 

exemptions; or to the air carrier 
operating the flights as of January 1, 
2007, in the case of a slot held by a non 
carrier. The FAA will not assign 
operating authority under the Order to 
any person or entity other than a 
certificated U.S. or foreign air carrier 
with appropriate economic authority 
and with operating authority from FAA 
under 14 CFR part 121, 129 or 135. 

4. For administrative tracking 
purposes only, the FAA will assign an 
identification number to each Operating 
Authorization. 

5. An air carrier may lease or trade an 
Operating Authorization to another 
carrier for any consideration, not to 
exceed the duration of the Order. Notice 
of a trade or lease under this paragraph 
must be submitted in writing to the FAA 
Slot Administration Office, facsimile 
(202) 267–7277 or email 7-AWA- 
Slotadmin@faa.gov, and must come 
from a designated representative of each 
carrier. The FAA must confirm and 
approve these transactions in writing 
prior to the effective date of the 
transaction. However, the FAA will 
approve transfers between carriers 
under the same marketing control up to 
5 business days after the actual 
operation. This post-transfer approval is 
limited to accommodate operational 
disruptions that occur on the same day 
of the scheduled operation. 

6. Each air carrier holding an 
Operating Authorization must forward 
in writing to the FAA Slot 
Administration Office a list of all 
Operating Authorizations held by the 
carrier along with a listing of the 
Operating Authorizations actually 
operated for each day of the two-month 
reporting period, within 14 days after 
the last day of the two-month reporting 
period beginning January 1 and every 
two months thereafter. Any Operating 
Authorization not used at least 80 
percent of the time over a two-month 
period will be withdrawn by the FAA 
except: 

A. The FAA will treat as used any 
Operating Authorization held by an air 
carrier on Thanksgiving Day, the Friday 
following Thanksgiving Day, and the 
period from December 24 through the 
first Saturday in January. 

B. The FAA will treat as used any 
Operating Authorization obtained by an 
air carrier through a lottery under 
paragraph 7 for the first 120 days after 
allocation in the lottery. 

C. The Administrator of the FAA may 
waive the 80 percent usage requirement 
in the event of a highly unusual and 
unpredictable condition which is 
beyond the control of the air carrier and 
which affects carrier operations for a 
period of five consecutive days or more. 

7. In the event that Operating 
Authorizations are withdrawn for 
nonuse, are surrendered to the FAA, or 
are unassigned, the FAA will determine 
whether any of the available Operating 
Authorizations should be reallocated. If 
so, the FAA will conduct a lottery using 
the provisions specified under 14 CFR 
93.225. The FAA may retime an 
Operating Authorization prior to 
reallocation in order to address 
operational needs. 

8. If the FAA determines that a 
reduction in the number of allocated 
Operating Authorizations is required to 
meet operational needs, such as reduced 
airport capacity, the FAA will conduct 
a weighted lottery to withdraw 
Operating Authorizations to meet a 
reduced hourly or half-hourly limit for 
scheduled operations. The FAA will 
provide at least 45 days’ notice unless 
otherwise required by operational 
needs. Any Operating Authorization 
that is withdrawn or temporarily 
suspended will, if reallocated, be 
reallocated to the air carrier from which 
it was taken, provided that the air 
carrier continues to operate scheduled 
service at LaGuardia. 

9. The Vice President, System 
Operations Services, in coordination 
with the Chief Counsel of the FAA, is 
the final decision maker for 
determinations under this Order. 

10. The FAA may modify or withdraw 
any provision in this Order on its own 
or on application by any carrier for good 
cause shown. 

B. Unscheduled Operations: 11 

With respect to unscheduled flight 
operations at LaGuardia, the FAA 
adopts the following: 

1. The Order applies to all operators 
of unscheduled flights, except 
helicopter operations, at LaGuardia from 
6 a.m. through 9:59 p.m., Eastern Time, 
Monday through Friday and from 12 
noon through 9:59 p.m., Eastern Time, 
Sunday. 

2. The Order took effect on January 1, 
2007, and will expire on October 29, 
2022. 

3. No person can operate an aircraft 
other than a helicopter to or from 

LaGuardia unless the operator has 
received, for that unscheduled 
operation, a reservation that is assigned 
by the David J. Hurley Air Traffic 
Control System Command Center’s 
Airport Reservation Office (ARO), or for 
unscheduled visual flight rule 
operations, received clearance from 
ATC. Additional information on 
procedures for obtaining a reservation is 
available via the internet at http:// 
www.fly.faa.gov/ecvrs. 

4. Three (3) reservations are available 
per hour for unscheduled operations at 
LaGuardia. The ARO will assign 
reservations on a 30-minute basis. 

5. The ARO receives and processes all 
reservation requests. Reservations are 
assigned on a ‘‘first-come, first-served’’ 
basis, determined as of the time that the 
ARO receives the request. A 
cancellation of any reservation that will 
not be used as assigned is required. 

6. Filing a request for a reservation 
does not constitute the filing of an 
instrument flight rules (IFR) flight plan, 
as separately required by regulation. 
After the reservation is obtained, an IFR 
flight plan can be filed. The IFR flight 
plan must include the reservation 
number in the ‘‘remarks’’ section. 

7. Air Traffic Control will 
accommodate declared emergencies 
without regard to reservations. 
Nonemergency flights in direct support 
of national security, law enforcement, 
military aircraft operations, or public 
aircraft operations will be 
accommodated above the reservation 
limits with the prior approval of the 
Vice President, System Operations 
Services, Air Traffic Organization. 
Procedures for obtaining the appropriate 
reservation for such flights are available 
via the internet at http:// 
www.fly.faa.gov/ecvrs. 

8. Notwithstanding the limits in 
paragraph 4, if the Air Traffic 
Organization determines that air traffic 
control, weather, and capacity 
conditions are favorable and significant 
delay is not likely, the FAA can 
accommodate additional reservations 
over a specific period. Unused operating 
authorizations can also be temporarily 
made available for unscheduled 
operations. Reservations for additional 
operations are obtained through the 
ARO. 

9. Reservations cannot be bought, 
sold, or leased. 

10. The Vice President, System 
Operations Services, in coordination 
with the Chief Counsel of the FAA, is 
the final decision maker for 
determinations under this Order. 

11. The FAA may modify or withdraw 
any provision in this Order on its own 
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1 33 FR 17896 (Dec. 3, 1968). The FAA codified 
the rules for operating at high density traffic 
airports in 14 CFR part 93, subpart K. The HDR 
required carriers to hold a reservation, which came 
to be known as a ‘‘slot,’’ for each takeoff or landing 
under instrument flight rules at the high density 
traffic airports. 

2 Aviation Investment and Reform Act for the 21st 
Century (AIR–21), Public Law 106–181 (Apr. 5, 
2000), 49 U.S.C. 41715(a)(2). 

3 Id. 
4 73 FR 3510 (Jan. 18, 2008), as amended by 73 

FR 8737 (Feb. 14, 2008). 
5 74 FR 51650; 76 FR 18620; 78 FR 28276; 79 FR 

16854; 81 FR 32636; 81 FR 40167; 83 FR 46865. 
6 Also referred to herein as ‘‘slots.’’ 

7 Docket No. FAA–2007–29320 includes a copy of 
the MITRE analysis completed for the FAA. 

8 The limited waiver of the minimum slot usage 
requirement for JFK and LGA airports published on 
March 16, 2020, 85 FR 15018, and extended on 
April 17, 2020, 85 FR 21500, remains in effect 
through October 24, 2020. 

9 See discussion of ‘‘Current Issues’’ in 2018 JFK 
Order, 83 FR at 46865, and 2018 LGA Order, 83 FR 
at 47065. 

or on application by any carrier for good 
cause shown. 

C. Enforcement 

The FAA may enforce the Order 
through an enforcement action seeking 
a civil penalty under 49 U.S.C. 46301(a). 
The FAA or Department of Justice also 
could file a civil action in U.S. District 
Court, under 49 U.S.C. 46106 or 46107, 
respectively, seeking to enjoin any 
carrier from violating the terms of the 
Order. 

Issued in Washington, DC, on August 18, 
2020. 
Virginia Boyle, 
Deputy Vice President, System Operations 
Services. 
[FR Doc. 2020–18400 Filed 9–17–20; 8:45 am] 

BILLING CODE 4910–13–P 

DEPARTMENT OF TRANSPORTATION 

Federal Aviation Administration 

14 CFR Part 93 

[Docket No. FAA–2007–29320] 

Operating Limitations at John F. 
Kennedy International Airport 

AGENCY: Department of Transportation, 
Federal Aviation Administration (FAA). 
ACTION: Extension to order. 

SUMMARY: This action extends the Order 
Limiting Operations at John F. Kennedy 
International Airport (JFK) published on 
January 18, 2008, and most recently 
extended on September 17, 2018. The 
Order remains effective until October 
29, 2022. 
DATES: This action is effective on 
September 18, 2020. 
ADDRESSES: Requests may be submitted 
by mail to Slot Administration Office, 
System Operations Services, AJR–0, 
Room 300W, 800 Independence Avenue 
SW, Washington, DC 20591, or by email 
to: 7-awa-slotadmin@faa.gov. 
FOR FURTHER INFORMATION CONTACT: For 
questions concerning this Order contact: 
Bonnie Dragotto, Regulations Division, 
FAA Office of the Chief Counsel, AGC– 
250, Room 916K, Federal Aviation 
Administration, 800 Independence 
Avenue SW, Washington, DC 20591; 
telephone (202) 267–3808; email 
Bonnie.Dragotto@faa.gov. 
SUPPLEMENTARY INFORMATION: 

Availability of Rulemaking Documents 

You may obtain an electronic copy 
using the internet by: 

(1) Searching the Federal 
eRulemaking Portal (http://
www.regulations.gov); 

(2) Visiting the FAA’s Regulations and 
Policies web page at http://
www.faa.gov/regulations_policies/; or 

(3) Accessing the Government 
Printing Office’s web page at http://
www.gpoaccess.gov/fr/index.html. 

You also may obtain a copy by 
sending a request to the Federal 
Aviation Administration, Office of 
Rulemaking, ARM–1, 800 Independence 
Avenue SW, Washington, DC 20591, or 
by calling (202) 267–9680. Make sure to 
identify the amendment number or 
docket number of this rulemaking. 

Background 

The FAA historically limited the 
number of arrivals and departures at JFK 
through the implementation of the High 
Density Rule (HDR).1 By statute enacted 
in April 2000, operations were added at 
JFK through provisions permitting 
exemptions for new entrant carriers and 
flights to small and non-hub airports.2 
The HDR’s applicability to JFK 
operations terminated as of January 1, 
2007.3 With the AIR–21 exemptions and 
the HDR phase-out, some air carriers 
serving JFK significantly increased their 
scheduled operations throughout the 
day and retimed existing flights. This 
resulted in scheduled demand in peak 
hours that exceeded the airport’s 
capacity and caused significant 
congestion and delay. In January 2008, 
the FAA placed temporary limits on 
scheduled operations at JFK to mitigate 
persistent congestion and delays at the 
airport.4 The FAA extended the January 
18, 2008, Order placing temporary 
limits on scheduled operations at JFK 
on October 7, 2009, April 4, 2011, May 
14, 2013, March 26, 2014, May 24, 2016, 
as corrected June 21, 2016, and on 
September 17, 2018.5 

Under the Order, as amended, the 
FAA (1) maintains the current hourly 
limits of 81 scheduled operations at JFK 
during the peak period; (2) imposes an 
80 percent minimum usage requirement 
for Operating Authorizations (OAs) 6 
with defined exceptions; (3) provides a 
mechanism for withdrawal of OAs for 
FAA operational reasons; (4) establishes 

procedures to allocate withdrawn, 
surrendered, or unallocated OAs; and 
(5) allows for trades and leases of OAs 
for consideration for the duration of the 
Order. 

The reasons for issuing the Order 
have not changed appreciably since it 
was implemented. Based upon 
experience from the 2018–2020 period, 
demand for access to JFK remains high 
and multiple new entrant and other 
incumbent airlines have been waitlisted 
for new peak period operations and 
retiming existing flights to higher 
demand hours. Many of these airlines 
were on a waitlist for several scheduling 
seasons. The average hourly flights and 
allocated slots in the busiest hours were 
generally at the limits under this Order. 

The FAA has reviewed the on-time 
and other performance metrics for the 
past two years in the peak months—May 
to August 2018 and 2019—and generally 
found continuing improvements relative 
to the same peak period in 2008. Year 
over year trends show a modest 
decrease in performance overall largely 
due to the closure of Runway 13L/31R 
for construction in 2019.7 The FAA has 
determined that the operational 
limitations imposed by this Order 
remain necessary. Notwithstanding the 
disruption caused by the COVID–19 
public health emergency, the duration 
of which is uncertain, without the 
operational limitations imposed by this 
Order, the FAA expects severe 
congestion-related delays would occur 
at JFK and at other airports throughout 
the National Airspace System (NAS) as 
flights are added or retimed into peak 
periods at JFK. The FAA will continue 
to monitor demand, performance, and 
runway capacity at JFK, including the 
effects of the COVID–19 public health 
emergency, to determine if changes are 
warranted during the effective period of 
this Order.8 The FAA, in coordination 
with the Office of the Secretary of 
Transportation (OST), will also continue 
to consider potential rulemaking to 
codify policies for slot-controlled 
airports. 

Pending Issues 
In the FAA’s 2018 actions extending 

the JFK and LGA Orders, the FAA noted 
that it has received specific proposals 
for policy changes that would 
necessitate amending the Orders.9 
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10 https://www.iata.org/en/policy/slots/slot- 
guidelines/. 

11 https://www.iata.org/contentassets/ 
4ede2aabfcc14a55919e468054d714fe/wsg-edition- 
9-english-version.pdf. 

12 As previously indicated, the FAA is reviewing 
recent substantive amendments to the WSG adopted 
in version 10 (Aug. 1, 2019) and considering 
whether to implement certain changes in the United 
States. 

13 Under current policy and procedures, the FAA 
applies the definitions for ‘‘new entrant’’ as set 
forth in the WSG version 9 (Jan. 1, 2019), which is 
‘‘an airline requesting a series of slots at an airport 
on any day where, if the airline’s request were 
accepted, it would hold fewer than 5 slots at that 
airport on that day. 

14 In making allocation decisions, the FAA may 
not under its independent authority consider the 

markets to be served, the aircraft to be used, 
potential competition benefits associated with a 
carrier or service in particular markets, or the 
potential economic benefits of a particular flight. 

Consideration of these issues is ongoing. 
In addition, the FAA is reviewing recent 
substantive amendments to the 
International Air Transport Association 
Worldwide Slot Guidelines (IATA WSG, 
now known as the Worldwide Airport 
Slot Guidelines or ‘‘WASG’’) and 
considering whether to implement 
certain changes in the United States.10 
In the meantime, the FAA continues to 
apply version 9 of the IATA WSG (Jan. 
1, 2019) to inform its slot administration 
decisions at JFK.11 

Accordingly, the FAA is extending 
the expiration date of this Order until 
October 29, 2022. This expiration date 
coincides with the extended expiration 
date for the Order limiting operations at 
LGA, as also extended by action 
published elsewhere in this issue of the 
Federal Register. This JFK action 
incorporates ministerial changes to the 
terms of the Order concerning internal 
FAA processes, amending a provision 
concerning the final decision-maker in 
paragraph 1.c., and makes other minor 
edits to improve readability. 

The FAA finds that notice and 
comment procedures under 5 U.S.C. 
553(b) are impracticable, unnecessary, 
and contrary to the public interest, as 
carriers have begun planning schedules 
for the winter 2020/2021 season and no 
significant substantive changes are 
included in this action. For these 
reasons, the FAA also finds that it is 
impracticable and contrary to the public 
interest to delay the effective date of this 
action under 5 U.S.C. 553(d). 

This Order is the equivalent of limited 
local rules as referenced in the IATA 
WSG and takes precedence over the 
WSG where there are differences.12 At 
JFK, the FAA follows the WSG in many 
respects such as new entrant priority 13 
and consideration of schedule 
constraints such as terminal, gate, 
parking, customs and immigration, 
curfews, and similar operational factors. 

Under current rules, the FAA uses an 
approach adapted from the WSG for 
reallocating available OAs at JFK.14 This 

includes applying priorities for new 
entrant airlines, the retiming of historic 
slots, and allocation of remaining 
available capacity. The FAA also 
considers factors such as delays or 
operational performance in certain 
hours or periods when the allocation is 
above the limits in adjacent hours. In 
general, the FAA reviews retiming 
requests to move from less congested 
hours to more congested hours in a 
similar manner to a new request. New 
entrants may receive a higher priority in 
the case of competing requests. The 
FAA also maintains a waiting list of 
carrier requests that could not be 
accommodated in prior scheduling 
seasons, if requested by the initial 
submission deadline, and prioritizes 
such requests over requests for new 
slots submitted after the initial 
submission deadline. Carriers that 
obtain temporary slot swaps to meet 
their operational needs do not lose 
priority on the waiting list for 
permanent slot allocations. The 
priorities considered by the FAA under 
established policy and practice when 
allocating OAs on a permanent or 
temporary basis are set forth in 
paragraph 11 of the Amended Order. 

The Amended Order 

The Order, as amended, is recited 
below in its entirety. 

1. This Order continues the process 
for assigning operating authority to 
conduct an arrival or a departure at JFK 
during the affected hours to any 
certificated U.S. air carrier or foreign air 
carrier. The FAA will not assign 
operating authority under this Order to 
any person or entity other than a 
certificated U.S. or foreign air carrier 
with appropriate economic authority 
and with operating authority from FAA 
under 14 CFR part 121, 129, or 135. This 
Order applies to the following: 

a. All U.S. air carriers and foreign air 
carriers conducting scheduled 
operations at JFK as of the date of this 
Order, any U.S. air carrier or foreign air 
carrier that operates under the same 
designator code as such a carrier, and 
any air carrier or foreign-flag carrier that 
has or enters into a codeshare agreement 
with such a carrier. 

b. All U.S. air carriers or foreign air 
carriers initiating scheduled or regularly 
conducted commercial service to JFK 
while this Order is in effect. 

c. The Vice President, System 
Operations Services, in coordination 
with the Chief Counsel of the FAA, is 

the final decision maker for 
determinations under this Order. 

2. This Order governs scheduled 
arrivals and departures at JFK from 6 
a.m. through 10:59 p.m., Eastern Time, 
Sunday through Saturday. 

3. This Order took effect on March 30, 
2008, and will expire October 29, 2022. 

4. Under the authority provided to the 
Secretary of Transportation and the 
FAA Administrator by 49 U.S.C. 40101, 
40103, and 40113, we hereby order that: 

a. No U.S. air carrier or foreign air 
carrier initiating or conducting 
scheduled or regularly conducted 
commercial service at JFK may conduct 
such operations without an Operating 
Authorization assigned by the FAA. 

b. Except as otherwise authorized by 
the FAA based on historic precedence, 
scheduled U.S. air carrier and foreign 
air carrier arrivals and departures will 
not exceed 81 per hour from 6 a.m. 
through 10:59 p.m., Eastern Time. 

c. The Administrator may change the 
limits if the Administrator determines 
that capacity exists to accommodate 
additional operations without a 
significant increase in delays. 

5. For administrative tracking 
purposes only, the FAA will assign an 
identification number to each Operating 
Authorization. 

6. A carrier holding an Operating 
Authorization may request the 
Administrator’s approval to move any 
arrival or departure scheduled from 6 
a.m. through 10:59 p.m. to another half 
hour within that period. Except as 
provided in paragraph 7, the carrier 
must receive the written approval of the 
Administrator, or his delegate, prior to 
conducting any adjusted arrival or 
departure. All requests to move an 
allocated Operating Authorization must 
be submitted to the FAA Slot 
Administration Office, facsimile (202) 
267–7277 or email 7-AWA-Slotadmin@
faa.gov, and must come from a 
designated representative of the carrier. 
If the FAA cannot approve a carrier’s 
request to move a scheduled arrival or 
departure, the carrier may then apply 
for a trade in accordance with paragraph 
7. 

7. For the duration of this Order, a 
carrier may enter into a lease or trade of 
an Operating Authorization to another 
carrier for any consideration. Notice of 
a trade or lease under this paragraph 
must be submitted in writing to the FAA 
Slot Administration Office, facsimile 
(202) 267–7277 or email 7-AWA- 
Slotadmin@faa.gov, and must come 
from a designated representative of each 
carrier. The FAA must confirm and 
approve these transactions in writing 
prior to the effective date of the 
transaction. The FAA will approve 
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transfers between carriers under the 
same marketing control up to five 
business days after the actual operation, 
but only to accommodate operational 
disruptions that occur on the same day 
of the scheduled operation. The FAA’s 
approval of a trade or lease does not 
constitute a commitment by the FAA to 
grant the associated historical rights to 
any operator in the event that slot 
controls continue at JFK after this order 
expires. 

8. A carrier may not buy, sell, trade, 
or transfer an Operating Authorization, 
except as described in paragraph 7. 

9. Historical rights to Operating 
Authorizations and withdrawal of those 
rights due to insufficient usage will be 
determined on a seasonal basis and in 
accordance with the schedule approved 
by the FAA prior to the commencement 
of the applicable season. 

a. For each day of the week that the 
FAA has approved an operating 
schedule, any Operating Authorization 
not used at least 80% of the time over 
the time-frame authorized by the FAA 
under this paragraph will be withdrawn 
by the FAA for the next applicable 
season except: 

i. The FAA will treat as used any 
Operating Authorization held by a 
carrier on Thanksgiving Day, the Friday 
following Thanksgiving Day, and the 
period from December 24 through the 
first Saturday in January. 

ii. The Administrator of the FAA may 
waive the 80% usage requirement in the 
event of a highly unusual and 
unpredictable condition which is 
beyond the control of the carrier and 
which affects carrier operations for a 
period of five consecutive days or more. 

b. Each carrier holding an Operating 
Authorization must forward in writing 
to the FAA Slot Administration Office a 
list of all Operating Authorizations held 
by the carrier along with a listing of the 
Operating Authorizations and: 

i. The dates within each applicable 
season it intends to commence and 
complete operations. 

A. For each winter scheduling season, 
the report must be received by the FAA 
no later than August 15 during the 
preceding summer. 

B. For each summer scheduling 
season, the report must be received by 
the FAA no later than January 15 during 
the preceding winter. 

ii. The completed operations for each 
day of the applicable scheduling season: 

A. No later than September 1 for the 
summer scheduling season. 

B. No later than January 15 for the 
winter scheduling season. 

iii. The completed operations for each 
day of the scheduling season within 30 

days after the last day of the applicable 
scheduling season. 

10. In the event that a carrier 
surrenders to the FAA any Operating 
Authorization assigned to it under this 
Order or if there are unallocated 
Operating Authorizations, the FAA will 
determine whether the Operating 
Authorizations should be reallocated. 
The FAA may temporarily allocate an 
Operating Authorization at its 
discretion. Such temporary allocations 
will not be entitled to historical status 
for the next applicable scheduling 
season under paragraph 9. 

11. The FAA considers the following 
factors and priorities in allocating 
Operating Authorizations, which the 
FAA has determined are available for 
reallocation— 

a. Historical requests for allocation of 
an Operating Authorization in the same 
time; 

b. New entrant status; 
c. Retiming of historic Operating 

Authorizations; 
d. Extension of a seasonal Operating 

Authorization to year-round service; 
e. The effective period of operation; 
f. The extent and regularity of 

intended use with priority given to year- 
round services; 

g. The operational impacts of 
scheduled demand, including the 
hourly and half-hour demand and the 
mix of arrival and departure flights; and 

h. Airport facility constraints. 
Any carrier that is not approved for 

allocation of an Operating Authorization 
by the FAA may request it be placed on 
a waiting list for consideration should 
an Operating Authorization in the 
requested time become available during 
that scheduling season. 

12. If the FAA determines that an 
involuntary reduction in the number of 
allocated Operating Authorizations is 
required to meet operational needs, 
such as reduced airport capacity, the 
FAA will conduct a weighted lottery to 
withdraw Operating Authorizations to 
meet a reduced hourly or half-hourly 
limit for scheduled operations. The FAA 
will provide at least 45 days’ notice 
unless otherwise required by 
operational needs. Any Operating 
Authorization that is withdrawn or 
temporarily suspended will, if 
reallocated, be reallocated to the carrier 
from which it was taken, provided that 
the carrier continues to operate 
scheduled service at JFK. 

13. The FAA may enforce this Order 
through an enforcement action seeking 
a civil penalty under 49 U.S.C. 46301(a). 
The FAA or Department of Justice also 
could file a civil action in U.S. District 
Court, under 49 U.S.C. 46106 or 46107, 
respectively, seeking to enjoin any 

carrier from violating the terms of this 
Order. 

14. The FAA may modify or withdraw 
any provision in this Order on its own 
or on application by any carrier for good 
cause shown. 

Issued in Washington, DC, on August 18, 
2020. 
Virginia Boyle, 
Deputy Vice President, System Operations 
Services. 
[FR Doc. 2020–18404 Filed 9–17–20; 8:45 am] 

BILLING CODE 4910–13–P 

DEPARTMENT OF TRANSPORTATION 

Federal Aviation Administration 

14 CFR Part 97 

[Docket No. 31330 Amdt. No. 3921] 

Standard Instrument Approach 
Procedures, and Takeoff Minimums 
and Obstacle Departure Procedures; 
Miscellaneous Amendments 

AGENCY: Federal Aviation 
Administration (FAA), DOT. 
ACTION: Final rule. 

SUMMARY: This rule establishes, amends, 
suspends, or removes Standard 
Instrument Approach Procedures 
(SIAPs) and associated Takeoff 
Minimums and Obstacle Departure 
Procedures (ODPs) for operations at 
certain airports. These regulatory 
actions are needed because of the 
adoption of new or revised criteria, or 
because of changes occurring in the 
National Airspace System, such as the 
commissioning of new navigational 
facilities, adding new obstacles, or 
changing air traffic requirements. These 
changes are designed to provide safe 
and efficient use of the navigable 
airspace and to promote safe flight 
operations under instrument flight rules 
at the affected airports. 
DATES: This rule is effective September 
18, 2020. The compliance date for each 
SIAP, associated Takeoff Minimums, 
and ODP is specified in the amendatory 
provisions. 

The incorporation by reference of 
certain publications listed in the 
regulations is approved by the Director 
of the Federal Register as of September 
18, 2020. 
ADDRESSES: Availability of matters 
incorporated by reference in the 
amendment is as follows: 

For Examination 
1. U.S. Department of Transportation, 

Docket Ops–M30, 1200 New Jersey 
Avenue SE, West Bldg., Ground Floor, 
Washington, DC 20590–0001. 
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2. The FAA Air Traffic Organization 
Service Area in which the affected 
airport is located; 

3. The office of Aeronautical 
Navigation Products, 6500 South 
MacArthur Blvd., Oklahoma City, OK 
73169 or, 

4. The National Archives and Records 
Administration (NARA). For 
information on the availability of this 
material at NARA, email fedreg.legal@
nara.gov or go to: https://
www.archives.gov/federal-register/cfr/ 
ibr-locations.html. 

Availability 

All SIAPs and Takeoff Minimums and 
ODPs are available online free of charge. 
Visit the National Flight Data Center at 
nfdc.faa.gov to register. Additionally, 
individual SIAP and Takeoff Minimums 
and ODP copies may be obtained from 
the FAA Air Traffic Organization 
Service Area in which the affected 
airport is located. 
FOR FURTHER INFORMATION CONTACT: 
Thomas J. Nichols, Flight Procedures 
and Airspace Group, Flight 
Technologies and Procedures Division, 
Flight Standards Service, Federal 
Aviation Administration. Mailing 
Address: FAA Mike Monroney 
Aeronautical Center, Flight Procedures 
and Airspace Group, 6500 South 
MacArthur Blvd., Registry Bldg. 29, 
Room 104, Oklahoma City, OK 73169. 
Telephone: (405) 954–4164. 
SUPPLEMENTARY INFORMATION: This rule 
amends Title 14 of the Code of Federal 
Regulations, Part 97 (14 CFR part 97), by 
establishing, amending, suspending, or 
removes SIAPS, Takeoff Minimums 
and/or ODPS. The complete regulatory 
description of each SIAP and its 
associated Takeoff Minimums or ODP 
for an identified airport is listed on FAA 
form documents which are incorporated 
by reference in this amendment under 5 
U.S.C. 552(a), 1 CFR part 51, and 14 
CFR part 97.20. The applicable FAA 
forms are FAA Forms 8260–3, 8260–4, 
8260–5, 8260–15A, and 8260–15B when 
required by an entry on 8260–15A. 

The large number of SIAPs, Takeoff 
Minimums and ODPs, their complex 
nature, and the need for a special format 
make publication in the Federal 
Register expensive and impractical. 
Further, airmen do not use the 
regulatory text of the SIAPs, Takeoff 
Minimums or ODPs, but instead refer to 
their graphic depiction on charts 
printed by publishers of aeronautical 
materials. Thus, the advantages of 
incorporation by reference are realized 
and publication of the complete 
description of each SIAP, Takeoff 
Minimums and ODP listed on FAA form 

documents is unnecessary. This 
amendment provides the affected CFR 
sections and specifies the types of 
SIAPs, Takeoff Minimums and ODPs 
with their applicable effective dates. 
This amendment also identifies the 
airport and its location, the procedure, 
and the amendment number. 

Availability and Summary of Material 
Incorporated by Reference 

The material incorporated by 
reference is publicly available as listed 
in the ADDRESSES section. 

The material incorporated by 
reference describes SIAPS, Takeoff 
Minimums and/or ODPS as identified in 
the amendatory language for part 97 of 
this final rule. 

The Rule 
This amendment to 14 CFR part 97 is 

effective upon publication of each 
separate SIAP, Takeoff Minimums and 
ODP as Amended in the transmittal. 
Some SIAP and Takeoff Minimums and 
textual ODP amendments may have 
been issued previously by the FAA in a 
Flight Data Center (FDC) Notice to 
Airmen (NOTAM) as an emergency 
action of immediate flight safety relating 
directly to published aeronautical 
charts. 

The circumstances that created the 
need for some SIAP and Takeoff 
Minimums and ODP amendments may 
require making them effective in less 
than 30 days. For the remaining SIAPs 
and Takeoff Minimums and ODPs, an 
effective date at least 30 days after 
publication is provided. 

Further, the SIAPs and Takeoff 
Minimums and ODPs contained in this 
amendment are based on the criteria 
contained in the U.S. Standard for 
Terminal Instrument Procedures 
(TERPS). In developing these SIAPs and 
Takeoff Minimums and ODPs, the 
TERPS criteria were applied to the 
conditions existing or anticipated at the 
affected airports. Because of the close 
and immediate relationship between 
these SIAPs, Takeoff Minimums and 
ODPs, and safety in air commerce, I find 
that notice and public procedure under 
5 U.S.C. 553(b) are impracticable and 
contrary to the public interest and, 
where applicable, under 5 U.S.C 553(d), 
good cause exists for making some 
SIAPs effective in less than 30 days. 

The FAA has determined that this 
regulation only involves an established 
body of technical regulations for which 
frequent and routine amendments are 
necessary to keep them operationally 
current. It, therefore—(1) is not a 
‘‘significant regulatory action’’ under 
Executive Order 12866; (2) is not a 
‘‘significant rule’’ under DOT 

Regulatory Policies and Procedures (44 
FR 11034; February 26,1979); and (3) 
does not warrant preparation of a 
regulatory evaluation as the anticipated 
impact is so minimal. 

For the same reason, the FAA certifies 
that this amendment will not have a 
significant economic impact on a 
substantial number of small entities 
under the criteria of the Regulatory 
Flexibility Act. 

List of Subjects in 14 CFR Part 97 

Air Traffic Control, Airports, 
Incorporation by reference, Navigation 
(Air). 

Issued in Washington, DC, on September 4, 
2020. 
Wade Terrell, 
Aviation Safety Manager, Flight Procedures 
& Airspace Group Flight Technologies and 
Procedures Division. 

Adoption of the Amendment 

Accordingly, pursuant to the 
authority delegated to me, Title 14, 
Code of Federal Regulations, Part 97 (14 
CFR part 97) is amended by 
establishing, amending, suspending, or 
removing Standard Instrument 
Approach Procedures and/or Takeoff 
Minimums and Obstacle Departure 
Procedures effective at 0901 UTC on the 
dates specified, as follows: 

PART 97—STANDARD INSTRUMENT 
APPROACH PROCEDURES 

■ 1. The authority citation for part 97 
continues to read as follows: 

Authority: 49 U.S.C. 106(f), 106(g), 40103, 
40106, 40113, 40114, 40120, 44502, 44514, 
44701, 44719, 44721–44722. 

■ 2. Part 97 is amended to read as 
follows: 

Effective 8 October 2020 

Sheridan, IN, Sheridan, RNAV (GPS) RWY 5, 
Orig-C 

Sheridan, IN, Sheridan, RNAV (GPS) RWY 
23, Orig-C 

Biddeford, ME, Biddeford Muni, RNAV 
(GPS) RWY 6, Orig-A 

Effective 5 November 2020 

Ash Flat, AR, KCVK, RNAV (GPS) RWY 22, 
Orig-B 

Bridgeport, CT, KBDR, RNAV (GPS) RWY 29, 
Amdt 2A 

Dalton, GA, Dalton Muni, ILS OR LOC RWY 
14, Amdt 1B 

Jeffersonville, IN, KJVY, ILS OR LOC RWY 
18, Amdt 4B 

Shreveport, LA, Shreveport Rgnl, RADAR–1, 
Amdt 6A 

Fort Meade(Odenton), MD, KFME, RNAV 
(GPS) RWY 10, Amdt 1B 

Fort Meade(Odenton), MD, KFME, RNAV 
(GPS) RWY 28, Amdt 1B 

Hagerstown, MD, KHGR, VOR RWY 9, Amdt 
7B 
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Windom, MN, Windom Muni, RNAV (GPS) 
RWY 17, Amdt 1A 

Windom, MN, Windom Muni, RNAV (GPS) 
RWY 35, Amdt 1A 

Mount Airy, NC, Mount Airy/Surry County, 
RNAV (GPS) RWY 18, Amdt 1A 

Somerville, NJ, KSMQ, RNAV (GPS) RWY 12, 
Orig-C 

Somerville, NJ, KSMQ, RNAV (GPS) RWY 30, 
Amdt 2A 

New York, NY, KJFK, ILS OR LOC RWY 13L, 
ILS RWY 13L (CAT II), Amdt 18C 

Providence, RI, Theodore Francis Green 
State, ILS OR LOC RWY 23, ILS RWY 23 
(SA CAT I), ILS RWY 23 (SA CAT II), 
Amdt 8A 

Kelso, WA, Southwest Washington Rgnl, 
KELSO TWO GRAPHIC DP Ashland, WI, 
KASX, RNAV (GPS) RWY 2, Amdt 1C 

Elkins, WV, KEKN, RNAV (GPS)–A, Orig-B 

[FR Doc. 2020–20627 Filed 9–17–20; 8:45 am] 

BILLING CODE 4910–13–P 

DEPARTMENT OF TRANSPORTATION 

Federal Aviation Administration 

14 CFR Part 97 

[Docket No. 31331; Amdt. No. 3922] 

Standard Instrument Approach 
Procedures, and Takeoff Minimums 
and Obstacle Departure Procedures; 
Miscellaneous Amendments 

AGENCY: Federal Aviation 
Administration (FAA), DOT. 
ACTION: Final rule. 

SUMMARY: This rule amends, suspends, 
or removes Standard Instrument 
Approach Procedures (SIAPs) and 
associated Takeoff Minimums and 
Obstacle Departure Procedures for 
operations at certain airports. These 
regulatory actions are needed because of 
the adoption of new or revised criteria, 
or because of changes occurring in the 
National Airspace System, such as the 
commissioning of new navigational 
facilities, adding new obstacles, or 
changing air traffic requirements. These 
changes are designed to provide for the 
safe and efficient use of the navigable 
airspace and to promote safe flight 
operations under instrument flight rules 
at the affected airports. 
DATES: This rule is effective September 
18, 2020. The compliance date for each 
SIAP, associated Takeoff Minimums, 
and ODP is specified in the amendatory 
provisions. 

The incorporation by reference of 
certain publications listed in the 
regulations is approved by the Director 
of the Federal Register as of September 
18, 2020. 
ADDRESSES: Availability of matter 
incorporated by reference in the 
amendment is as follows: 

For Examination 

1. U.S. Department of Transportation, 
Docket Ops–M30, 1200 New Jersey 
Avenue SE, West Bldg., Ground Floor, 
Washington, DC 20590–0001; 

2. The FAA Air Traffic Organization 
Service Area in which the affected 
airport is located; 

3. The office of Aeronautical 
Navigation Products, 6500 South 
MacArthur Blvd., Oklahoma City, OK 
73169 or, 

4. The National Archives and Records 
Administration (NARA). For 
information on the availability of this 
material at NARA, email fedreg.legal@
nara.gov or go to: https://
www.archives.gov/federal-register/cfr/ 
ibr-locations.html. 

Availability 

All SIAPs and Takeoff Minimums and 
ODPs are available online free of charge. 
Visit the National Flight Data Center 
online at nfdc.faa.gov to register. 
Additionally, individual SIAP and 
Takeoff Minimums and ODP copies may 
be obtained from the FAA Air Traffic 
Organization Service Area in which the 
affected airport is located. 
FOR FURTHER INFORMATION CONTACT: 
Thomas J. Nichols, Flight Procedures 
and Airspace Group, Flight 
Technologies and Procedures Division, 
Flight Standards Service, Federal 
Aviation Administration. Mailing 
Address: FAA Mike Monroney 
Aeronautical Center, Flight Procedures 
and Airspace Group, 6500 South 
MacArthur Blvd., Registry Bldg. 29, 
Room 104, Oklahoma City, OK 73169. 
Telephone: (405) 954–4164. 
SUPPLEMENTARY INFORMATION: This rule 
amends Title 14, Code of Federal 
Regulations, Part 97 (14 CFR part 97) by 
amending the referenced SIAPs. The 
complete regulatory description of each 
SIAP is listed on the appropriate FAA 
Form 8260, as modified by the National 
Flight Data Center (NFDC)/Permanent 
Notice to Airmen (P–NOTAM), and is 
incorporated by reference under 5 
U.S.C. 552(a), 1 CFR part 51, and 14 
CFR 97.20. The large number of SIAPs, 
their complex nature, and the need for 
a special format make their verbatim 
publication in the Federal Register 
expensive and impractical. Further, 
airmen do not use the regulatory text of 
the SIAPs, but refer to their graphic 
depiction on charts printed by 
publishers of aeronautical materials. 
Thus, the advantages of incorporation 
by reference are realized and 
publication of the complete description 
of each SIAP contained on FAA form 
documents is unnecessary. 

This amendment provides the affected 
CFR sections, and specifies the SIAPs 
and Takeoff Minimums and ODPs with 
their applicable effective dates. This 
amendment also identifies the airport 
and its location, the procedure and the 
amendment number. 

Availability and Summary of Material 
Incorporated by Reference 

The material incorporated by 
reference is publicly available as listed 
in the ADDRESSES section. 

The material incorporated by 
reference describes SIAPs, Takeoff 
Minimums and ODPs as identified in 
the amendatory language for part 97 of 
this final rule. 

The Rule 
This amendment to 14 CFR part 97 is 

effective upon publication of each 
separate SIAP and Takeoff Minimums 
and ODP as amended in the transmittal. 
For safety and timeliness of change 
considerations, this amendment 
incorporates only specific changes 
contained for each SIAP and Takeoff 
Minimums and ODP as modified by 
FDC permanent NOTAMs. 

The SIAPs and Takeoff Minimums 
and ODPs, as modified by FDC 
permanent NOTAM, and contained in 
this amendment are based on the 
criteria contained in the U.S. Standard 
for Terminal Instrument Procedures 
(TERPS). In developing these changes to 
SIAPs and Takeoff Minimums and 
ODPs, the TERPS criteria were applied 
only to specific conditions existing at 
the affected airports. All SIAP 
amendments in this rule have been 
previously issued by the FAA in a FDC 
NOTAM as an emergency action of 
immediate flight safety relating directly 
to published aeronautical charts. 

The circumstances that created the 
need for these SIAP and Takeoff 
Minimums and ODP amendments 
require making them effective in less 
than 30 days. 

Because of the close and immediate 
relationship between these SIAPs, 
Takeoff Minimums and ODPs, and 
safety in air commerce, I find that notice 
and public procedure under 5 U.S.C. 
553(b) are impracticable and contrary to 
the public interest and, where 
applicable, under 5 U.S.C. 553(d), good 
cause exists for making these SIAPs 
effective in less than 30 days. 

The FAA has determined that this 
regulation only involves an established 
body of technical regulations for which 
frequent and routine amendments are 
necessary to keep them operationally 
current. It, therefore—(1) is not a 
‘‘significant regulatory action’’ under 
Executive Order 12866; (2) is not a 
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1 PHTA was created in January, 2019, from a 
unification of the National Swimming Pool 
Foundation® (NSPF) and the Association of Pool 
and Spa Professionals (APSP). 

‘‘significant rule’’ under DOT regulatory 
Policies and Procedures (44 FR 11034; 
February 26, 1979); and (3) does not 
warrant preparation of a regulatory 
evaluation as the anticipated impact is 
so minimal. For the same reason, the 
FAA certifies that this amendment will 
not have a significant economic impact 
on a substantial number of small entities 
under the criteria of the Regulatory 
Flexibility Act. 

List of Subjects in 14 CFR Part 97 

Air traffic control, Airports, 
Incorporation by reference, Navigation 
(Air). 

Issued in Washington, DC, on September 4, 
2020. 
Wade Terrell, 
Aviation Safety Manager, Flight Procedures 
& Airspace Group Flight Technologies and 
Procedures Division. 

Adoption of the Amendment 
Accordingly, pursuant to the 

authority delegated to me, Title 14, 
Code of Federal regulations, Part 97, (14 
CFR part 97), is amended by amending 
Standard Instrument Approach 
Procedures and Takeoff Minimums and 
ODPs, effective at 0901 UTC on the 
dates specified, as follows: 

PART 97—STANDARD INSTRUMENT 
APPROACH PROCEDURES 

■ 1. The authority citation for part 97 
continues to read as follows: 

Authority: 49 U.S.C. 106(f), 106(g), 40103, 
40106, 40113,40114, 40120, 44502, 44514, 
44701, 44719, 44721–44722. 

■ 2. Part 97 is amended to read as 
follows: 

By amending: § 97.23 VOR, VOR/ 
DME, VOR or TACAN, and VOR/DME 
or TACAN; § 97.25 LOC, LOC/DME, 
LDA, LDA/DME, SDF, SDF/DME; 
§ 97.27 NDB, NDB/DME; § 97.29 ILS, 
ILS/DME, MLS, MLS/DME, MLS/RNAV; 
§ 97.31 RADAR SIAPs; § 97.33 RNAV 
SIAPs; and § 97.35 COPTER SIAPs, 
Identified as follows: 

* * * Effective Upon Publication 

AIRAC date State City Airport FDC No. FDC date Subject 

8–Oct–20 ...... GA Montezuma ............. Dr C P Savage Sr. .................. 0/4486 8/21/20 RNAV (GPS) RWY 36, Orig-C. 
8–Oct–20 ...... CA Red Bluff ................. Red Bluff Muni ........................ 0/5587 8/27/20 RNAV (GPS) RWY 15, Amdt 1A. 
8–Oct–20 ...... NH Laconia ................... Laconia Muni ........................... 0/7046 8/25/20 ILS OR LOC RWY 8, Amdt 1B. 
8–Oct–20 ...... NH Laconia ................... Laconia Muni ........................... 0/7047 8/25/20 RNAV (GPS) RWY 8, Orig-A. 
8–Oct–20 ...... NH Laconia ................... Laconia Muni ........................... 0/7049 8/25/20 RNAV (GPS) RWY 26, Orig-B. 

[FR Doc. 2020–20628 Filed 9–17–20; 8:45 am] 

BILLING CODE 4910–13–P 

CONSUMER PRODUCT SAFETY 
COMMISSION 

16 CFR Part 1450 

[Docket No. CPSC–2019–0012] 

Virginia Graeme Baker Pool and Spa 
Safety Act Drain Cover Standard 

AGENCY: Consumer Product Safety 
Commission. 
ACTION: Final rule; delay of effective 
date. 

SUMMARY: On May 24, 2019, the 
Consumer Product Safety Commission 
(Commission, or CPSC) issued a direct 
final rule incorporating sections of 
APSP–16 2017 as the successor drain 
cover standard under the Virginia 
Graeme Baker Pool and Spa Safety Act 
(VGBA, or Act). We are publishing this 
final rule to delay the effective date of 
the CPSC’s mandatory standard for 
drain covers, due to the COVID–19 
pandemic. 
DATES: The effective date for the direct 
final rule published on May 24, 2019, at 
84 FR 24021, is delayed from November 
24, 2020, until May 24, 2021. 
FOR FURTHER INFORMATION CONTACT: 
Mark Eilbert, Mechanical Engineer, 
Directorate for Laboratory Sciences, 
Consumer Product Safety Commission, 

5 Research Place, Rockville, MD 20850; 
telephone: 301–987–2232; email: 
meilbert@cpsc.gov. 
SUPPLEMENTARY INFORMATION: 

A. Background 
The VGBA, 15 U.S.C. 8001 et seq., 

took effect on December 19, 2008. The 
VGBA’s purpose is to prevent drain 
entrapment and child drowning in 
swimming pools and spas. In part, the 
Act requires that drain covers must 
comply with entrapment protection 
requirements specified by the joint 
standard from the American Society of 
Material Engineers (ASME) and the 
American National Standards Institute 
(ANSI), ASME/ANSI A112.19.8 
performance standard, or any successor 
standard. The VGBA also states that 
public pools must be equipped with 
drain covers that meet the requirements 
of the ASME/ANSI standard or any 
successor standard. Under the VGBA, if 
ASME or another organization proposes 
a successor standard, the Commission 
will incorporate the revised standard if 
the Commission determines that it is in 
the public interest. 

On February 17, 2011, the Association 
of Pool and Spa Professionals (APSP) 
approved the ANSI/APSP/IAPMO–16 
2011 standard, Suction Fittings for Use 
in Swimming Pools, Wading Pools, 
Spas, and Hot Tubs, to succeed ASME/ 
ANSI A112.19.8–2007. ASME then 
withdrew ASME/ANSI A112.19.8 2007. 
On August 5, 2011, the Commission 

incorporated APSP–16 2011 into 16 CFR 
part 1450 as the successor drain cover 
standard, with an effective date of 
September 6, 2011. 76 FR 47436 (Aug. 
5, 2011). 

On August 18, 2017, APSP published 
APSP–16 2017. On May 24, 2019, the 
Commission published a direct final 
rule in the Federal Register, 
incorporating portions of APSP–16 2017 
into its mandatory drain cover standard, 
16 CFR part 1450, with an effective date 
of November 24, 2020 (84 FR 24021). 

On March 24, 2020, the Pool & Hot 
Tub Alliance (PHTA) 1 requested a 
minimum 6-month extension of the 
effective date for APSP–16 2017, due to 
the COVID–19 health crisis, which, 
PHTA indicated, had led to closures of 
third party testing laboratories. On May 
28, 2020, PHTA updated its request to 
a 60-day extension, noting that although 
laboratories remained open, COVID–19 
disruptions to testing and SOFA 
manufacturing remain. 

B. APSP–16 2017 
APSP–16 2017 establishes materials, 

testing, use, installation, and marking 
requirements for new or replacement 
bather-accessible suction outlet fitting 
assemblies (SOFAs), other than 
maintenance drains, which are designed 
to be fully submerged in any pool. CPSC 

VerDate Sep<11>2014 16:05 Sep 17, 2020 Jkt 250001 PO 00000 Frm 00013 Fmt 4700 Sfmt 4700 E:\FR\FM\18SER1.SGM 18SER1jb
el

l o
n 

D
S

K
JL

S
W

7X
2P

R
O

D
 w

ith
 R

U
LE

S

mailto:meilbert@cpsc.gov


58264 Federal Register / Vol. 85, No. 182 / Friday, September 18, 2020 / Rules and Regulations 

2 2014–2018 Reported Circulation/Suction 
Entrapment Incidents Associated with Pools, Spas, 
and Whirlpool Bathtubs, 2019 Report. 

3 The typical service life for all SOFAs is 7 years, 
representing a 14 percent turnover of SOFAs each 
year. 

4 In 2014–2015, there were 243,499 existing and 
2,432 new commercial pools (1% new). Source: 
APSP, P.K. Data, Inc.: U.S. Swimming Pool and Hot 
Tub Market 2015. 

5 5 U.S.C. 553(b)(3)(B). 
6 5 U.S.C. 553(b)(3)(B); 553(d)(3). 

incorporated changes from the 2011 to 
the 2017 version of the standard into its 
mandatory drain cover standard, 16 CFR 
part 1450. The changes include: A 
change in the hair test approach time; 
changes that require assessment and 
hair testing at all suction outlet pipes; 
the addition of an ‘‘unblockable drain’’ 
definition; and labeling requirements. 

1. Hair Entrapment Testing 
APSP–16 2017 reduced the test time 

for hair to approach the suction outlet 
cover in the hair entrapment testing. 
The cumulative reduction in test time 
decreases the test burden in two 
separate iterative hair test procedures, 
without affecting test results. In another 
change, APSP–16 2017 expands the 
scope of the hair tests to include 
locations at all outlet pipes within 
SOFAs that can be reached by the test 
hair. This change ensures that any outlet 
in a SOFA, within reach of the 16-inch 
test hair, will be tested. Multiple outlet 
SOFAs are typically installed in larger 
pools. For affected SOFAs, the change 
will tend to lower water flow ratings 
because the lowest flow among all the 
outlets tested becomes the flow rating. 

2. New ‘‘Unblockable SOFA’’ Definition 
in APSP–16 2017 

The definition section of APSP–16 
2017 includes a definition of 
‘‘Unblockable SOFA’’: 

A suction outlet fitting assembly that, 
when installed according to the 
manufacturer’s instructions, cannot be 
shadowed by an 18 in. x 23 in. (457 mm x 
584 mm) Body Blocking Element, and has a 
rated flow through the remaining open area 
beyond the shadowed portion that cannot 
create a suction force in excess of the force 
calculated in Equation 2. 

The Commission incorporated this 
definition into its mandatory drain 
cover standard. 

3. New Labelling Requirements in 
APSP–16 2017 

Section 8.4 of APSP–16 2017 contains 
requirements for the labelling of a 
SOFA, requiring identifying 
information, such as the manufacturer 
name and cover/grate part number, and 
date of the installation of the cover/ 
grate. Section 8.5.1 contains labeling 
requirements for Registered Design 
Professional (RDP) SOFAs. Section 9.3 
adds provisions regarding a General 
Certificate of Conformity (GCC) that are 
consistent with the Consumer Product 
Safety Act and VGBA. These 
requirements identify the product, the 
manufacturer, and the test lab that 
performed the analysis, as well as state 
the standard to which the product was 
tested, and when and where it was 

tested. Because the presence of this 
information makes it easy to identify 
relevant safety information about the 
product, the Commission found these 
requirements to be in the public 
interest, and thus, incorporated them 
into its mandatory drain cover standard. 

C. Impacts of Delaying the Effective 
Date of the Rule 

PHTA requested that the Commission 
extend the effective date of the 
mandatory drain cover standard. This 
may delay the implementation of the 
changes that were made to APSP–16 
2017 and incorporated into the 
mandatory drain cover standard. The 
multiple outlet testing has some direct 
benefit to public safety due to modestly 
lowered water flow ratings for those 
multiple outlet SOFA types. The other 
changes—hair entrapment test times, 
the new definitions and labelling—are 
in the public interest and may indirectly 
benefit public safety. However, the 
Commission does not believe extending 
the effective date would have a 
significant negative impact on safety. 
The Commission believes that up to a 6- 
month extension of the effective date is 
not expected to adversely affect public 
safety because: 

(1) Multiple outlet SOFAs are 
typically installed in large public pools, 
predominately located outdoors and 
open in the warmest months, and are 
less likely to be installed in public spas 
open during other seasons. Outdoor 
pools are likely to continue to transition 
towards full capacity for summer 2020, 
at a pace dependent upon developments 
with the COVID–19 crisis. Less 
exposure overall to outdoor pools will 
lessen the public’s exposure to affected 
SOFA installations, which are those in 
new construction or replacements. 
Accordingly, the Commission does not 
expect a delay in the availability of 
SOFAs complying with APSP–16 2017 
to adversely impact public safety; 

(2) According to the 2019 CPSC 
entrapment report,2 there have been six 
injuries (and no deaths) due to hair 
entrapment in the years 2014 to 2018. 
The report includes incidents with all 
types of SOFAs in both public and 
residential pools. CPSC staff estimates 
that each year, all new SOFAs installed 
as replacements,3 or in new 
installations,4 together represent no 

more than 15 percent of all SOFAs in 
public pools. Multiple outlet SOFAs 
that are affected by the new multiple 
outlet testing requirements represent a 
fraction of this total; although CPSC 
staff does not have an estimate of the 
size of the affected multiple outlet 
market. Because few injuries and no 
deaths are reported over 5 years of data, 
a delay due to an extension is not 
expected to adversely impact any 
benefit that improved multiple outlet 
testing may have on public safety; 

(3) An extension of the effective date 
prior to Memorial Day 2021 will require 
firms to comply before the seasonal 
opening of most outdoor public pools in 
the United States. 

D. The APA and Good Cause Finding 
The Commission is issuing this final 

rule without an additional opportunity 
for public comment. Under section 
553(b)(3)(B) of the Administrative 
Procedure Act (APA), general notice and 
the opportunity for public comment are 
not required for a rulemaking when an 
‘‘agency for good cause finds (and 
incorporates the finding and a brief 
statement of reasons therefor in the 
rules issued) that notice and public 
procedure thereon are impracticable, 
unnecessary, or contrary to the public 
interest.’’ 5 

The COVID–19 pandemic has 
disrupted economic activity in the 
United States. Executive Order 13294 
urges federal agencies to take actions to 
reduce regulatory burdens that arise as 
a result of the pandemic ‘‘consistent 
with applicable law and with protection 
of the public health and safety.’’ Due to 
the COVID–19 pandemic, manufacturers 
may face difficulties in their ability to 
comply with the new requirements of 
the mandatory drain cover standard by 
the November 24, 2020, effective date 
set in the DFR. Therefore, the 
Commission is delaying the effective 
date of the drain cover standard until 
May 24, 2021. Delaying the effective 
date will not have an adverse impact on 
public health and safety; and as 
encouraged by E.O. 13924, the delayed 
effective date will help provide relief 
from disruptions exacerbated by the 
pandemic. Because of the relatively 
short time frame until the original 
November 24, 2020 effective date is 
scheduled to go into effect, and for the 
reasons discussed above, the 
Commission finds that there is good 
cause consistent with the public interest 
to issue the rule without advance notice 
and comment.6 As a result of this rule, 
the DFR published by the Commission 

VerDate Sep<11>2014 16:05 Sep 17, 2020 Jkt 250001 PO 00000 Frm 00014 Fmt 4700 Sfmt 4700 E:\FR\FM\18SER1.SGM 18SER1jb
el

l o
n 

D
S

K
JL

S
W

7X
2P

R
O

D
 w

ith
 R

U
LE

S



58265 Federal Register / Vol. 85, No. 182 / Friday, September 18, 2020 / Rules and Regulations 

7 5 U.S.C. 553(d). 

8 U.S. Small Business Administration (2016). 
Table of Small Business Size Standards Matched to 
North American Industry Classification System 
Codes. Retrieved from: http://www.sba.gov/sites/ 
default/files/files/Size_Standards_Table.pdf. 

9 The Association of Pool and Spa Professionals 
(APSP)(2015). U.S. swimming pool and hot tub 
market 2014. 

on May 24, 2019, which incorporated 
sections of APSP–16 2017 into the 
Commission’s mandatory drain cover 
standard, will not be reflected in the 
Code of Federal Regulations until May 
24, 2021. 

The APA generally requires a 30-day 
delayed effective date for final rules, 
except for: (1) Substantive rules which 
grant or recognize an exemption or 
relieve a restriction; (2) interpretative 
rules and statements of policy; or (3) as 
otherwise provided by the agency for 
good cause.7 The Commission believes 
that the public interest is best served by 
having this final rule become effective 
immediately upon publication in the 
Federal Register, instead of the usual 
30-day delayed effective date normally 
required by the APA. Therefore, the 
Commission finds that there is good 
cause to delay the effective date of the 
previously approved change to 16 CFR 
part 1450 of the Commission’s standard, 
for the reasons noted above. 

E. Regulatory Flexibility Act 
The Regulatory Flexibility Act (RFA) 

generally requires that agencies review 
proposed and final rules for their 
potential economic impact on small 
entities, including small businesses, and 
prepare regulatory flexibility analyses. 5 
U.S.C. 603 and 604. The RFA applies to 
any rule that is subject to notice and 
comment procedures under section 553 
of the APA. Id. As discussed, consistent 
with section 553(b)(B) of the APA, the 
Commission has determined for good 
cause that general notice and 
opportunity for public comment is 
unnecessary. Thus, the RFA’s 
requirements relating to initial and final 
regulatory flexibility analysis do not 
apply. However, the Commission has 
assessed how the COVID–19 pandemic 
may impact manufacturers of SOFA 
covers. 

1. Disruptions in Business Operations 
The COVID–19 pandemic has severely 

impacted the business operations of 
many sectors of the U.S. economy. 
Businesses have curtailed operations in 
efforts to safeguard the health of their 
employees and customers; these actions 
include restrictions imposed by state 
and local governments. PHTA reported 
that SOFA manufacturers have also 
been impacted by disruptions caused by 
the pandemic, ranging from limited to 
substantial disruptions. While test labs 
remained open, some manufacturers 
reportedly experienced longer delays in 
completing testing since March. 
Furthermore, according to PHTA, 
product changes, such as molding, 

tooling, and labeling, are often 
necessary after the results of testing are 
reported. These tasks could be affected 
by restrictions, which vary by location. 

2. Executive Order 13924 
On May 19, 2020, President Trump 

issued Executive Order (E.O.) 13924, 
‘‘Regulatory Relief to Support Economic 
Recovery.’’ 85 FR 31385. E.O. 13924 
encourages Federal agencies to address 
the economic consequences of COVID– 
19 by: Rescinding, modifying, waiving, 
or providing exemptions from 
regulations and other requirements that 
may inhibit economic recovery, 
consistent with applicable law and with 
protection of the public health and 
safety, with national and homeland 
security, and with budgetary priorities 
and operational feasibility. They should 
also give businesses, especially small 
businesses, the confidence they need to 
reopen by providing guidance on what 
the law requires; by recognizing the 
efforts of businesses to comply with 
often-complex regulations in 
complicated and swiftly changing 
circumstances; and by committing to 
fairness in administrative enforcement 
and adjudication. 

3. Manufacturers of SOFA Covers and 
Market Information 

The Commission has identified 
approximately 20 firms that currently 
manufacture products that would 
appear to be affected by the revised 
standard. Under size standards issued 
by the U.S. Small Business 
Administration, manufacturers of 
SOFAs with fewer than 750 employees 
(including their subsidiaries and 
affiliates) are considered to be small 
businesses.8 On this basis, nearly all of 
the manufacturers and importers of 
suction outlet fitting assemblies are 
believed to be small businesses. As 
noted, some manufacturers reportedly 
have had greater disruptions due to 
COVID–19 restrictions than others. We 
do not know the portion of SOFA 
manufacturers that have been more 
severely impacted. 

VGBA-compliant drain cover sales are 
comprised of covers sold with new 
pools and replacement covers for 
previously installed pools. Current sales 
of SOFAs are unknown; however, 
statistics reported by APSP provide a 
rough indication of the number of units 
sold annually. APSP reports that 58,000 
in-ground pools, 184,029 hot tubs, and 
2,432 commercial pools were sold or 

installed in 2014.9 These new 
installations likely introduced at least 
225,000 SOFAs requiring VGBA- 
compliant drain covers. The installed 
base of in-ground pools, hot tubs, and 
commercial pools totaled more than 11 
million in 2014, according to statistics 
reported by APSP. Manufacturers of 
plastic drain covers typically 
recommend that they be replaced in 5 
to 7 years (and this is stated on the 
covers). If such recommendations are 
followed, the market for replacement 
VGBA-compliant covers could exceed 
1.5 million units annually. 

4. Six-Month Delay in Effective Date 

As discussed in Section C and D of 
this preamble, the Commission believes 
that an extension of the effective date, 
up to 6 months, will not have a 
significant adverse effect on public 
safety. Therefore, the Commission is 
providing relief to SOFA manufacturers 
as a result of the COVID–19 crisis, by 
extending the effective date of the drain 
cover standard. The Commission has 
considered the two separate requests 
submitted by PHTA. The 60-day 
extension is the minimum request made 
by PHTA, based on their most current 
estimates of potential impact on the 
pool and spa SOFA manufacturers. The 
6-month extension is the maximum 
request made by PHTA, based on their 
early, although erroneous, 
understanding of test laboratory 
closures. 

Due to the uncertainties surrounding 
the COVID–19 pandemic, and the likely 
minimal impact that an extension of the 
effective date might have on public 
safety, and the direction in E.O. 13294 
to address the economic consequences 
of COVID–19, the Commission is 
delaying the effective date of the 
mandatory drain cover standard in 16 
CFR part 1450 by 6 months, to May 24, 
2021. 

F. Paperwork Reduction Act 

The drain cover standard does not 
impose any information collection 
requirements. Accordingly, this rule is 
not subject to the Paperwork Reduction 
Act, 44 U.S.C. 3501–3520. 

G. Environmental Considerations 

The Commission’s regulations 
provide a categorical exclusion for the 
Commission’s rules from any 
requirement to prepare an 
environmental assessment or an 
environmental impact statement where 
they ‘‘have little or no potential for 
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affecting the human environment.’’ 16 
CFR 1021.5(c)(2). This rule falls within 
the categorical exclusion, so no 
environmental assessment or 
environmental impact statement is 
required. 

H. Preemption 

Section 26(a) of the CPSA, 15 U.S.C. 
2075(a), provides that where a consumer 
product safety standard is in effect and 
applies to a product, no state or political 
subdivision of a state may either 
establish or continue in effect a 
requirement dealing with the same risk 
of injury unless the state requirement is 
identical to the Federal standard. 
Section 26(c) of the CPSA also provides 
that states or political subdivisions of 
states may apply to the CPSC for an 
exemption from this preemption under 
certain circumstances. Section 1404(a) 
of the VGBA specifies that a rule issued 
under section 1404(b) of the VGBA shall 
be treated as a consumer product safety 
standard under the CPSA, thus, 
implying that the preemptive effect of 
section 26(a) of the CPSA would apply. 
Therefore, the rule will invoke the 
preemptive effect of section 26(a) of the 
CPSA when it becomes effective. 

I. The Congressional Review Act 

The Congressional Review Act (CRA; 
5 U.S.C. 801–808) states that, before a 
rule may take effect, the agency issuing 
the rule must submit the rule, and 
certain related information, to each 
House of Congress and the Comptroller 
General. 5 U.S.C. 801(a)(1). The 
submission must indicate whether the 
rule is a ‘‘major rule.’’ The CRA states 
that the Office of Information and 
Regulatory Affairs (OIRA) determines 
whether a rule qualifies as a ‘‘major 
rule.’’ Pursuant to the CRA, this rule 
does not qualify as a ‘‘major rule,’’ as 
defined in 5 U.S.C. 804(2). To comply 
with the CRA, the Office of the General 
Counsel will submit the required 
information to each House of Congress 
and the Comptroller General. 

Alberta E. Mills, 
Secretary, U.S. Consumer Product Safety 
Commission. 
[FR Doc. 2020–18496 Filed 9–17–20; 8:45 am] 

BILLING CODE 6355–01–P 

DEPARTMENT OF THE TREASURY 

Internal Revenue Service 

26 CFR Part 1 

[TD 9915] 

RIN 1545–BP56 

Rehabilitation Credit Allocated Over a 
5-Year Period 

AGENCY: Internal Revenue Service (IRS), 
Treasury. 
ACTION: Final regulations. 

SUMMARY: This document contains final 
regulations concerning the 
rehabilitation credit, including rules to 
coordinate the new 5-year period over 
which the credit may be claimed with 
other special rules for investment credit 
property. These final regulations affect 
taxpayers that claim the rehabilitation 
credit. 
DATES: Effective Date: These regulations 
are effective on September 18, 2020. 

Applicability Date: For date of 
applicability, see § 1.47–7(f). 
FOR FURTHER INFORMATION CONTACT: 
Barbara J. Campbell, (202) 317–4137. 
SUPPLEMENTARY INFORMATION: 

Background 
This document amends the Income 

Tax Regulations (26 CFR part 1) to 
finalize rules under section 47 of the 
Internal Revenue Code (Code). On May 
22, 2020, the Department of the 
Treasury (Treasury Department) and the 
IRS published a notice of proposed 
rulemaking (REG–124327–19) in the 
Federal Register (85 FR 31096) 
(proposed regulations). The proposed 
regulations were necessary to address 
the amendments to section 47 by section 
13402 of Public Law 115–97, 131 Stat. 
2054 (2017), commonly referred to as 
the Tax Cuts and Jobs Act (TCJA). The 
proposed regulations provide that the 
rehabilitation credit is properly 
determined in the year the qualified 
rehabilitated building (QRB) is placed in 
service but allocated ratably over the 5- 
year period beginning in such year as 
required by the TCJA, rather than being 
allocated entirely to the taxable year the 
QRB is placed in service as under 
section 47 prior to the TCJA. The 
proposed regulations add § 1.47–7(a) 
through (f) and include: A general rule 
for calculating the rehabilitation credit; 
definitions of ratable share and 
rehabilitation credit determined; and a 
rule coordinating the changes to section 
47 with the special rules in section 50. 
The proposed regulations also contain 
examples, including examples 
illustrating the interaction of section 47 

with rules in section 50(a) (recapture in 
case of dispositions, etc.), section 50(c) 
(basis adjustment to investment credit 
property), and section 50(d)(5) (relating 
to certain leased property when the 
lessee is treated as owner and subject to 
an income inclusion requirement). The 
preamble to the proposed regulations 
contains a detailed explanation 
regarding the amendment of section 47 
by the TCJA and the addition of § 1.47– 
7(a) through (f). 

The Treasury Department and the IRS 
received three written comments on the 
proposed regulations. No requests for a 
public hearing were made, and no 
public hearing was held. After 
consideration of the comments, this 
Treasury decision adopts the proposed 
regulations without modification. 

Summary of Comments 
The three comments submitted in 

response to the proposed regulations are 
available at www.regulations.gov or 
upon request. 

Two of the comments were supportive 
of the proposed regulations and did not 
provide any suggested revisions or 
additions. This summary of comments 
does not further address those 
comments. 

The other comment did not disagree 
with or suggest revision to any of the 
rules in the proposed regulations. The 
comment raised issues that the 
commenter believes the proposed 
regulations did not address. These 
include the potential impact of the new 
5-year period on a partner’s capital 
account under § 1.704–1 (partner’s 
distributive share) when a partnership 
directly owns the property, whether and 
how the partnership allocates the 
rehabilitation credit to partners, 
potential reporting obligations by a 
partnership on Schedule K–1 (Form 
1065), the treatment of the remaining 
ratable share when a partner sells a 
partnership interest within the 5-year 
credit period, and the interaction of 
§ 1.704–1 with § 1.50–1 (lessee’s income 
inclusion following election of lessor of 
investment credit property to treat 
lessee as acquirer). 

With respect to the potential impact 
of the new 5-year period on a partner’s 
capital account under § 1.704–1 when 
the partnership directly owns the QRB, 
the comment concluded that for 
partners ‘‘there would be a capital 
account effect that would not take into 
account the 5-year allocation of the 
credit.’’ Partnership capital accounting 
rules are addressed in the regulations to 
section 704, and therefore are not 
included in these final regulations. 
However, for clarification, the Treasury 
Department and the IRS agree that there 
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would be a capital account adjustment 
that would not take into account the 5- 
year credit period. In other words, the 
full amount of the capital account 
adjustment under § 1.704–1 is reflected 
in a partner’s capital account in the year 
the rehabilitation credit is determined. 

With respect to whether and how the 
partnership allocates the rehabilitation 
credit to partners, the comment 
specifically asked ‘‘whether the partners 
are allocated 20 percent of the credit 
each year although all of the credit basis 
is reduced in the first year when the 
property is placed in service or whether, 
after the first year, the remaining four 
years over which the credit is spread is 
taken into account and applied solely at 
the partner level over those remaining 
years, consistent with the section 1.50– 
1 regulations.’’ Partnership allocation 
rules of general business credits are 
specifically addressed in the regulations 
to section 704, and therefore are not 
included in these final regulations. 
However, for clarification, the 
rehabilitation credit is not allocated by 
the partnership, but is calculated at the 
partner level and claimed by the partner 
ratably over the 5-year credit period. As 
under section 47 prior to the TCJA, the 
partnership allocates qualified 
rehabilitation expenditures (QREs) to its 
partners. Under section 47(b), QREs 
with respect to any QRB are taken into 
account for the taxable year in which 
the QRB is placed in service. 

By way of further explanation, the 
calculation of the rehabilitation credit at 
the partner level is made as part of 
calculating the investment credit under 
section 46, which is listed as a current 
year general business credit under 
section 38. Section 1.704–1(b)(4)(ii), 
which requires allocations with respect 
to the investment tax credit provided by 
section 38 to be made in accordance 
with the partners’ interests in the 
partnership, provides that allocations of 
cost or qualified investment (as opposed 
to the investment credit itself, which is 
not determined at the partnership level) 
that are made in accordance with 
§ 1.46–3(f) shall be deemed to be made 
in accordance with the partners’ 
interests in the partnership. For 
purposes of the investment credit, part 
of those allocations to partners would 
include QREs to calculate the 
rehabilitation credit. Partners then 
compute the investment credit at the 
partner level based on partner level 
limitations. See also TD 9872 (84 FR 
34775) and TD 9776 (81 FR 47701) 
(these Treasury decisions relate to 
§ 1.50–1 and both preambles contain 
relevant descriptions of how the 
rehabilitation credit is calculated in the 
context of passthrough entities, 

including that the calculation is done at 
the partner level in the case of 
partnerships and the S corporation 
shareholder level in the case of 
subchapter S corporations). 

Lastly, addressing issues related to 
potential reporting obligations by a 
partnership on Schedule K–1, the sale of 
a partnership interest within the 5-year 
credit period, and the interaction of 
§ 1.704–1 with § 1.50–1 (including 
amending § 1.704–1 as recommended in 
the comment) is beyond the scope of the 
final regulations. 

Applicability Date 

These final regulations apply to 
taxable years beginning on or after 
September 18, 2020. However, taxpayers 
may choose to apply these final 
regulations for QREs paid or incurred 
after December 31, 2017, in taxable 
years beginning before September 18, 
2020, provided the taxpayers apply the 
final regulations in their entirety and in 
a consistent manner. See section 
7805(b)(7). 

Special Analyses 

This regulation is not subject to 
review under section 6(b) of Executive 
Order 12866 pursuant to the 
Memorandum of Agreement (April 11, 
2018) between the Treasury Department 
and the Office of Management and 
Budget regarding review of tax 
regulations. 

In accordance with the Regulatory 
Flexibility Act (5 U.S.C. chapter 6), it is 
hereby certified that these final 
regulations will not have a significant 
economic impact on a substantial 
number of small entities. Although the 
rules may affect small entities, data are 
not readily available about the number 
of taxpayers affected. The economic 
impact of these regulations is not likely 
to be significant, however, because these 
final regulations substantially 
incorporate statutory changes made to 
section 47 by the TCJA that have been 
effective for QREs paid or incurred after 
December 31, 2017. The final 
regulations will assist taxpayers in 
understanding the changes to section 47 
and make it easier for taxpayers to 
comply with those changes and section 
50, which was not changed by the TCJA. 

Pursuant to section 7805(f) of the 
Internal Revenue Code, these 
regulations were submitted to the Chief 
Counsel for Advocacy of the Small 
Business Administration for comment 
on their impact on small business. No 
comments were received from the Small 
Business Administration. 

Drafting Information 

The principal author of these final 
regulations is Barbara J. Campbell, 
Office of the Associate Chief Counsel 
(Passthroughs and Special Industries), 
IRS. However, other personnel from the 
Treasury Department and the IRS 
participated in their development. 

List of Subjects in 26 CFR Part 1 

Income taxes, Reporting and 
recordkeeping requirements. 

Amendments to the Regulations 

Accordingly, 26 CFR part 1 is 
amended as follows: 

PART 1—INCOME TAXES 

■ Paragraph 1. The authority citation 
for part 1 continues to read in part as 
follows: 

Authority: 26 U.S.C. 7805 * * * 

■ Par. 2. Section 1.47–7 is added to read 
as follows: 

§ 1.47–7 Rehabilitation credit allocated 
over a 5-year period. 

(a) In general. For purposes of section 
46, for any taxable year during the 5- 
year period beginning in the taxable 
year in which a qualified rehabilitated 
building, as defined in section 47(c)(1) 
and § 1.48–12(b), is placed in service, 
the rehabilitation credit for the taxable 
year is an amount equal to the ratable 
share for the taxable year, provided the 
requirements of section 47 are satisfied. 
Except as provided by section 
13402(c)(2) of Public Law 115–97, 131 
Stat. 2054 (2017), this section applies 
with respect to qualified rehabilitation 
expenditures, as defined in section 
47(c)(2) and § 1.48–12(c), paid or 
incurred after December 31, 2017. 

(b) Ratable share. For purposes of 
paragraph (a) of this section, the term 
ratable share means, for any taxable 
year during the 5-year period described 
in such paragraph, the amount equal to 
20 percent of the rehabilitation credit 
determined with respect to the qualified 
rehabilitated building, allocated ratably 
to each year during such period. 

(c) Rehabilitation credit determined. 
The term rehabilitation credit 
determined means the amount equal to 
20 percent of the qualified rehabilitation 
expenditures, as defined in section 
47(c)(2) and § 1.48–12(c), taken into 
account under section 47(b)(1) for the 
taxable year in which the qualified 
rehabilitated building is placed in 
service. However, if the taxpayer claims 
the additional first year depreciation for 
the qualified rehabilitation expenditures 
pursuant to § 1.168(k)–2(g)(9), the term 
rehabilitation credit determined means 
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the amount equal to 20 percent of the 
remaining rehabilitated basis, as defined 
in § 1.168(k)–2(g)(9)(i)(B), of the 
qualified rehabilitated building for the 
taxable year in which such building is 
placed in service. 

(d) Coordination with section 50. For 
purposes of section 50 and § 1.50–1, the 
amount of the rehabilitation credit 
determined is the amount defined in 
paragraph (c) of this section. 

(e) Examples. The provisions of 
paragraphs (a) through (d) of this section 
are illustrated by the following 
examples. Assume that the additional 
first year depreciation deduction 
provided by section 168(k) is not 
allowed or allowable for the qualified 
rehabilitation expenditures. 

(1) Example 1: Rehabilitation Credit 
Determined and Ratable Share. Between 
February 1, 2021 and October 1, 2021, 
X, a calendar year C corporation, 
incurred qualified rehabilitation 
expenditures of $200,000 with respect 
to a qualified rehabilitated building. X 
placed the building in service on 
October 15, 2021. X’s rehabilitation 
credit determined in 2021 under 
paragraph (c) of this section is $40,000 
($200,000 × 0.20). For purposes of 
section 46, for each taxable year during 
the 5-year period beginning in 2021, the 
ratable share allocated under paragraph 
(b) of this section for the year is $8,000 
($40,000 × 0.20). 

(2) Example 2: Coordination with 
section 50(c). The facts are the same as 
in paragraph (e)(1) of this section 
(Example 1). For purposes of 
determining the amount of X’s basis 
adjustment in 2021 under section 50(c), 
the amount of the rehabilitation credit 
determined under paragraph (c) of this 
section is $40,000. 

(3) Example 3: Coordination with 
section 50(a). The facts are the same as 
in paragraph (e)(1) of this section 
(Example 1). In 2021 and 2022, X 
claimed the full amount of the ratable 
share allowed under section 46, or 
$8,000 per taxable year. X’s total 
allowable ratable share for 2023 through 
2025 is $24,000 ($8,000 allowable per 
taxable year). On November 1, 2023, X 
disposes of the qualified rehabilitated 
building. Under section 50(a)(1)(B)(iii), 
because the period of time between 
when the qualified rehabilitated 
building was placed in service is more 
than two, but less than 3 full years, the 
applicable recapture percentage is 60%. 
Based on these facts, X has an increase 
in tax of $9,600 under section 50(a) 
($16,000 of credit claimed in 2021 and 
2022 × 0.60) and has $3,200 of credits 
remaining in each of 2023 through 2025, 
after forgoing $4,800 in credits in each 

of the years 2023 through 2025 ($8,000 
× 0.60). 

(4) Example 4: Coordination with 
section 50(d)(5) and § 1.50–1; C 
corporation lessee. X, a calendar year C 
corporation, leases nonresidential real 
property from Y. The property is a 
qualified rehabilitated building that is 
placed in service on October 15, 2021. 
Under paragraph (c) of this section, the 
amount of the rehabilitation credit 
determined is $100,000. Y elects under 
§ 1.48–4 to treat X as having acquired 
the property. The shortest recovery 
period that could be available to the 
property under section 168 is 39 years. 
Because Y has elected to treat X as 
having acquired the property, Y does 
not reduce its basis in the property 
under section 50(c). Instead, pursuant to 
section 50(d)(5) and § 1.50–1, X, the 
lessee of the property, must include 
ratably in gross income over 39 years an 
amount equal to the rehabilitation credit 
determined with respect to such 
property. 

(5) Example 5: Coordination with 
section 50(d)(5) and § 1.50–1; 
partnership lessee. A and B, calendar 
year taxpayers, form a partnership, the 
AB partnership, that leases 
nonresidential real property from Y. The 
property is a qualified rehabilitated 
building that is placed in service on 
October 15, 2021. Under paragraph (c) 
of this section, the amount of the 
rehabilitation credit determined is 
$200,000. Y elects under § 1.48–4 to 
treat the AB partnership as having 
acquired the property. The shortest 
recovery period that could be available 
to the property under section 168 is 39 
years. Because Y has elected to treat the 
AB partnership as having acquired the 
property, Y does not reduce its basis in 
the building under section 50(c). 
Instead, A and B, the ultimate credit 
claimants, as defined in § 1.50– 
1(b)(3)(ii), must include the amount of 
the rehabilitation credit determined 
under paragraph (c) of this section with 
respect to A and B ratably in gross 
income over 39 years, the shortest 
recovery period available with respect 
to such property. 

(f) Applicability date. 
This section applies to taxable years 

beginning on or after September 18, 
2020. Taxpayers may choose to apply 
this section for taxable years beginning 
before September 18, 2020, provided the 

taxpayer applies this section in its 
entirety and in a consistent manner. 

Sunita Lough, 
Deputy Commissioner for Services and 
Enforcement. 

Approved: September 4, 2020. 
David J. Kautter, 
Assistant Secretary of the Treasury (Tax 
Policy). 
[FR Doc. 2020–20671 Filed 9–16–20; 4:15 pm] 

BILLING CODE 4830–01–P 

DEPARTMENT OF HOMELAND 
SECURITY 

Coast Guard 

33 CFR Parts 1, 2, 3, 5, 6, 8, 13, 17, 23, 
25, 26, 27, 40, 45, 50, 51, 52, 55, 62, 64, 
66, 67, 70, 72, 74, 76, 80, 82, 83, 100, 
101, 103, 104, 105, 106, 107, 109, 114, 
115, 117, 118, 125, 126, 127, 143, 145, 
146, 148, 149, 150, 151, 153, 154, 155, 
156, 160, 161, 162, 164, 165, 166, 167, 
169, and 177 

46 CFR Parts 1, 2, 4, 7, 8, 16, 28, 30, 
35, 39, and 68 

[Docket No. USCG–2020–0304] 

Navigation and Navigable Waters, and 
Shipping; Technical, Organizational, 
and Conforming Amendments 

AGENCY: Coast Guard, DHS. 
ACTION: Final rule. 

SUMMARY: This final rule makes non- 
substantive technical, organizational, 
and conforming amendments to existing 
Coast Guard regulations. In addition, 
this technical amendment updates the 
statutory authority citations for many 
Coast Guard regulations since the Frank 
LoBiondo Coast Guard Authorization 
Act of 2018 redesignated existing 
United States Code provisions into new 
titles and sections. This rule will have 
no substantive effect on the regulated 
public. 
DATES: This final rule is effective 
September 18, 2020. 
ADDRESSES: To view documents 
mentioned in this preamble as being 
available in the docket, go to https://
www.regulations.gov, type USCG–2020– 
0304 in the ‘‘SEARCH’’ box and click 
‘‘SEARCH.’’ Click on Open Docket 
Folder on the line associated with this 
rule. 
FOR FURTHER INFORMATION CONTACT: For 
information about this document call or 
email Kate Sergent, Coast Guard; 
telephone 202–372–3860, email 
kate.e.sergent@uscg.mil. 
SUPPLEMENTARY INFORMATION: 
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1 The Authorization Act moved 33 U.S.C. 1223a, 
which governs the use of electronic charts, to 46 
U.S.C. 3105. 
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I. Abbreviations 

Authorization Act Frank LoBiondo Coast 
Guard Authorization Act of 2018 

CFR Code of Federal Regulations 
DHS Department of Homeland Security 
FR Federal Register 
OMB Office of Management and Budget 
PWSA Ports and Waterways Safety Act 
§ Section 
U.S.C. United States Code 

II. Regulatory History 
We did not publish a notice of 

proposed rulemaking for this rule. 
Under title 5 of the United States Code 
(U.S.C.), Section 553(b)(A), the Coast 
Guard finds that this final rule is 
exempt from notice and public 
comment rulemaking requirements 
because these changes involve rules of 
agency organization, procedure, or 
practice. In addition, the Coast Guard 
finds that notice and comment 
procedures are unnecessary for this final 
rule under 5 U.S.C. 553(b)(B), as this 
rule consists of only technical and 
editorial corrections and these changes 
will have no substantive effect on the 
public. Under 5 U.S.C. 553(d)(3), the 
Coast Guard finds that, for the same 
reasons, good cause exists for making 
this final rule effective upon publication 
in the Federal Register. 

III. Basis and Purpose 
This final rule, which becomes 

effective on September 18, 2020, makes 
technical and editorial corrections 
throughout titles 33 and 46 of the Code 
of Federal Regulations (CFR). These 
changes are necessary to update 
authority citations, correct errors, 
update contact information, and make 
other non-substantive amendments that 
improve the clarity of the CFR. This rule 
does not create or change any 
substantive requirements. 

This final rule is issued under the 
authority of 5 U.S.C. 552(a) and 553; 14 
U.S.C. 102 and 503; and Department of 
Homeland Security Delegation No. 
0170.1 and authorities listed at the end 
of this rule for each CFR part this rule 
amends. 

IV. Discussion of the Rule 

The Coast Guard periodically issues 
technical, organizational, and 
conforming amendments to existing 
regulations in titles 33 and 46 of the 
CFR. These technical amendments 
provide the public with accurate and 
current regulatory information, but do 
not change the effect of any Coast Guard 
regulations on the public. 

A. Authority Citation Updates 

On December 4, 2018, Congress 
enacted the Frank LoBiondo Coast 
Guard Authorization Act of 2018 
(Authorization Act), Public Law 115– 
282, 132 Stat. 4192. The Authorization 
Act redesignated multiple provisions 
within U.S.C. titles 14, 33, 46, and 50, 
without substantive change, in an effort 
to reorganize these titles. The 
Authorization Act redesignated two of 
our main regulatory authorities, without 
change, from 14 U.S.C. 2 and 633 into 
14 U.S.C. 102 and 503, respectively. 
Additionally, the Authorization Act 
redesignated the Ports and Waterways 
Safety Act (PWSA) provisions, 
previously located in 33 U.S.C. 1221 
through 1236, without substantive 
change into the new Chapter 700 of 
U.S.C. title 46, entitled ‘‘Ports and 
Waterways Safety.’’ 1 The Coast Guard 
often uses the affected statutory 
provisions as authority for issuing 
regulations related to maritime safety 
and security. This rule replaces the old 
statutory authority citations with their 
redesignated statutory authorities 
throughout titles 33 and 46 of the CFR. 

This rule updates the authority 
citations in 33 CFR parts 1, 2, 3, 5, 6, 
8, 13, 17, 23, 25, 26, 40, 45, 50, 51, 52, 
55, 62, 64, 66, 67, 70, 72, 74, 76, 80, 82, 
101, 103, 104, 105, 106, 107, 109, 114, 
115, 118, 125, 126, 127, 143, 145, 146, 
150, 153, 154, 155, 156, 160, 161, 162, 
164, 165, 166, 167, and 169. 

Additionally, within title 33 of the 
CFR, this rule updates the authority 
citations for subparts 1.01, 1.05, 1.07, 
1.08, 1.10, 1.20, and 1.26 in part 1 and 
subpart B in part 25. 

This rule updates the authority 
citations in 46 CFR parts 1, 2, 4, 7, 8, 
35, 39, and 68. 

Additionally, within title 46 of the 
CFR, this rule updates the authority 
citation for subpart 1.03. 

B. Technical Amendments to Title 33 of 
the CFR 

In § 1.01–40, this rule revises an in- 
text citation from 14 U.S.C. 47(a) to its 
new designation in 14 U.S.C. 304. 

Section 1.05–25 contains information 
on the public docket. All of the docket 
information is maintained electronically 
on www.regulations.gov and the Coast 
Guard no longer uses a Docket 
Management Facility. We are removing 
references to the Docket Management 
Facility physical location from this 
section and noting that it is an 
electronic docket. 

In the parentheses appearing after the 
regulatory text of § 1.08–1, this rule 
replaces the citation to 14 U.S.C. 633 
with its redesignated section in 14 
U.S.C. 503. 

In the note to § 1.20–1, this rule 
replaces the citations to 14 U.S.C. 632 
and 633 with their redesignated sections 
in 14 U.S.C. 505 and 503, respectively. 

In § 1.26–10, this rule replaces the 
citation to 14 U.S.C. 891 with its 
redesignated section in 14 U.S.C. 4101. 
In the note to this section, this rule 
makes the same change. 

In § 1.26–15, in paragraph (a) and in 
the note after the regulatory text, this 
rule updates the 14 U.S.C. citations from 
sections 641(b) and 654 to redesignated 
sections 901(b) and 942, respectively. 

In the note to § 2.5, this rule replaces 
an incorrect cross-reference to 46 CFR 
10.103 with the correct reference in 46 
CFR 10.107 concerning the definition of 
‘‘inland waters.’’ Title 46 CFR 10.107 
contains the relevant definition. 

In § 2.22(a)(1)(i), this rule removes the 
reference to the PWSA provisions in 33 
U.S.C. 1221–1232 and replaces the 
citation with 46 U.S.C. subtitle VII, 
titled ‘‘Ports and Waterways Safety,’’ 
which is where the PWSA provisions 
were redesignated by the Authorization 
Act. We also update in this paragraph 
the references to 50 U.S.C. 191–195 with 
their new designations in 46 U.S.C. 
70051–70054. 

In § 2.32(c), this rule updates the 
citations to 14 U.S.C. 89(a) and 86 to 
their new designations, 14 U.S.C. 522 
and 545, respectively. 

In § 3.01–5, this rule replaces the 
citation to 14 U.S.C. 633 with its 
redesignated section in 14 U.S.C. 503. 

In the definition of ‘‘Auxiliary Act’’ in 
§ 5.1, this rule updates the previous 
citations to 14 U.S.C. 821–894 to their 
newly redesignated citations in 14 
U.S.C. 3901–3913 and 4101–4104. 

VerDate Sep<11>2014 16:05 Sep 17, 2020 Jkt 250001 PO 00000 Frm 00019 Fmt 4700 Sfmt 4700 E:\FR\FM\18SER1.SGM 18SER1jb
el

l o
n 

D
S

K
JL

S
W

7X
2P

R
O

D
 w

ith
 R

U
LE

S

http://www.regulations.gov


58270 Federal Register / Vol. 85, No. 182 / Friday, September 18, 2020 / Rules and Regulations 

In § 5.17, this rule replaces the 
citation to 14 U.S.C. 823a with its 
redesignated section in 14 U.S.C. 3904. 

In § 5.18(c), this rule replaces the 
citation to 14 U.S.C. 707 with its 
redesignated section in 14 U.S.C. 3707. 

In § 5.30(b)(1) and (b)(2), this rule 
updates references to 14 U.S.C. 822 with 
its redesignated section in 14 U.S.C. 
3902. 

In § 5.40(c)(2), this rule updates the 
citations to 14 U.S.C. 638, 639, and 892 
with their redesignated sections, 14 
U.S.C. 933, 934, and 4102. 

In § 6.18–1, this rule updates the 
citation 50 U.S.C. 192 to its redesignated 
citation in 46 U.S.C. 70052. 

In § 8.1(b)(2), this rule updates 
references to 14 U.S.C. 712 with its 
redesignated section in 14 U.S.C. 3713. 

In § 13.01–1, this rule updates 
references to 14 U.S.C. 500 with its 
redesignated section in 14 U.S.C. 2744. 

In § 23.30, this rule updates references 
to 14 U.S.C. 638(b) with its redesignated 
section in 14 U.S.C. 933(b). 
Additionally, this rule changes the text 
in the restatement of the statute from 
‘‘Each Person’’ to ‘‘Every person’’ to 
conform to the actual text of 14 U.S.C. 
933(b). 

In § 25.131(a)(5) through (8), this rule 
updates references to 14 U.S.C. 642, 
646, 647, and 830 with their 
redesignated sections, 14 U.S.C. 546, 
937, 938, and 3911 respectively. 

In the parentheses appearing after the 
regulatory text of § 26.02, this rule 
replaces the 14 U.S.C. 2 citation with its 
redesignated section in 14 U.S.C. 102. 

In the Civil Penalty Adjustment Table 
in table 1 to § 27.3, this rule updates 
U.S.C. title 14 citations to their 
redesignated sections as noted herein. 
Specifically, the penalties for 
Confidentiality of Medical Quality 
Assurance Records (first offense and 
subsequent offenses), previously in 14 
U.S.C. 645(i), were redesignated without 
change into 14 U.S.C. 936(i) by the 
Authorization Act. 

In § 52.2(a), this rule updates the in- 
text citation to 14 U.S.C. 425 to its 
redesignated section in 14 U.S.C. 2507. 

In § 66.01–45, this rule updates the in- 
text citation to 14 U.S.C. 83 to its 
redesignated section in 14 U.S.C. 542. 

In § 67.40–25, this rule updates the in- 
text citation 14 U.S.C. 85 to its 
redesignated section in 14 U.S.C. 544. 

In the parenthetical after § 72.05–1(b), 
this rule updates the citation to 14 
U.S.C. 93 to its redesignated section in 
14 U.S.C. 504. 

This rule removes the text ‘‘in 
accordance with Part 25 of the title’’ 
from § 74.01–1. In 1981, the Coast Guard 
removed all claims, except for defensive 
claims, from 33 CFR part 25. Section 

74.01–1 deals with claims for damages. 
Because a claim for damages is not a 
defensive claim, referencing part 25 in 
this section is not a proper cross- 
reference. Removing this language will 
not have any effect on a claim for 
damages made under this section. 

In § 83.22(c), this rule revises a 
formatting inconsistency. After the word 
‘‘length’’ in paragraph (c), this rule 
changes the hyphen to a colon to align 
it with the other paragraphs in this 
section that end with a colon. 

In § 100.35(c), this rule removes 
reference to the Act of April 28, 1908 
because the Act was repealed by the 
Authorization Act of 2018. The section 
will continue to state that special local 
regulations must be issued under the 
authority of 46 U.S.C. 70041 authorized 
by 33 CFR 1.05–1, which contains the 
Coast Guard’s rulemaking delegations. 

In § 101.415(a), this rule updates the 
in-text citations to 33 U.S.C. 1232 and 
50 U.S.C. 192 because they were 
redesignated into 46 U.S.C. 70036 and 
70052, respectively, by the 
Authorization Act. 

In Part 105, this rule deletes 
Appendix A—Facility Vulnerability and 
Security Measures Summary (Form CG– 
6025) because the form in Appendix A 
is not current. The current version of 
form CG–6025 is available at the Coast 
Guard forms web address. In 
§§ 105.140(b),105.405(a)(18), and 
105.410(e), this rule removes references 
to the form in Appendix A and inserts 
a Coast Guard web address, http://
www.dcms.uscg.mil/forms/, where the 
updated electronic form CG–6025 can 
be found. 

In § 107.200, within the definition of 
‘‘U.S. territorial waters,’’ this rule 
updates the in-text citation to 50 U.S.C. 
195 to its redesignated section 46 U.S.C. 
70054. This amendment will have no 
substantive effect on the definition 
because the text of 50 U.S.C. 195 was 
redesignated by the Authorization Act 
into 46 U.S.C. 70054 without change. 

In § 114.05, within the definition of 
‘‘United States Coast Guard or Coast 
Guard’’, this rule updates the in-text 
citation to 14 U.S.C. 1 to its identical 
redesignated section, 14 U.S.C. 101. 

In §§ 114.25, 114.50, 115.60, and 
115.70 within the parentheses after the 
regulatory texts, this rule updates the 
citations to 14 U.S.C. 633 with its 
redesignated section in 14 U.S.C. 503. 

This rule corrects the names of the 
drawbridges in § 117.149 from 3rd 
Street and 4th Street drawbridges to 
Third Street and Fourth Street 
drawbridges. On June 28, 2019, the 
Coast Guard issued a technical 
amendment final rule that contained 
this same change (84 FR 30879). The 

amendment could not be incorporated 
into § 117.149 at the time because the 
section was suspended. Now that the 
suspension of § 117.149 has been lifted, 
the Coast Guard is using this rule to 
change the names of the drawbridges. 

In § 117.235, regarding the Conrail 
bridge, this rule adds the bridge 
operator’s name to the regulatory text. 
This amendment will help vessel 
operators determine whom to contact 
for information and requests regarding 
the Conrail bridge operation. 

In § 117.243, concerning Norfolk 
Southern Railway Bridge on the 
Nanticoke River, this rule adds the 
drawbridge operator’s name and 
updates the existing phone number in 
the regulatory text. This updated 
information is necessary for vessel 
operators to contact the Norfolk 
Southern Railway Bridge operators as 
needed. 

In § 117.569(a), this rule also adds the 
bridge operator’s name and contact 
information for the Conrail railroad 
bridge on the Pocomoke River so vessel 
operators can contact the bridge 
operator as needed. 

In the section name of § 117.785, this 
rule corrects the spelling of the Genesee 
River from the previous incorrect 
spelling of ‘‘Genessee’’ River. 

This rule corrects the name of the 
Livingston Ave. (Amtrak) Bridge in 
§ 117.791(c) from the previous incorrect 
spelling of ‘‘Livingstone’’. 

Section 117.903(a) contains the 
regulations for bridges on Darby Creek, 
including the Conrail railroad bridge. 
This rule removes the word, 
‘‘automated,’’ from the Conrail railroad 
bridge’s name to reflect the proper name 
of the bridge. 

In § 117.1087, this rule corrects the 
name of the Canadian National Bridge 
by removing ‘‘Railroad’’ from the bridge 
name in paragraph (b) and capitalizing 
‘‘Bridge’’ in its name in both paragraphs 
(b) and (c). 

In § 118.5, this rule updates the in- 
text citation to 14 U.S.C. 85 to its 
redesignated section in 14 U.S.C. 544. 

In § 126.13(b), this rule removes 
references to the PWSA (33 U.S.C. 1232) 
and inserts the citation to 46 U.S.C. 
70036, because the Authorization Act 
repealed and redesignated the relevant 
PWSA provision to 46 U.S.C. 70036. 

Similarly, in §§ 126.25 and 126.33, 
this rule removes the references to the 
repealed section 13 of the PWSA (33 
U.S.C. 1232) and inserts the 
redesignated citation in 46 U.S.C. 
70036. 

In § 127.015(c)(1), this rule adds the 
word ‘‘Policy’’ to correct the title of the 
Assistant Commandant for Prevention 
Policy (CG–5P). 
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In § 148.5, this rule adds the word 
‘‘Policy’’ to correct the title of the 
Assistant Commandant for Prevention 
Policy (CG–5P). 

This rule updates the office symbol 
for Assistant Commandant for 
Prevention Policy (CG–5P) in 
§ 148.105(i). The Coast Guard 
reorganized offices so that the relevant 
office within the previous CG–5 became 
CG–5P. 

In § 148.115(a), this rule adds the 
word ‘‘Policy’’ to correct the title of the 
Assistant Commandant for Prevention 
Policy (CG–5P). 

In § 148.207(c), this rule updates the 
Coast Guard web address that contains 
the list of deepwater port projects and 
corrects the responsible office to the 
Vessel and Facility Operating Standards 
Division (CG–OES–2). The updated web 
address is https://www.dco.uscg.mil/ 
Our-Organization/Assistant- 
Commandant-for-Prevention-Policy-CG- 
5P/Commercial-Regulations-standards- 
CG-5PS/Office-of-Operating-and- 
Environmental-Standards/vfos12/. 

In § 148.209(a), this rule updates the 
web address in the regulations for a list 
of the Federal agencies involved in the 
deep water port licensing. The updated 
web address is https://
www.dco.uscg.mil/Portals/9/DCO
%20Documents/5p/5ps/Operating
%20and%20Environmental
%20Standards/OES-2/DWP/dwp_white_
house_task_force_energy_streamlining.
pdf?ver=2017-07-26-102702-223. 

This rule updates the current web 
address listed in § 148.252(d) where the 
public can obtain a proposed subpoena 
form. The updated web address is 
https://www.uscg.mil/Resources/ 
Administrative-Law-Judges/General- 
Suspension-and-Revocation- 
Information/Subpoena-Information/. 

This rule updates the office symbol 
for the Assistant Commandant for 
Prevention Policy (CG–5P) in 
§§ 148.222(b), 149.15(a), (d) and (e). The 
Coast Guard reorganized offices so that 
the relevant office within the previous 
CG–5 became CG–5P. 

In § 151.28, this rule updates the 
office symbol designation from ‘‘(CG– 
5431)’’ to ‘‘(CG–CVC–1),’’ to reflect the 
redesignated office symbol. 

In § 151.66(b)(3), this rule corrects the 
spelling of ‘‘Discharges’’ in the title of 
table § 151.66(b)(3). 

In § 155.1015(c)(1), this rule replaces 
the citation to 14 U.S.C. 827 with its 
redesignated section, 14 U.S.C. 3908. 

In § 160.1, this rule removes 
references to the repealed PWSA (33 
U.S.C. 1221) and inserts 46 U.S.C. 
Chapter 700, ‘‘Ports and Waterways 
Safety’’ to reflect the Authorization 

Act’s redesignation of regulatory 
authority. 

In § 160.107, this rule removes the 
repealed PWSA sections, 33 U.S.C. 
1221–1232, and inserts 46 U.S.C. 
Chapter 700 as a current source of 
authority for denial of entry. 

In § 160.320, this rule removes 
reference to the repealed authority in 33 
U.S.C. 1223(b), and inserts its 
redesignated authority for the Secretary 
to control vessel movement in 46 U.S.C. 
70002. 

In §§ 161.1 and 161.6, this rule 
removes references to the repealed 
PWSA and inserts 46 U.S.C. Chapter 
700, ‘‘Ports and Waterways Safety’’ to 
reflect the redesignation of our 
regulatory authority. 

In the authorities listed in the 
parentheses below the note to § 162.80, 
this rule updates the repealed PWSA 
authority, 33 U.S.C. 1231, to its 
redesignated section, 46 U.S.C. 70034. 

In the parentheses following the 
regulatory text of §§ 164.25, 164.35, and 
164.37, this rule replaces the repealed 
PWSA authority with its redesignated 
authority in 46 U.S.C. Chapter 700. 

In the note to § 164.46(b), this rule 
replaces the repealed PWSA citation, 33 
U.S.C. 1223(b)(3), with its redesignated 
section, 46 U.S.C. 70002. 

In the parentheses following the 
regulatory text of § 164.53, this rule 
replaces the repealed PWSA authority 
citation, 33 U.S.C. 1221, with it our 
updated regulatory authority, 46 U.S.C. 
70034. 

In § 164.82(c), this rule replaces an 
outdated cross-reference to a reporting 
requirements section that no longer 
exists. This section references § 161.124 
as the source of the requirement to 
report any malfunction of vessel 
operating equipment or other restricted 
maneuverability to the Coast Guard. A 
final rule titled, ‘‘National Vessel Traffic 
Services Regulations’’ (59 FR 36316), 
issued on July 15, 1994, deleted 
§ 161.124 from the CFR and 
consolidated all of the reporting 
requirements into the new section 
§ 161.18(a). When § 164.82(c) was 
implemented by the final rule, 
‘‘Navigation Safety Equipment for 
Towing Vessels’’ (61 FR 35064), issued 
on July 3, 1996, the cross-referenced 
section, § 161.124, had already been 
deleted. The vessel malfunction and 
restricted maneuverability reporting 
requirement was moved into table 
161.18(a), Row Q, by the ‘‘National 
Vessel Traffic Services Regulations’’ 
final rule. This rule inserts table 
161.18(a), Row Q, as the correct cross- 
reference for the vessel malfunction or 
deficiency reporting requirement 
mentioned in § 164.82(c). Additionally, 

this rule removes the in-text summary of 
§ 161.124 in subparagraphs (c)(1), (2) 
and (3) because that section no longer 
exists. 

Section 165.5(a) currently states that 
an ‘‘authorized Coast Guard official’’ 
may establish a security zone, safety 
zone, or regulated navigation area. This 
rule will add in paragraph (a), a cross- 
reference to 33 CFR 1.05–1, where the 
rulemaking delegations are listed, as the 
source for determining the proper Coast 
Guard official to issue these regulations. 

In § 165.9(d), this rule replaces the 
citations 14 U.S.C. 91 and 633 with their 
redesignated sections, 14 U.S.C. 527 and 
503, respectively. 

In § 165.758(d), this rule replaces the 
authority citation to 33 U.S.C. 1231 with 
its redesignated section, 46 U.S.C. 
70034. 

This rule redesignates § 165.784 titled 
‘‘Safety Zone, Schuylkill River; 
Philadelphia, PA’’ as § 165.559, without 
change, so that it is listed within the 
correct Coast Guard district. This safety 
zone is geographically located in 
District 5, but it was inadvertently given 
a section number that placed it among 
District 7 regulations in part 165. 

In the parentheses after § 165.810, this 
rule removes the repealed PWSA 
authorities, 33 U.S.C. 1223 and 1224, 
and inserts the redesignated authority, 
46 U.S.C. Chapter 700. 

This rule changes the section number 
of a 14th Coast Guard District safety 
zone titled ‘‘Safety Zones; Hawaiian 
Islands Commercial Harbors, HI’’ from 
§ 165.14–1414 to § 165.1415 to align 
with the section numbering scheme 
within part 165. 

In §§ 166.110 and 167.15(a), this rule 
removes references to the repealed 
PWSA authorities, 33 U.S.C. 1223(c) 
and 33 U.S.C. 1223, respectively, and 
inserts the redesignated authority, 46 
U.S.C. 70003. 

In §§ 169.135(b) and (c), the Coast 
Guard is including an email address 
reporting option for the Right Whale 
Mandatory Ship Reporting System. 
Currently, email reports are permitted 
and comprise the majority of the reports 
received. This will update the contact 
information and communication vectors 
to reflect current technology. 

In § 177.03(c), this rule replaces the 
14 U.S.C. 89 citation with its 
redesignated section, 14 U.S.C. 522. 

C. Technical Amendments to Title 46 of 
the CFR 

In § 16.500(b)(1) and (b)(2), this rule 
updates the web address for submitting 
the form titled ‘‘U.S. Department of 
Transportation Drug and Alcohol 
Testing MIS Data Collection Form.’’ The 
updated web address is https:// 
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www.dco.uscg.mil/Our-Organization/ 
Assistant-Commandant-for-Prevention- 
Policy-CG-5P/Inspections-Compliance- 
CG-5PC-/Office-of-Investigations- 
Casualty-Analysis/DAPI-Program-Main- 
Page/. 

In § 28.50, this rule replaces the 14 
U.S.C. 89 citation with its redesignated 
section, 14 U.S.C. 522. 

In § 28.275(a)(2), this rule removes 
‘‘46 CFR’’ preceding the cross-reference 
citation and replaces it with a section 
symbol in order to align with the 
formatting of all other cross-references 
in this section. 

In § 30.30–1(c), this rule replaces the 
repealed PWSA authority, 33 U.S.C. 
1228(a)(5), with its redesignated 
authority in 46 U.S.C. 70021(a)(5). 

In § 39.1005(a), this rule updates the 
Coast Guard’s mailing address for the 
Office of Design and Engineering 
Standards. 

In § 39.1015, this rule corrects a cross- 
reference to 33 CFR 39.1013(a) to the 
intended citation of 46 CFR 39.1013(a). 

V. Regulatory Analyses 
We developed this rule after 

considering numerous statutes and 
Executive orders related to rulemaking. 
Below we summarize our analyses 
based on these statutes or Executive 
orders. 

A. Regulatory Planning and Review 

Executive Orders 12866 (Regulatory 
Planning and Review) and 13563 
(Improving Regulation and Regulatory 
Review) direct agencies to assess the 
costs and benefits of available regulatory 
alternatives and, if regulation is 
necessary, to select regulatory 
approaches that maximize net benefits 
(including potential economic, 
environmental, public health and safety 
effects, distributive impacts, and 
equity). Executive Order 13563 
emphasizes the importance of 
quantifying both costs and benefits, of 
reducing costs, of harmonizing rules, 
and of promoting flexibility. Executive 
Order 13771 (Reducing Regulation and 
Controlling Regulatory Costs) directs 
agencies to reduce regulation and 
control regulatory costs and provides 
that ‘‘for every one new regulation 
issued, at least two prior regulations be 
identified for elimination, and that the 
cost of planned regulations be prudently 
managed and controlled through a 
budgeting process.’’ 

The Office of Management and Budget 
(OMB) has not designated this rule a 
significant regulatory action under 
section 3(f) of Executive Order 12866. 
Accordingly, OMB has not reviewed it. 
Because this rule is not a significant 
regulatory action, this rule is exempt 

from the requirements of Executive 
Order 13771. See the OMB 
Memorandum titled ‘‘Guidance 
Implementing Executive Order 13771, 
titled ‘Reducing Regulation and 
Controlling Regulatory Costs’ ’’ (April 5, 
2017). A regulatory analysis (RA) 
follows. 

This rule involves non-substantive 
technical amendments and internal 
agency practices and procedures; it will 
not impose any additional costs. The 
unquantified benefits of the non- 
substantive technical amendments are 
increased clarity of regulations and 
alignment with the updated section 
numbers for statutory authority citations 
that the Coast Guard already references 
in new rulemakings. In addition, the 
correction of technical items such as 
Coast Guard offices, bridge titles and 
addresses, as well as current web 
addresses will improve ability to 
reference and contact the correct 
entities. 

B. Small Entities 
Under the Regulatory Flexibility Act, 

5 U.S.C. 601–612, we have considered 
whether this rule will have a significant 
economic impact on a substantial 
number of small entities. The term 
‘‘small entities’’ comprises small 
businesses, not-for-profit organizations 
that are independently owned and 
operated and are not dominant in their 
fields, and governmental jurisdictions 
with populations of less than 50,000. 

This rule is not preceded by a notice 
of proposed rulemaking. The Regulatory 
Flexibility Act does not apply when 
notice and comment rulemaking is not 
required. Therefore, this rule is exempt 
from the requirements of the Regulatory 
Flexibility Act. This rule consists of 
technical, organizational, and 
conforming amendments and does not 
have any substantive effect on the 
regulated industry or small businesses. 

C. Assistance for Small Entities 
Under section 213(a) of the Small 

Business Regulatory Enforcement 
Fairness Act of 1996, Public Law 104– 
121, we offer to assist small entities in 
understanding this rule so that they can 
better evaluate its effects on them and 
participate in the rulemaking. The Coast 
Guard will not retaliate against small 
entities that question or complain about 
this rule or any policy or action of the 
Coast Guard. 

D. Collection of Information 
The Paperwork Reduction Act of 

1995, 44 U.S.C. 3501–3520, requires that 
the Coast Guard consider the impact of 
paperwork and other information 
collection burdens. The Coast Guard has 

determined that there is no new 
requirement for information collection 
associated with this final rule. 

E. Federalism 

A rule has implications for federalism 
under Executive Order 13132 
(Federalism) if it has a substantial direct 
effect on States, on the relationship 
between the National Government and 
the States, or on the distribution of 
power and responsibilities among the 
various levels of government. We have 
analyzed this rule under Executive 
Order 13132 and have determined that 
it is consistent with the fundamental 
federalism principles and preemption 
requirements described in Executive 
Order 13132. 

F. Unfunded Mandates Reform Act 

The Unfunded Mandates Reform Act 
of 1995, 2 U.S.C. 1531–1538, requires 
Federal agencies to assess the effects of 
their discretionary regulatory actions. In 
particular, the Act addresses actions 
that may result in the expenditure by a 
State, local, or tribal government, in the 
aggregate, or by the private sector of 
$100,000,000 (adjusted for inflation) or 
more in any one year. Although this rule 
will not result in such expenditure, we 
do discuss the effects of this rule 
elsewhere in this preamble. 

G. Taking of Private Property 

This rule will not cause a taking of 
private property or otherwise have 
taking implications under Executive 
Order 12630 (Governmental Actions and 
Interference with Constitutionally 
Protected Property Rights). 

H. Civil Justice Reform 

This rule meets applicable standards 
in sections 3(a) and 3(b)(2) of Executive 
Order 12988 (Civil Justice Reform) to 
minimize litigation, eliminate 
ambiguity, and reduce burden. 

I. Protection of Children 

We have analyzed this rule under 
Executive Order 13045 (Protection of 
Children from Environmental Health 
Risks and Safety Risks). This rule is not 
an economically significant rule and 
will not create an environmental risk to 
health or risk to safety that might 
disproportionately affect children. 

J. Indian Tribal Governments 

This rule does not have tribal 
implications under Executive Order 
13175 (Consultation and Coordination 
with Indian Tribal Governments), 
because it will not have a substantial 
direct effect on one or more Indian 
tribes, on the relationship between the 
Federal Government and Indian tribes, 
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or on the distribution of power and 
responsibilities between the Federal 
Government and Indian tribes. 

K. Energy Effects 
We have analyzed this rule under 

Executive Order 13211 (Actions 
Concerning Regulations That 
Significantly Affect Energy Supply, 
Distribution, or Use). We have 
determined that it is not a ‘‘significant 
energy action’’ under that order because 
it is not a ‘‘significant regulatory action’’ 
under Executive Order 12866 and is not 
likely to have a significant adverse effect 
on the supply, distribution, or use of 
energy. 

L. Technical Standards 
The National Technology Transfer 

and Advancement Act, codified as a 
note to 15 U.S.C. 272, directs agencies 
to use voluntary consensus standards in 
their regulatory activities unless the 
agency provides Congress, through 
OMB, with an explanation of why using 
these standards would be inconsistent 
with applicable law or otherwise 
impractical. Voluntary consensus 
standards are technical standards (e.g., 
specifications of materials, performance, 
design, or operation; test methods; 
sampling procedures; and related 
management systems practices) that are 
developed or adopted by voluntary 
consensus standards bodies. 

This rule does not use technical 
standards. Therefore, we did not 
consider the use of voluntary consensus 
standards. 

M. Environment 
We have analyzed this rule under 

Department of Homeland Security 
Management Directive 023–01, Rev. 1, 
associated implementing instructions, 
and Environmental Planning 
COMDTINST 5090.1 (series), which 
guide the Coast Guard in complying 
with the National Environmental Policy 
Act of 1969 (42 U.S.C. 4321–4370f), and 
have concluded that this action is one 
of a category of actions that do not 
individually or cumulatively have a 
significant effect on the human 
environment. A final Record of 
Environmental Consideration 
supporting this determination is 
available in the docket. For instructions 
on locating the docket, see the 
ADDRESSES portion of this preamble. 

This rule is categorically excluded 
under paragraphs A3 and L54 of 
Appendix A, table 1 of DHS Instruction 
Manual 023–01, Rev. 1.2 Paragraph A3 

pertains to the promulgation of rules, 
issuance of rulings or interpretations, 
and the development and publication of 
policies, orders, directives, notices, 
procedures, manuals, advisory circulars, 
and other guidance documents of the 
following nature: (a) Those of a strictly 
administrative or procedural nature; (b) 
those that implement, without 
substantive change, statutory or 
regulatory requirements; (c) those that 
implement, without substantive change, 
procedures, manuals, and other 
guidance documents; and (d) those that 
interpret or amend an existing 
regulation without changing its 
environmental effect. Paragraph L54 
pertains to regulations which are 
editorial or procedural. This final rule 
involves non-substantive technical, 
organizational, and conforming 
amendments to existing Coast Guard 
regulations. 

List of Subjects 

33 CFR Part 1 

Administrative practice and 
procedure, Authority delegations 
(Government agencies), Freedom of 
information, Penalties. 

33 CFR Part 2 

Administrative practice and 
procedure, Law enforcement. 

33 CFR Part 3 

Organization and functions 
(Government agencies). 

33 CFR Part 5 

Volunteers. 

33 CFR Part 6 

Harbors, Security Measures, Vessels. 

33 CFR Part 8 

Armed forces reserves. 

33 CFR Part 13 

Decorations, Medals, Awards. 

33 CFR Part 17 

Government property. 

33 CFR Part 23 

Aircraft, Signs and symbols, Vessels. 

33 CFR Part 25 

Authority delegations (Government 
agencies), Claims. 

33 CFR Part 26 

Communications equipment, Marine 
safety, Radio, Telephone, Vessels. 

33 CFR Part 27 

Administrative practice and 
procedure, Penalties. 

33 CFR Part 40 
Military academies. 

33 CFR Part 45 
Military personnel, Reporting and 

recordkeeping requirements. 

33 CFR Part 50 
Administrative practice and 

procedure, Disability benefits, Military 
personnel, Retirement. 

33 CFR Part 51 
Administrative practice and 

procedure, Military personnel. 

33 CFR Part 52 
Administrative practice and 

procedure, Archives and records, 
Military personnel. 

33 CFR Part 55 
Day care, Government employees, 

Infants and children, Military 
personnel. 

33 CFR Part 62 
Navigation (water). 

33 CFR Part 64 
Navigation (water), Reporting and 

recordkeeping requirements. 

33 CFR Part 66 
Intergovernmental relations, 

Navigation (water), Reporting and 
recordkeeping requirements. 

33 CFR Part 67 
Continental shelf, Navigation (water), 

Reporting and recordkeeping 
requirements. 

33 CFR Part 70 
Navigation (water), Penalties. 

33 CFR Part 72 
Government publications, Navigation 

(water). 

33 CFR Part 74 
Navigation (water). 

33 CFR Part 76 
Navigation (water). 

33 CFR Part 80 
Navigation (water), Treaties, 

Waterways. 

33 CFR Part 82 
Navigation (water), Treaties. 

33 CFR Part 83 
Fishing vessels, Navigation (water), 

Waterways. 

33 CFR Part 100 
Marine safety, Navigation (water), 

Reporting and recordkeeping 
requirements, Waterways. 
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33 CFR Part 101 

Harbors, Maritime security, Reporting 
and recordkeeping requirements, 
Security measures, Vessels, Waterways. 

33 CFR Part 103 

Harbors, Maritime security, Reporting 
and recordkeeping requirements, 
Security measures, Vessels, Waterways. 

33 CFR Part 104 

Maritime security, Reporting and 
recordkeeping requirements, Security 
measures, Vessels. 

33 CFR Part 105 

Maritime security, Navigation (water), 
Reporting and recordkeeping 
requirements, Security measures, 
Waterways. 

33 CFR Part 106 

Continental shelf, Maritime security, 
Reporting and recordkeeping 
requirements, Security measures. 

33 CFR Part 107 

Harbors, Marine safety, Maritime 
security, Navigation (water), Reporting 
and recordkeeping requirements, 
Security measures, Vessels, Waterways. 

33 CFR Part 109 

Anchorage grounds. 

33 CFR Part 114 

Bridges. 

33 CFR Part 115 

Administrative practice and 
procedure, Bridges, Reporting and 
recordkeeping requirements. 

33 CFR Part 117 

Bridges. 

33 CFR Part 118 

Bridges. 

33 CFR Part 125 

Administrative practice and 
procedure, Harbors, Reporting and 
recordkeeping requirements, Security 
measures, Vessels. 

33 CFR Part 126 

Explosives, Harbors, Hazardous 
substances, Reporting and 
recordkeeping requirements. 

33 CFR Part 127 

Fire prevention, Harbors, Hazardous 
substances, Natural gas, Reporting and 
recordkeeping requirements, Security 
measures. 

33 CFR Part 143 

Continental shelf, Marine safety, 
Occupational safety and health, Vessels. 

33 CFR Part 145 
Continental shelf, Fire prevention, 

Marine safety, Occupational safety and 
health. 

33 CFR Part 146 
Continental shelf, Marine safety, 

Occupational safety and health, 
Reporting and recordkeeping 
requirements, Vessels. 

33 CFR Part 150 
Harbors, Marine safety, Navigation 

(water), Occupational safety and health, 
Oil pollution, Reporting and 
recordkeeping requirements. 

33 CFR Part 151 
Administrative practice and 

procedure, Oil pollution, Penalties, 
Reporting and recordkeeping 
requirements, Water pollution control. 

33 CFR Part 153 
Hazardous substances, Oil pollution, 

Reporting and recordkeeping 
requirements, Water pollution control. 

33 CFR Part 154 
Alaska, Fire prevention, Hazardous 

substances, Oil pollution, Reporting and 
recordkeeping requirements. 

33 CFR Part 155 
Alaska, Hazardous substances, Oil 

pollution, Reporting and recordkeeping 
requirements. 

33 CFR Part 156 
Hazardous substances, Oil pollution, 

Reporting and recordkeeping 
requirements, Water pollution control. 

33 CFR Part 160 
Administrative practice and 

procedure, Harbors, Hazardous 
materials transportation, Marine safety, 
Navigation (water), Personally 
identifiable information, Reporting and 
recordkeeping requirements, Seamen, 
Vessels, Waterways. 

33 CFR Part 161 

Harbors, Navigation (water), 
Reporting and recordkeeping 
requirements, Vessels, Waterways. 

33 CFR Part 162 

Navigation (water), Waterways. 

33 CFR Part 164 

Marine, Navigation (water), Reporting 
and recordkeeping requirements, 
Waterways. 

33 CFR Part 165 

Harbors, Marine safety, Navigation 
(water), Reporting and recordkeeping 
requirements, Security measures, 
Waterways. 

33 CFR Part 166 

Anchorage grounds, Marine safety, 
Navigation (water), Waterways. 

33 CFR Part 167 

Harbors, Marine safety, Navigation 
(water), Waterways. 

33 CFR Part 169 

Endangered and threatened species, 
Marine mammals, Navigation (water), 
Radio, Reporting and recordkeeping 
requirements, Vessels, Water pollution 
control. 

3 CFR Part 177 

Marine safety. 

46 CFR Part 1 

Administrative practice and 
procedure, Organization and functions 
(Government agencies), Reporting and 
recordkeeping requirements. 

46 CFR Part 2 

Marine safety, Reporting and 
recordkeeping requirements, Vessels. 

46 CFR Part 4 

Administrative practice and 
procedure, Drug testing, Investigations, 
Marine safety, National Transportation 
Safety Board, Nuclear vessels, Radiation 
protection, Reporting and recordkeeping 
requirements, Safety, Transportation. 

46 CFR Part 7 

Law enforcement, Vessels. 

46 CFR Part 8 

Administrative practice and 
procedure, Organization and functions 
(Government agencies), Reporting and 
recordkeeping requirements, Vessels. 

46 CFR Part 16 

Drug testing, Marine safety, Reporting 
and recordkeeping requirements, Safety, 
Transportation. 

46 CFR Part 28 

Alaska, Fire prevention, Fishing 
vessels, Marine safety, Occupational 
safety and health, Reporting and 
recordkeeping requirements, Seamen. 

46 CFR Part 30 

Cargo vessels, Foreign relations, 
Hazardous materials transportation, 
Penalties, Reporting and recordkeeping 
requirements, Seamen. 

46 CFR Part 35 

Cargo vessels, Marine safety, 
Navigation (water), Occupational safety 
and health, Reporting and 
recordkeeping requirements, Seamen. 
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46 CFR Part 39 

Cargo vessels, Fire prevention, 
Hazardous materials transportation, 
Incorporation by reference, Marine 
safety, Occupational safety and health, 
Reporting and recordkeeping 
requirements. 

46 CFR Part 68 

Oil pollution, Vessels. 
For the reasons discussed in the 

preamble, the Coast Guard amends 33 
CFR parts 1, 2, 3, 5, 6, 8, 13, 17, 23, 25, 
26, 27, 40, 45, 50, 51, 52, 55, 62, 64, 66, 
67, 70, 72, 74, 76, 80, 82, 83, 100, 101, 
103, 104, 105, 106, 107, 109, 114, 115, 
117, 118, 125, 126, 127, 143, 145, 146, 
148, 149, 150, 151, 153, 154, 155, 156, 
160, 161, 162, 164, 165, 166, 167, 169, 
and 177, and 46 CFR parts 1, 2, 4, 7, 8, 
16, 28, 30, 35, 39, and 68 as follows: 

TITLE 33—NAVIGATION AND 
NAVIGABLE WATERS 

PART 1—GENERAL PROVISIONS 

Subpart 1.01—Delegation of Authority 

■ 1. Revise the authority citation for 
subpart 1.01 to read as follows: 

Authority: 14 U.S.C. 502, 503, 505; 33 
U.S.C. 401, 491, 525, 1321, 2716, and 2716a; 
42 U.S.C. 9615; 49 U.S.C. 322; Department of 
Homeland Security Delegation No. 0170.1; 
section 1.01–70 also issued under the 
authority of E.O. 12580, 3 CFR, 1987 Comp., 
p. 193; and sections 1.01–80 and 1.01–85 also 
issued under the authority of E.O. 12777, 3 
CFR, 1991 Comp., p. 351. 

§ 1.01–40 [Amended] 

■ 2. In § 1.01–40, remove the text ‘‘14 
U.S.C. 47(a)’’ and add, in its place, the 
text ‘‘14 U.S.C. 304’’. 

Subpart 1.05–1—Rulemaking 

■ 3. Revise the authority citation for 
subpart 1.05–1 to read as follows: 

Authority: 5 U.S.C. 552, 553, App. 2; 14 
U.S.C. 102, 502, 503, 505; 33 U.S.C. 471, 499; 
49 U.S.C. 101, 322; Department of Homeland 
Security Delegation No. 0170.1. 

■ 4. Revise § 1.05–25(a) to read as 
follows: 

§ 1.05–25 Public Docket. 
(a) The Coast Guard maintains an 

electronic public docket for each 
petition for rulemaking and each Coast 
Guard rulemaking project and notice 
published in the Federal Register. Each 
rulemaking docket contains copies of 
every rulemaking document published 
for the project, public comments 
received, summaries of public meetings 
or hearings, regulatory assessments, and 
other publicly-available information. 
Members of the public may inspect the 

public docket and copy any documents 
in the docket. Public dockets for Coast 
Guard rulemakings are available 
electronically at https://
www.regulations.gov. To access a 
rulemaking, enter the docket number 
associated with the rulemaking or notice 
in the ‘‘Search’’ box and click ‘‘Go >.’’ 
* * * * * 

Subpart 1.07—Enforcement; Civil and 
Criminal Penalty Proceedings 

■ 5. Revise the authority citation for 
subpart 1.07 to read as follows: 

Authority: 14 U.S.C. 503; 14 U.S.C. 501; 33 
U.S.C. 1321(b)(6)(B); 46 U.S.C. 2103; 
Department of Homeland Security Delegation 
0701.1. 

Subpart 1.08—Written Warnings by 
Coast Guard Board Officers 

■ 6. Revise the authority citation for 
subpart 1.08 to read as follows: 

Authority: 14 U.S.C. 503; 49 CFR 1.46(b). 

§ 1.08–1 [Amended] 

■ 7. Amend the text in parentheses 
below § 1.08–1 by removing the text 
‘‘633’’ and adding, in its place, the text 
‘‘503’’. 

Subpart 1.10—Public Availability of 
Information 

■ 8. Revise the authority citation for 
subpart 1.10 to read as follows: 

Authority: 5 U.S.C. 552; 14 U.S.C. 503, 
sec. 6(b)(1), 80 Stat. 937 (49 U.S.C. 
1655(b)(1)); 49 CFR 1.46(b). 

Subpart 1.20—Testimony by Coast 
Guard Personnel and Production of 
Records in Legal Proceedings 

■ 9. Revise the authority citation for 
subpart 1.20 to read as follows: 

Authority: 5 U.S.C. 301; 14 U.S.C. 503, 
505, 49 U.S.C. 322; 49 CFR 1.46 and part 9. 

§ 1.20–1 [Amended] 

■ 10. Amend the text in parentheses 
below § 1.20–1 by removing the text 
‘‘632, 633’’, and add, in its place, the 
text ‘‘503, 505’’. 

Subpart 1.26—Charges for Duplicate 
Medals, and Sales of Personal 
Property, Equipment, or Services and 
Rentals 

■ 11. Revise the authority citation for 
subpart 1.26 to read as follows: 

Authority: 14 U.S.C. 503; 49 CFR 1.46(k). 

§ 1.26–10 [Amended] 

■ 12. Remove the text ‘‘891’’ wherever 
it appears and add, in its place, the text 
‘‘4101’’. 

§ 1.26–15 [Amended] 

■ 13. Revise § 1.26–15 by: 
■ a. In paragraph (a), removing the text 
‘‘641(b)’’, and adding, in its place, the 
text ‘‘901(b)’’, 
■ b. In the text in parentheses below the 
regulatory text, remove the text ‘‘641(b), 
654’’ and add, in its place, the text 
‘‘901(b), 942’’. 

PART 2—JURISDICTION 

■ 14. Revise the authority citation for 
part 2 to read as follows: 

Authority: 14 U.S.C. 503; 33 U.S.C. 70031; 
Public Law 89–670, 80 Stat. 931, 49 U.S.C. 
108; Public Law 107–296, 116 Stat. 2135, 
2249, 6 U.S.C. 101 note and 468; Department 
of Homeland Security Delegation No. 0170.1. 

§ 2.5 [Amended] 

■ 15. In the note to § 2.5, remove the 
text ‘‘46 CFR 10.103’’ and add, in its 
place, the text ‘‘46 CFR 10.107’’. 
■ 16. In § 2.22, revise paragraph (a)(1)(i) 
to read as follows: 

§ 2.22 Territorial Sea. 
(a) * * * 
(1) * * * 
(i) Statutes included within subtitle II, 

subtitle VI, and subtitle VII, title 46, 
U.S.C.; the Act of June 15, 1917, as 
amended (46 U.S.C. 70051–70054); and 
the Vessel Bridge-to-Bridge 
Radiotelephone Act (33 U.S.C. 1201– 
1208), and any regulations issued under 
the authority of these statutes. 
* * * * * 
■ 17. Revise § 2.32(c) to read as follows: 

§ 2.32 High Seas. 

* * * * * 
(c) For the purposes of 14 U.S.C. 522, 

14 U.S.C. 545, 33 U.S.C. 409, and 33 
U.S.C. 1471 et seq., high seas includes 
the exclusive economic zones of the 
United States and other nations, as well 
as those waters that are seaward of 
territorial seas of the United States and 
other nations. 
* * * * * 

PART 3—COAST GUARD AREAS, 
DISTRICTS, SECTORS, MARINE 
INSPECTION ZONES, AND CAPTAIN 
OF THE PORT ZONES 

■ 18. Revise the authority citation for 
part 3 to read as follows: 

Authority: 14 U.S.C. 501, 504; Public Law 
107–296, 116 Stat. 2135; Department of 
Homeland Security Delegation No. 0170.1, 
para. 2(23). 

§ 3.01–5 [Amended] 

■ 19. In § 3.01–5, remove the text ‘‘14 
U.S.C. 633’’ and add, in its place, the 
text ‘‘14 U.S.C. 503’’. 
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PART 5—COAST GUARD AUXILIARY 

■ 20. Revise the authority citation for 
part 5 to read as follows: 

Authority: 14 U.S.C. 503, 3901, 3902, 
3903, 3904, 3905, 3907, 3908, 3909, 3910, 
3911, 3912, 3913, 4102. 

§ 5.1 [Amended] 

■ 21. In § 5.1, amend the definition for 
Auxiliary Act by removing the text ‘‘(14 
U.S.C. 821–894)’’ and adding, in its 
place, the text ‘‘(14 U.S.C. 3901–3913 
and 4101–4104)’’. 

§ 5.17 [Amended] 

■ 22. In § 5.17, remove the text ‘‘14 
U.S.C. 823a’’ and add, in its place, the 
text ‘‘14 U.S.C. 3904’’. 

§ 5.18 [Amended] 

■ 23. In § 5.18 amend paragraph (c) by 
removing the text ‘‘14 U.S.C. 707’’ and 
adding, in its place, the text ‘‘14 U.S.C. 
3707’’. 

§ 5.30 [Amended] 

■ 24. In § 5.30 amend paragraph (b) by 
removing the text ‘‘14 U.S.C. 822’’ 
wherever it appears and adding, in its 
place, the text ‘‘14 U.S.C. 3902’’. 

§ 5.40 [Amended] 

■ 25. In § 5.40 amend paragraph (c)(2) 
by removing the text ‘‘14 U.S.C. 638, 
639, and 892’’ and adding, in its place, 
the text ‘‘14 U.S.C. 933, 934, 4102’’. 

PART 6—PROTECTION AND 
SECURITY OF VESSELS, HARBORS, 
AND WATERFRONT FACILITIES 

■ 26. Revise the authority citation for 
part 6 to read as follows: 

Authority: 40 Stat. 220, as amended; 50 
U.S.C. 70051. 

§ 6.18–1 [Amended] 

■ 27. In § 6.18–1, remove the text ‘‘50 
U.S.C. 192’’ and add, in its place, the 
text ‘‘46 U.S.C. 70052’’. 

PART 8—UNITED STATES COAST 
GUARD RESERVE 

■ 28. Revise the authority citation for 
part 8 to read as follows: 

Authority: 14 U.S.C. 503. 

§ 8.1 [Amended] 

■ 29. In § 8.1 amend paragraph (b)(2) by 
removing the text ‘‘14 U.S.C. 712’’ and 
adding, in its place, the text ‘‘14 U.S.C. 
3713’’. 

PART 13—DECORATIONS, MEDALS, 
RIBBONS, AND SIMILAR DEVICES 

■ 30. Revise the authority citation for 
part 13 to read as follows: 

Authority: 14 U.S.C. 503, 2744; 49 U.S.C. 
1655(b); sec. 6(b)(1), 80 Stat. 938; 49 CFR 1.4 
(a)(2) and (f). 

§ 13.01–1 [Amended] 

■ 31. In § 13.01–1, remove the text ‘‘14 
U.S.C. 500’’ and add, in its place, the 
text ‘‘14 U.S.C. 2744’’. 

PART 17—UNITED STATES COAST 
GUARD GENERAL GIFT FUND 

■ 32. Revise the authority citation for 
part 17 to read as follows: 

Authority: 10 U.S.C. 2601; 14 U.S.C. 501, 
503; Treasury Dept. Order 167–1, 18 FR 671. 

PART 23—DISTINCTIVE MARKINGS 
FOR COAST GUARD VESSELS AND 
AIRCRAFT 

■ 33. Revise the authority citation for 
part 23 to read as follows: 

Authority: 14 U.S.C. 933, 934; E.O. 10707; 
3 CFR, 1954–1958 Comp., p. 364. 

■ 34. Amend § 23.30 by: 
■ a. Revising the introductory; and 
■ b. Removing the text ‘‘Each person’’, 
and adding in its place, the text, ‘‘Every 
person’’. 

The revision reads as follows: 

§ 23.30 Penalty. 
Section 933(b) of title 14 U.S.C. reads 

as follows: 
* * * * * 

PART 25—CLAIMS 

■ 35. Revise the authority citation for 
part 25 to read as follows: 

Authority: 14 U.S.C. 503; 49 CFR 1.45(a); 
49 CFR 1.45(b); 49 CFR 1.46(b), unless 
otherwise noted. 

Subpart A—General 

■ 36. In § 25.131, revise paragraphs 
(a)(5) through (8) to read as follows: 

§ 25.131 Delegation of authority. 
(a) * * * 
(5) To carry out the functions of the 

Secretary under the Act of August 16, 
1937, as amended (14 U.S.C. 546); 

(6) To carry out the functions of the 
Secretary under the Act of June 15, 
1936, as amended (14 U.S.C. 937); 

(7) To carry out the functions of the 
Secretary under the Act of August 4, 
1949, as amended (14 U.S.C. 938); 

(8) To carry out the functions of the 
Secretary under the Act of February 19, 
1941, as amended (14 U.S.C. 3911); 
* * * * * 

Subpart B—Admiralty Claims 

■ 37. Revise the authority citation for 
subpart B of part 25 to read as follows: 

Authority: 14 U.S.C. 503, 937; 49 CFR 
1.46(b). 

PART 26—VESSEL BRIDGE–TO– 
BRIDGE RADIOTELEPHONE 
REGULATIONS 

■ 38. Revise the authority citation for 
part 26 to read as follows: 

Authority: 14 U.S.C. 102, 33 U.S.C. 1201– 
1208; Public Law 107–295, 116 Stat. 2064; 
Department of Homeland Security Delegation 
No. 0170. Rule 1, International Regulations 
for the Prevention of Collisions at Sea. 

§ 26.02 [Amended] 

■ 39. In the text in parentheses below 
§ 26.02 remove the text ‘‘14 U.S.C. 2’’ 
and add, in its place, the text ‘‘14 U.S.C. 
102’’. 

PART 27—ADJUSTMENT OF CIVIL 
MONETARY PENALTIES FOR 
INFLATION 

■ 40. The authority citation for part 27 
continues to read as follows: 

Authority: Secs. 1–6, Public Law 101–410, 
104 Stat. 890, as amended by Sec. 
31001(s)(1), Public Law 104–134, 110 Stat. 
1321 (28 U.S.C. 2461 note); Department of 
Homeland Security Delegation No. 0170.1, 
sec. 2 (106). 

■ 41. In § 27.3, in Table 1, remove the 
text ‘‘14 U.S.C. 645(i)’’ wherever it 
appears, and add, in its place, the text 
‘‘14 U.S.C. 936(i)’’. 

PART 40—CADETS OF THE COAST 
GUARD 

■ 42. Revise the authority citation for 
part 40 to read as follows: 

Authority: 14 U.S.C. 503 and 1922. 

PART 45—ENLISTMENT OF 
PERSONNEL 

■ 43. Revise the authority citation for 
part 45 to read as follows: 

Authority: 14 U.S.C. 2302, 2371; Public 
Law 107–296, 116 Stat. 2135. 

PART 50—COAST GUARD RETIRING 
REVIEW BOARD 

■ 44. Revise the authority citation for 
part 50 to read as follows: 

Authority: 10 U.S.C. 1554; 14 U.S.C. 501, 
503; Department of Homeland Security 
Delegations No. 0160.1(II)(B)(1), 
0170.1(II)(23). 

PART 51—COAST GUARD 
DISCHARGE REVIEW BOARD 

■ 45. Revise the authority citation for 
part 51 to read as follows: 

Authority: 10 U.S.C. 1553; 14 U.S.C. 501, 
503; Department of Homeland Security 
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Delegations No. 0160.1(II)(B)(1), 
0170.1(II)(23). 

PART 52—BOARD FOR CORRECTION 
OF MILITARY RECORDS OF THE 
COAST GUARD 

■ 46. Revise the authority citation for 
part 52 to read as follows: 

Authority: 10 U.S.C. 1552; 14 U.S.C. 501, 
503; Department of Homeland Security 
Delegations No. 0160.1(II)(B)(1), 
0170.1(II)(23). 

§ 52.2 [Amended] 

■ 47. In § 52.2, after paragraph (a) 
remove the text in parentheses ‘‘14 
U.S.C. 425’’ and add, in its place, the 
text ‘‘14 U.S.C. 2507’’. 

PART 55—CHILD DEVELOPMENT 
SERVICES 

■ 48. Revise the authority citation for 
part 55 to read as follows: 

Authority: 14 U.S.C. 2922. 

PART 62—UNITED STATES AIDS TO 
NAVIGATION SYSTEM 

■ 49. Revise the authority citation for 
part 62 to read as follows: 

Authority: 14 U.S.C. 544; 43 U.S.C. 1333; 
46 U.S.C. 70031, 70041; Department of 
Homeland Security Delegation No. 0170.1. 

PART 64—MARKING OF 
STRUCTURES, SUNKEN VESSELS, 
AND OTHER OBSTRUCTIONS 

■ 50. Revise the authority citation for 
part 64 to read as follows: 

Authority: 14 U.S.C. 503; 33 U.S.C. 409; 
42 U.S.C. 9118; 43 U.S.C. 1333; 46 U.S.C. 
70034; Department of Homeland Security 
Delegation No. 0170.1. 

PART 66—PRIVATE AIDS TO 
NAVIGATION 

■ 51. Revise the authority citation for 
part 66 to read as follows: 

Authority: 14 U.S.C. 542, 543, 544; 43 
U.S.C. 1333; Public Law 107–296, 116 Stat. 
2135; Department of Homeland Security 
Delegation No. 0170.1. 

§ 66.01–45 [Amended] 

■ 52. In § 66.01–45, remove the text ‘‘14 
U.S.C. 83’’ and add, in its place, the text 
‘‘14 U.S.C. 542’’. 

PART 67—AIDS TO NAVIGATION ON 
ARTIFICIAL ISLANDS AND FIXED 
STRUCTURES 

■ 53. Revise the authority citation for 
part 67 to read as follows: 

Authority: 14 U.S.C. 503, 544; 43 U.S.C. 
1333; Department of Homeland Security 
Delegation No. 0170.1. 

§ 67.40–25 [Amended] 

■ 54. In § 67.40–25, remove the text ‘‘14 
U.S.C. 85’’ and add, in its place, the text 
‘‘14 U.S.C. 544’’. 

PART 70—INTERFERENCE WITH OR 
DAMAGE TO AIDS TO NAVIGATION 

■ 55. Revise the authority citation for 
part 70 to read as follows: 

Authority: 33 U.S.C. 408, 411, 412; 14 
U.S.C. 501, 503, 543, 545, 546. 

PART 72—MARINE INFORMATION 

■ 56. Revise the authority citation for 
part 72 to read as follows: 

Authority: 14 U.S.C. 503, 544; 43 U.S.C. 
1333; Department of Homeland Security 
Delegation No. 0170.1. 

§ 72.05–1 [Amended] 

■ 57. Amend the text in parentheses 
after paragraph (b) by removing the text 
‘‘14 U.S.C. 93’’ and add, in its place, the 
text ‘‘14 U.S.C. 504’’. 

PART 74—CHARGES FOR COAST 
GUARD AIDS TO NAVIGATION WORK 

■ 58. Revise the authority citation for 
part 74 to read as follows: 

Authority: 14 U.S.C. 501, 503, 504, 541, 
544, 545, 546, 701, 938; 49 CFR 1.46 (b). 

§ 74.01–1 [Amended] 

■ 59. In § 74.01–1, remove the text ‘‘in 
accordance with Part 25 of this title’’. 

PART 76—SALE AND TRANSFER OF 
AIDS TO NAVIGATION EQUIPMENT 

■ 60. Revise the authority citation for 
part 76 to read as follows: 

Authority: 14 U.S.C. 501, 901. 

PART 80—COLREGS DEMARCATION 
LINES 

■ 61. Revise the authority citation for 
part 80 to read as follows: 

Authority: 14 U.S.C. 102, 503; 33 U.S.C. 
151(a). 

PART 82 –72 COLREGS: 
INTERPRETATIVE RULES 

■ 62. Revise the authority citation for 
part 82 to read as follows: 

Authority: 14 U.S.C. 102, 503; 33 U.S.C. 
1602; E.O. 11964, 42 FR 4327, 3 CFR, 1977 
Comp., p. 88; 49 CFR 1.46(n). 

PART 83—NAVIGATION RULES 

■ 63. The authority citation for part 83 
continues to read as follows: 

Authority: Sec. 303, Public Law 108–293, 
118 Stat. 1042 (33 U.S.C. 2071); Department 
of Homeland Security Delegation No. 0170.1. 

§ 83.22 [Amended] 

■ 64. In § 83.22 amend paragraph (c) by 
removing the text ‘‘length—’’ and 
adding, in its place, the text ‘‘length:’’. 

PART 100—SAFETY OF LIFE ON 
NAVIGABLE WATERS 

■ 65. The authority citation for part 100 
continues to read as follows: 

Authority: 46 U.S.C. 70041; 33 CFR 1.05– 
1. 

■ 66. In § 100.35, revise paragraph (c) to 
read as follows: 

§ 100.35 Special local regulations. 

* * * * * 
(c) The special local regulations 

referred to in paragraph (a) of this 
section, when issued and published by 
the Commander of a Coast Guard 
District or COTP as authorized by 33 
CFR 1.05–1(i), must have the status of 
regulations issued pursuant to 46 U.S.C 
70041. 
* * * * * 

PART 101—MARITIME SECURITY: 
GENERAL 

■ 67. Revise the authority citation for 
part 101 to read as follows: 

Authority: 46 U.S.C. 70034, 70051, 70052, 
Chapter 701; Executive Order 12656, 3 CFR 
1988 Comp., p. 585; 33 CFR 1.05–1, 6.04–11, 
6.14, 6.16, and 6.19; Department of 
Homeland Security Delegation No. 0170.1. 

■ 68. In § 101.415, revise paragraph (a) 
to read as follow: 

§ 101.415 Penalties 
(a) Civil and criminal penalty. 

Violation of any order or other 
requirement imposed under section 
101.405 of this part is punishable by the 
civil and criminal penalties prescribed 
in 46 U.S.C. 70036 or 46 U.S.C. 70052, 
as appropriate. 
* * * * * 

PART 103—MARITIME SECURITY: 
AREA MARITIME SECURITY 

■ 69. Revise the authority citation for 
part 103 to read as follows: 

Authority: 46 U.S.C. 70034, 70051, 70102, 
70103, 70104, 70112, 70116; 33 CFR 1.05–1, 
6.04–11, 6.14, 6.16, and 6.19; Department of 
Homeland Security Delegation No. 0170.1. 

PART 104—MARITIME SECURITY: 
VESSELS 

■ 70. Revise the authority citation for 
part 104 to read as follows: 

Authority: 46 U.S.C. 70051, 70116, 
Chapter 701; 33 CFR 1.05–1, 6.04–11, 6.14, 
6.16, and 6.19; Department of Homeland 
Security Delegation No. 0170.1. 
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PART 105—MARITIME SECURITY: 
FACILITIES 

■ 71. Revise the authority citation for 
part 105 to read as follows: 

Authority: 46 U.S.C. 70034, 70103, 70116; 
Sec. 811, Public Law 111–281, 124 Stat. 
2905; 33 CFR 1.05–1, 6.04–11, 6.14, 6.16, and 
6.19; Department of Homeland Security 
Delegation No. 0170.1. 

§ 105.140 [Amended] 

■ 72. In § 105.140 amend paragraph (b) 
by removing the text ‘‘in Appendix A to 
Part 105—Facility Vulnerability and 
Security (CG–6025)’’, and in its place 
adding the text, ‘‘. The form is available 
at https://www.dcms.uscg.mil/forms/’’. 

§ 105.405 [Amended] 

■ 73. In § 105.405 amend paragraph 
(a)(18) by removing the text ‘‘in 
appendix A to this part’’ and in its 
place, adding the text, ‘‘available at 
https://www.dcms.uscg.mil/forms/’’. 
■ 74. In § 105.410, revise paragraph (e) 
to read as follows: 

§ 105.410 Submission and Approval. 
* * * * * 

(e) Each facility owner or operator 
that submits one FSP to cover two or 
more facilities of similar design and 
operation must address facility-specific 
information that includes the design 
and operational characteristics of each 
facility and must complete a separate 
Facility Vulnerability and Security 
Measures Summary (Form CG–6025), 
for each facility covered by the plan. 
The form is available at https://
www.dcms.uscg.mil/forms/. 
* * * * * 

Appendix A To Part 105: Facility 
Vulnerability And Security Measures 
Summary (Form CG–6025) [Removed] 

■ 75. Remove Appendix A to Part 105: 
Facility Vulnerability and Security 
Measures Summary (Form CG–6025). 

PART 106—MARINE SECURITY: 
OUTER CONTINENTAL SHELF (OCS) 
FACILITIES 

■ 76. Revise the authority citation for 
part 106 to read as follows: 

Authority: 46 U.S.C. 70051, 70116, 
Chapter 701; 33 CFR 1.05–1, 6.04–11, 6.14, 
6.16, and 6.19; Department of Homeland 
Security Delegation No. 0170.1. 

PART 107—NATIONAL VESSEL AND 
FACILITY CONTROL MEASURES AND 
LIMITED ACCESS AREAS 

■ 77. Revise the authority citation for 
part 107 to read as follows: 

Authority: 14 U.S.C. 701; 46 U.S.C. 70051, 
70052, 70053; Presidential Proclamation 

6867, 61 FR 8843, 3 CFR, 1996 Comp., p. 8; 
Presidential Proclamation 7757, 69 FR 9515 
(March 1, 2004); Secretary of Homeland 
Security Order 2004–001; Department of 
Homeland Security Delegation No. 0170.1; 
and 33 CFR 1.05–1. 

§ 107.200 [Amended] 

■ 78. In § 107.200, amend the definition 
for U.S. territorial waters by removing 
the text ‘‘50 U.S.C. 195’’ and adding, in 
its place, the text ‘‘46 U.S.C. 70054’’. 

PART 109—GENERAL 

■ 79. Revise the authority citation for 
part 109 to read as follows: 

Authority: 33 U.S.C. 471; 46 U.S.C. 70034; 
Public Law 107–296, 116 Stat. 2135; 
Department of Homeland Security Delegation 
No. 0170.1. 

PART 114—GENERAL 

■ 80. Revise the authority citation for 
part 114 to read as follows: 

Authority: 33 U.S.C. 401, 406, 491, 494, 
495, 499, 502, 511, 513, 514, 516, 517, 519, 
521, 522, 523, 525, 528, 530, 533, and 535(c), 
(e), and (h); 14 U.S.C. 503; 49 U.S.C. 1655(g); 
Public Law 107–296, 116 Stat. 2135; 33 CFR 
1.05–1 and 1.01–60, Department of 
Homeland Security Delegation Number 
0170.1. 

§ 114.05 [Amended] 

■ 81. In § 114.05, amend the definition 
of United States Coast Guard or Coast 
Guard by removing the text ‘‘(14 U.S.C. 
1)’’ and adding, in its place, the text 
‘‘(14 U.S.C. 101)’’. 

§ 114.25 [Amended] 

■ 82. Amend the text in parentheses 
below § 114.25 by removing the text ‘‘14 
U.S.C. 633’’ and adding, in its place, the 
text ‘‘14 U.S.C. 503’’. 

§ 114.50 [Amended] 

■ 83. Amend the text in parentheses 
below § 114.50 by removing the text ‘‘14 
U.S.C. 633’’ and adding, in its place, the 
text ‘‘14 U.S.C. 503’’. 

PART 115—BRIDGE LOCATIONS AND 
CLEARANCES; ADMINISTRATIVE 
PROCEDURES 

■ 84. Revise the authority citation for 
part 115 to read as follows: 

Authority: c. 425, sec. 9, 30 Stat. 1151 (33 
U.S.C. 401); c. 1130, sec. 1, 34 Stat. 84 (33 
U.S.C. 491); sec. 5, 28 Stat. 362, as amended 
(33 U.S.C. 499); sec. 11, 54 Stat. 501, as 
amended (33 U.S.C. 521); c. 753, title V, sec. 
502, 60 Stat. 847, as amended (33 U.S.C. 
525); 86 Stat. 732 (33 U.S.C. 535); 14 U.S.C. 
503. 

§ 115.60 [Amended] 

■ 85. Amend the text in parentheses 
below § 115.60 by removing the text ‘‘14 

U.S.C. 633’’ and adding, in its place, the 
text ‘‘14 U.S.C. 503’’. 

§ 115.70 [Amended] 

■ 86. Amend the parentheses below 
§ 115.70 by removing the text ‘‘14 U.S.C. 
633’’ and adding, in its place, the text 
‘‘14 U.S.C. 503’’. 

PART 117—DRAWBRIDGE 
OPERATION REGULATIONS 

■ 87. The authority citation for part 117 
continues to read as follows: 

Authority: 33 U.S.C. 499; 33 CFR 1.05–1; 
and Department of Homeland Security 
Delegation No. 0170.1. 

■ 88. Revise § 117.149 to read as 
follows: 

§ 117.149 China Basin, Mission Creek. 

The draws of the Third Street bridge, 
mile 0.0, and the Fourth Street bridge, 
mile 0.2, both at San Francisco, shall 
open on signal if at least one hour notice 
is given. 

§ 117.235 [Amended] 

■ 89. Amend the § 117.235 introductory 
text, after the text ‘‘mile 7.7,’’ by adding 
the text ‘‘is operated by the Delmarva 
Central Railroad Company and’’. 

■ 90. In § 117.243, revise paragraph 
(a)(3) to read as follows: 

§ 117.243 Nanticoke River. 

(a) * * * 
(3) When notice is required, the 

owner operator of the vessel must 
contact the bridge operator (Delmarva 
Central Railroad Company) with an 
estimated time of passage by calling 1– 
802–774–0305. 
* * * * * 

§ 117.569 [Amended] 

■ 91. In § 117.569 amend paragraph (a) 
by adding the text ‘‘to the bridge 
operator (Delmarva Central Railroad 
Company) by calling 1–802–774– 
0305’’after the text ‘‘notice is given’’, a. 

§ 117.785 [Amended] 

■ 92. In the section header of § 117.785, 
remove the word ‘‘Genessee’’ and add, 
in its place, the word ‘‘Genesee’’. 

§ 117.791 [Amended] 

■ 93. In § 117.791 amend paragraph (c) 
by removing the word ‘‘Livingstone’’ 
and adding, in its place, the word 
‘‘Livingston’’. 

§ 117.903 [Amended] 

■ 94. In § 117.903 amend paragraph (a) 
by removing the text ‘‘automated’’. 
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§ 117.1087 [Amended] 

■ 95. In § 117.1087 amend paragraphs 
(b) and (c) by removing the text 
‘‘Railroad bridge’’ and adding, in its 
place, the text ‘‘Bridge’’. 

PART 118—BRIDGE LIGHTING AND 
OTHER SIGNALS 

■ 96. Revise the authority citation for 
part 118 to read as follows: 

Authority: 33 U.S.C. 494; 14 U.S.C. 503, 
544; Department of Homeland Security 
Delegation No. 0170.1. 

§ 118.5 [Amended] 

■ 97. In § 118.5, remove the text ‘‘14 
U.S.C. 85’’ and add, in its place, the text 
‘‘14 U.S.C. 544’’. 

PART 125—IDENTIFICATION 
CREDENTIALS FOR PERSONS 
REQUIRING ACCESS TO 
WATERFRONT FACILITIES OR 
VESSELS 

■ 98. Revise the authority citation for 
part 125 to read as follows: 

Authority: R.S. 4517, 4518, secs. 19, 2, 23 
Stat. 58, 118, sec. 7, 49 Stat. 1936, sec. 1, 40 
Stat. 220; 46 U.S.C. 570–572, 2, 689, 70051 
and 70105; E.O. 10173, E.O. 10277, E.O. 
10352, 3 CFR, 1949–1953 Comp. pp. 356, 
778, 873. 

PART 126—HANDLING OF 
DANGEROUS CARGO AT 
WATERFRONT FACILITIES 

■ 99. Revise the authority citation for 
part 126 to read as follows: 

Authority: 46 U.S.C. 70034; 49 CFR 1.46. 

§ 126.13 [Amended] 

■ 100. In § 126.13 amend paragraph (b) 
by removing the text ‘‘section 13 of the 
Ports and Waterways Safety Act (33 
U.S.C. 1232)’’ and adding, in its place, 
the text ‘‘46 U.S.C. 70036’’. 

§ 126.25 [Amended] 

■ 101. In § 126.25, remove the text 
‘‘section 13 of the Ports and Waterways 
Safety Act, as amended (33 U.S.C. 
1232)’’ and add, in its place, the text ‘‘46 
U.S.C. 70036.’’ 

§ 126.33 [Amended] 

■ 102. In § 126.33, remove the text 
‘‘section 13 of the Ports and Waterways 
Safety Act, as amended (33 U.S.C. 
1232)’’ and add, in its place, the text ‘‘46 
U.S.C. 70036.’’ 

PART 127—WATERFRONT FACILITIES 
HANDLING LIQUEFIED NATURAL GAS 
AND LIQUEFIED HAZARDOUS GAS 

■ 103. Revise the authority citation for 
part 127 to read as follows: 

Authority: 46 U.S.C. 70034; 46 U.S.C. 
Chapter 701; Department of Homeland 
Security Delegation No. 0170.1. 

§ 127.015 [Amended] 

■ 104. In § 127.015 amend paragraph 
(c)(1), by adding the word ‘‘Policy’’after 
the word ‘‘Prevention’’. 

PART 143—DESIGN AND EQUIPMENT 

■ 105. Revise the authority citation for 
part 143 to read as follows: 

Authority: 43 U.S.C. 1333(d)(1), 1348(c), 
1356; 49 CFR 1.46; section 143.210 is also 
issued under 14 U.S.C. 946 and 31 U.S.C. 
9701. 

PART 145—FIREFIGHTING 
EQUIPMENT 

■ 106. Revise the authority citation for 
part 145 to read as follows: 

Authority: Sec. 633, 63 Stat. 545; sec. 4, 67 
Stat. 462; 14 U.S.C. 503; 43 U.S.C. 1333. 

PART 146—OPERATIONS 

■ 107. Revise the authority citation for 
part 146 to read as follows: 

Authority: 43 U.S.C. 1333, 1348, 1350, 
1356; 46 U.S.C. 70001, 70116; Sec. 109, 
Public Law No. 109–347, 120 Stat. 1884; 
Department of Homeland Security Delegation 
No. 0170.1. 

PART 148—DEEPWATER PORTS: 
GENERAL 

■ 108. The authority citation for part 
148 continues to read as follows: 

Authority: 33 U.S.C. 1504; Department of 
Homeland Security Delegation No. 0170.1 
(75). 

§ 148.5 [Amended] 

■ 109. Amend the definition of 
Commandant (CG–5P) by adding the 
word ‘‘Policy’’ after the word 
‘‘Prevention’’. 

§ 148.105 [Amended] 

■ 110. In § 148.105 amend paragraph 
(g)(1)(i) introductory text by removing 
the text ‘‘(CG–5)’’ and adding in its 
place, the text ‘‘(CG–5P)’’. 

§ 148.115 [Amended] 

■ 111. In § 148.115 amend paragraph (a) 
by adding the word ‘‘Policy’’ after the 
word ‘‘Prevention’’. 
■ 112. In § 148.207, revise paragraph (c) 
to read as follows 

§ 148.207 How and Where May I View 
Docketed Documents? 

* * * * * 
(c) Docketed material for each 

deepwater port project is also available 
to the public electronically at the 

Federal Docket website at 
www.regulations.gov. The projects are 
also listed by name and the assigned 
docket number at the CG–OES–2 
website: https://www.dco.uscg.mil/Our- 
Organization/Assistant-Commandant- 
for-Prevention-Policy-CG-5P/ 
Commercial-Regulations-standards-CG- 
5PS/Office-of-Operating-and- 
Environmental-Standards/vfos12/. 

§ 148.209 [Amended] 

■ 113. In § 148.209 amend paragraph (a) 
by removing the text ‘‘http://
www.uscg.mil/hq/G-M/mso/docs/dwp_
white_house_task_force_energy_
streamlining.pdf’’ and adding, in its 
place, the text ‘‘https://
www.dco.uscg.mil/Portals/9/DCO
%20Documents/5p/5ps/Operating
%20and%20Environmental
%20Standards/OES-2/DWP/dwp_white_
house_task_force_energy_
streamlining.pdf?ver=2017-07-26- 
102702-223’’. 

§ 148.222 [Amended] 

■ 114. In § 148.222 amend paragraph (b) 
by removing the text ‘‘(CG–5)’’ and 
adding, in its place, the text ‘‘(CG–5P)’’. 

§ 148.252 [Amended] 

■ 115. In § 148.252 amend paragraph(d) 
by removing the text ‘‘http://
cgweb.comdt.uscg.mil/g-cj/ 
subpoena.doc’’ and adding, in its place, 
add the text, ‘‘https://www.uscg.mil/ 
Resources/Administrative-Law-Judges/ 
General-Suspension-and-Revocation- 
Information/Subpoena-Information/’’. 

PART 149—DEEPWATER PORTS: 
DESIGN, CONSTRUCTION, AND 
EQUIPMENT 

■ 116. The authority citation for part 
149 continues to read as follows: 

Authority: 33 U.S.C. 1504, 1509; 
Department of Homeland Security Delegation 
No. 0170.1 (75). 

§ 149.15 [Amended] 

■ 117. In § 149.15 amend paragraphs (a), 
(d) and (e) by removing the text ‘‘(CG– 
5)’’ and adding, in its place, the text 
‘‘(CG–5P)’’. 

PART 150—DEEPWATER PORTS: 
OPERATIONS 

■ 118. Revise the authority citation for 
part 150 to read as follows: 

Authority: 33 U.S.C. 1321(j)(1)(C), (j)(5), 
(j)(6), (m)(2), 1509(a); 46 U.S.C. 70034; E.O. 
12777, sec. 2; E.O. 13286, sec. 34, 68 FR 
10619; Department of Homeland Security 
Delegation No. 0170.1. 
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PART 151—VESSELS CARRYING OIL, 
NOXIOUS LIQUID SUBSTANCES, 
GARBAGE, MUNICIPAL OR 
COMMERCIAL WASTE, AND BALLAST 
WATER 

■ 119. The authority citation for part 
151 continues to read as follows: 

Authority: 33 U.S.C. 1321, 1902, 1903, 
1908; 46 U.S.C. 6101; Public Law 104–227 
(110 Stat. 3034); Public Law 108–293 (118 
Stat. 1063), § 623; E.O. 12777, 3 CFR, 1991 
Comp. p. 351; DHS Delegation No. 0170.1, 
sec. 2(77). 

§ 151.28 [Amended] 

■ 120. In § 151.28 amend paragraphs (a), 
(b), and (c) by removing the text ‘‘(CG– 
5431)’’ and adding, in its place, the text 
‘‘(CG–CVC–1)’’ wherever it is found. 

§ 151.66 [Amended] 

■ 121. In § 151.66 amend paragraph 
(b)(3) by removing the text ‘‘Dischrges’’ 
in the heading for table 151.66(b)(3), 
and adding, in its place, the text 
‘‘Discharges’’. 

PART 153—CONTROL OF POLLUTION 
BY OIL AND HAZARDOUS 
SUBSTANCES, DISCHARGE 
REMOVAL 

■ 122. Revise the authority citation for 
part 153 to read as follows: 

Authority: 14 U.S.C. 503; 33 U.S.C. 1321, 
1903, 1908; 42 U.S.C. 9615; 46 U.S.C. 6101; 
E.O. 12580, 3 CFR, 1987 Comp., p. 193; E.O. 
12777, 3 CFR, 1991 Comp., p. 351; 
Department of Homeland Security Delegation 
No. 0170.1. 

PART 154—FACILITIES 
TRANSFERRING OIL OR HAZARDOUS 
MATERIALS IN BULK 

■ 123. Revise the authority citation for 
part 154 to read as follows: 

Authority: 33 U.S.C. 1321(j)(1)(C), (j)(5), 
(j)(6), and (m)(2); 46 U.S.C. 70011, 70034; sec. 
2, E.O. 12777, 56 FR 54757; Department of 
Homeland Security Delegation No. 0170.1. 
Subpart F is also issued under 33 U.S.C. 
2735. Vapor control recovery provisions of 
Subpart P are also issued under 42 U.S.C. 
7511b(f)(2). 

PART 155—OIL OR HAZARDOUS 
MATERIAL POLLUTION PREVENTION 
REGULATIONS FOR VESSELS 

■ 124. Revise the authority citation for 
part 155 to read as follows: 

Authority: 3 U.S.C. 301 through 303; 33 
U.S.C. 1321(j), 1903(b), 2735; 46 U.S.C. 
70011; 70034; E.O. 12777, 56 FR 54757, 3 
CFR, 1991 Comp., p. 351; Department of 
Homeland Security Delegation No. 0170.1. 
Section 155.1020 also issued under section 
316 of Pub. L. 114–120. Section 155.480 also 
issued under section 4110(b) of Pub. L. 101– 
380. 

§ 155.1015 [Amended] 

■ 125. In § 155.1015 amend paragraph 
(c)(1) by removing the text ‘‘14 U.S.C. 
827’’ and adding, in its place, the text 
‘‘14 U.S.C. 3908’’. 

PART 156—OIL AND HAZARDOUS 
MATERIAL TRANSFER OPERATIONS 

■ 126. Revise the authority citation for 
part 156 to read as follows: 

Authority: 33 U.S.C. 1321(j); 46 U.S.C. 
3703, 3703a, 3715, 70011, 70034; E.O. 11735, 
3 CFR 1971–1975 Comp., p. 793; Department 
of Homeland Security Delegation No. 0170.1. 

PART 160—PORTS AND WATERWAYS 
SAFETY—GENERAL 

■ 127. Revise the authority citation for 
part 160 to read as follows: 

Authority: 46 U.S.C. 70001–70003, 70011, 
70034, and 701; Department of Homeland 
Security Delegation No. 0170.1. Subpart C is 
also issued under the authority of 33 U.S.C. 
70011 and 46 U.S.C. 3715. 

■ 128. Revise § 160.1 to read as follows: 

§ 160.1 Purpose. 

This subchapter contains regulations 
implementing 46 U.S.C. Chapter 700 
‘‘Ports and Waterways Safety’’ and 
related statutes. 

§ 160.107 [Amended] 

■ 129. In § 160.107, remove the text ‘‘33 
U.S.C. 1221–1232’’ and add, in its place, 
the text ‘‘46 U.S.C. Chapter 700’’. 

§ 160.320 [Amended] 

■ 130. In § 160.320, remove the text ‘‘33 
U.S.C. 1223(b)’’ and add, in its place, 
the text ‘‘46 U.S.C. 70002’’. 

PART 161—VESSEL TRAFFIC 
MANAGEMENT 

■ 131. Revise the authority citation for 
part 161 to read as follows: 

Authority: 46 U.S.C. 70001, 70002, 70003, 
70034, 70114, 70119; Pub. L. 107–295, 116 
Stat. 2064; Department of Homeland Security 
Delegation No. 0170.1. 

§ 161.1 [Amended] 

■ 132. In § 161.1 amend paragraph (a) 
by removing the text ‘‘the Ports and 
Waterways Safety Act (PWSA)’’ and 
adding, in its place, the text ‘‘46 U.S.C. 
Chapter 700 ‘‘Ports and Waterways 
Safety’’. 

§ 161.6 [Amended] 

■ 133. In § 161.6, remove the text 
‘‘Chapter 25 of the Ports and Waterways 
Safety Act (33 U.S.C. 1221 et seq.),’’ and 
add, in its place, the text ‘‘46 U.S.C. 
Chapter 700 ‘Ports and Waterways 
Safety’’’. 

PART 162—INLAND WATERWAYS 
NAVIGATION REGULATIONS 

■ 134. Revise the authority citation for 
part 162 to read as follows: 

Authority: 46 U.S.C. 70034; Department of 
Homeland Security Delegation No. 0170.1. 

§ 162.80 [Amended] 

■ 135. Amend the text in parentheses 
below § 162.80 by removing the text 
‘‘(33 U.S.C. 1231)’’ and adding, in its 
place, the text ‘‘(46 U.S.C. 70034)’’. 

PART 164—NAVIGATION SAFETY 
REGULATIONS 

■ 136. Revise the authority citation for 
part 164 to read as follows: 

Authority: 46 U.S.C. 2103, 3703, 70034; 
E.O. 12234, 45 FR 58801, 3 CFR, 1980 Comp., 
p. 277. Sec. 164.13 also issued under 46 
U.S.C. 8502. Sec. 164.46 also issued under 46 
U.S.C. 70114 and Sec. 102 of Pub. L. 107– 
295. Sec. 164.61 also issued under 46 U.S.C. 
6101. Department of Homeland Security 
Delegation No. 0170.1. 

■ 137. Revise the text in parentheses 
below § 164.25 to read as follows: 

§ 164.25 Tests Before Entering or Getting 
Underway. 

* * * * * 
(46 U.S.C. Chapter 700; 49 CFR 
1.46(n)(4)) 
■ 138. Revise the text in parentheses 
below 164.35 to read as follows: 

§ 164.35 Equipment: All Vessels 

* * * * * 
(46 U.S.C. Chapter 700; 49 CFR 
1.46(n)(4)) 

§ 164.37 [Amended] 

■ 139. In § 164.37, remove the text ‘‘33 
U.S.C. 1224; 46 U.S.C. 391(a)’’ and add, 
in its place, the text ‘‘46 U.S.C. 391(a), 
70004’’. 

§ 164.46 [Amended] 

■ 140. In Note 1 to § 164.46(b), remove 
the text ‘‘33 U.S.C. 1223(b)(3)’’, and add, 
in its place, the text ‘‘46 U.S.C. 70002’’. 
■ 141. Revise the text in parentheses 
below § 164.53 to read as follows: 

§ 164.53 Deviations From Rules and 
Reporting: Non-operating Equipment. 

* * * * * 
(46 U.S.C. 70034; 49 CFR 1.46(n)(4)). 
■ 142. Revise § 164.82(c) to read as 
follows: 

§ 164.82 Maintenance, failure, and 
reporting. 

* * * * * 
(c) Reporting. The owner, master, or 

operator of each towing vessel whose 
equipment is inoperative or otherwise 
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impaired while the vessel is operating 
within a Vessel Traffic Service (VTS) 
Area shall report the fact as required by 
33 CFR Table 161.18(a) row Q. 
* * * * * 

PART 165—REGULATED NAVIGATION 
AREAS AND LIMITED ACCESS AREAS 

■ 143. The authority citation for part 
165 continues to read as follows: 

Authority: 46 U.S.C. 70034, 70051; 33 CFR 
1.05–1, 6.04–1, 6.04–6, and 160.5; 
Department of Homeland Security Delegation 
No. 0170.1. 

§ 165.5 Establishment Procedures 

■ 144. In § 165.5 amend paragraph (a) 
by removing the text ‘‘authorized Coast 
Guard official’’ and adding, in its place, 
the text ‘‘Coast Guard official authorized 
to issue such an order in accordance 
with 33 CFR 1.05–1.’’ 

§ 165.9 [Amended] 

■ 145. In § 165.9 amend paragraph (d) 
by removing the text ‘‘14 U.S.C. 91 and 
633’’ and adding, in its place, the text 
‘‘14 U.S.C. 503 and 527.’’ 

§ 165.758 [Amended] 

■ 146. In § 165.758 amend paragraph (d) 
by removing the text ‘‘33 U.S.C. 1231 
and 46 U.S.C. 70051’’ and adding, in its 
place, the text ‘‘46 U.S.C. 70034 and 
70051.’’ 

§ 165.784 [Redesignated] 

■ 147. Redesignate § 165.784 as 
§ 165.559. 
■ 148. Revise the text in parentheses 
below § 165.810 to read as follows: 

§ 165.810 Mississippi River, LA-regulated 
navigation area. 

* * * * * 
(46 U.S.C. 70034; 49 CFR 1.46(n)(4)). 

§ 165.14–1414 [Redesignated] 

■ 149. Redesignate § 165.14–1414 as 
§ 165.1415. 

PART 166—SHIPPING SAFETY 
FAIRWAYS 

■ 150. Revise the authority citation for 
part 166 to read as follows: 

Authority: 46 U.S.C. 70001, 70003; 49 CFR 
1.46. 

§ 166.110 [Amended] 

■ 151. In § 166.110, remove the text ‘‘33 
U.S.C. 1223(c); 92 Stat. 1473’’ and add, 
in its place, the text ‘‘46 U.S.C. 70003’’. 

PART 167—OFFSHORE TRAFFIC 
SEPARATION SCHEMES 

■ 152. Revise the authority citation for 
part 167 to read as follows: 

Authority: 46 U.S.C. 70001, 70003; 
Department of Homeland Security Delegation 
No. 0170.0. 

§ 167.15 [Amended] 

■ 153. In § 167.15 amend paragraph (a) 
by removing the text ‘‘33 U.S.C. 1223 
(92 Stat. 1473)’’ and adding, in its place, 
the text ‘‘46 U.S.C. 70003’’. 

PART 169—SHIP REPORTING 
SYSTEMS 

■ 154. Revise the authority citation for 
part 169 to read as follows: 

Authority: 46 U.S.C. 70005, 70034, 70115, 
Department of Homeland Security Delegation 
No. 0170.1. 

■ 155. In § 169.135, revise paragraphs 
(b)(1) through (3) and (c) to read as 
follows: 

§ 169.135 How must the reports be made? 

* * * * * 
(b) * * * 
(1) By email to rightwhale.msr@

noaa.gov; 
(2) HF voice communication; or 
(3) VHF voice communications. 
(c) HF reports made directly to the 

Coast Guard’s Communications 
Command (COMMCOM) in Chesapeake, 
VA, or VHF reports made to Coast 
Guard shore units, should only be made 
by ships not equipped with INMARSAT 
C. Ships in this category must provide 
all the required information to the Coast 
Guard watchstander. 

PART 177—CORRECTION OF 
ESPECIALLY HAZARDOUS 
CONDITIONS 

■ 156. The authority citation for part 
177 continues to read as follows: 

Authority: 46 U.S.C. 4302, 4308, 4311; 
Pub. L. 103–206, 107 Stat. 2439. 

§ 177.03 [Amended] 

■ 157. In § 177.03 amend paragraph (c) 
by removing the text ‘‘(14 U.S.C. 89)’’ 
and adding, in its place, the text ‘‘(14 
U.S.C. 522)’’. 

TITLE 46—SHIPPING 

PART 1—ORGANIZATION, GENERAL 
COURSE AND METHODS GOVERNING 
MARINE SAFETY FUNCTIONS 

■ 158. Revise the authority citation for 
part 1 to read as follows: 

Authority: 5 U.S.C. 552; 14 U.S.C. 503; 46 
U.S.C. 7701; 46 U.S.C. Chapter 93; Secs. 101, 
888, and 1512, Pub. L. 107–296, 116 Stat. 
2135; Department of Homeland Security 
Delegation No. 0170.1; § 1.01–35 also issued 
under the authority of 44 U.S.C. 3507; and 
§ 1.03–55 also issued under the authority of 
46 U.S.C. 3306(j). 

Subpart 1.03—Rights of Appeal 

■ 159. Revise the authority citation for 
subpart 1.03 to read as follows: 

Authority: 5 U.S.C. 552; 14 U.S.C. 503; 46 
U.S.C. 7701; 46 U.S.C. Chapter 93; Public 
Law 107–296, 116 Stat. 2135; Department of 
Homeland Security Delegation No. 1070; 
§ 1.01–35 also issued under the authority of 
44 U.S.C. 3507. 

PART 2—VESSEL INSPECTIONS 

■ 160. Revise the authority citation for 
part 2 to read as follows: 

Authority: Sec. 622, Pub. L. 111–281; 33 
U.S.C. 1903; 43 U.S.C. 1333; 46 U.S.C. 2103, 
2110, 3306, 3703, 70034; Department of 
Homeland Security Delegation No. 
0170.1(II)(77), (90), (92)(a), (92)(b); E.O. 
12234, 45 FR 58801, 3 CFR, 1980 Comp., p. 
277, sec. 1–105. 

PART 4—MARINE CASUALTIES AND 
INVESTIGATIONS 

■ 161. Revise the authority citation for 
part 4 to read as follows: 

Authority: 43 U.S.C. 1333; 46 U.S.C. 2103, 
2303A, 2306, 6101, 6301, 6305, 70034; 50 
U.S.C. 198; Department of Homeland 
Security Delegation No. 0170.1. Subpart 4.40 
issued under 49 U.S.C. 1903(a)(1)(E). 

PART 7—BOUNDARY LINES 

■ 162. Revise the authority citation for 
part 7 to read as follows: 

Authority: 14 U.S.C. 503; 33 U.S.C. 151; 
Department of Homeland Security Delegation 
No. 0170.1. 

PART 8—VESSEL INSPECTION 
ALTERNATIVES 

■ 163. Revise the authority citation for 
part 8 to read as follows: 

Authority: 33 U.S.C. 1903, 1904, 3803 and 
3821; 46 U.S.C. 3103, 3306, 3316, 3703, and 
70034; Department of Homeland Security 
Delegation No. 0170.1 and Aug. 8, 2011 
Delegation of Authority, Anti-Fouling 
Systems. 

PART 16—CHEMICAL TESTING 

■ 164. The authority citation for part 16 
continues to read as follows: 

Authority: 46 U.S.C. 2103, 3306, 7101, 
7301, and 7701; Department of Homeland 
Security Delegation No. 0170.1. 

§ 16.500 [Amended] 

■ 165. In § 16.500, remove the text 
‘‘http://uscg.mil/hq/g-m/moa/ 
dapip.htm’’ wherever it appears, and 
add in its place, the text ‘‘https://
www.dco.uscg.mil/Our-Organization/ 
Assistant-Commandant-for-Prevention- 
Policy-CG-5P/Inspections-Compliance- 
CG-5PC-/Office-of-Investigations- 
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Casualty-Analysis/DAPI-Program-Main- 
Page/’’. 

PART 28—REQUIREMENTS FOR 
COMMERCIAL FISHING INDUSTRY 
VESSELS 

■ 166. The authority citation for part 28 
continues to read as follows: 

Authority: 46 U.S.C. 3316, 4502, 4505, 
4506, 6104, 8103, 10603; Department of 
Homeland Security Delegation No. 0170.1. 

§ 28.50 [Amended] 

■ 167. In § 28.50, amend the definition 
of ‘‘Coast Guard Boarding Officer’’ by 
removing the text ‘‘14 U.S.C. 89’’ and 
adding, in its place, the text ‘‘14 U.S.C. 
522’’. 

§ 28.275 [Amended] 

■ 168. In § 28.275 amend paragraph 
(a)(2) by removing the text ‘‘46 CFR’’ 
and adding, in its place, the text ‘‘§ ’’. 

PART 30—GENERAL PROVISIONS 

■ 169. The authority citation for part 30 
continues to read as follows: 

Authority: 46 U.S.C. 2103, 3306, 3703; 
Department of Homeland Security Delegation 
No. 0170.1(II)(92)(a), (92)(b). 

§ 30.30–1 [Amended] 

■ 170. In § 30.30–1 amend paragraph (c) 
by removing the text ‘‘33 U.S.C. 
1228(a)(5)’’ and adding, in its place, the 
text ‘‘46 U.S.C. 70021(a)(5)’’. 

PART 35—OPERATIONS 

■ 171. Revise the authority citation for 
part 35 to read as follows: 

Authority: 33 U.S.C. 1321(j); 46 U.S.C. 
3306, 3703, 6101, 70011, 70034; 49 U.S.C. 
5103, 5106; E.O. 12234, 45 FR 58801, 3 CFR, 
1980 Comp., p. 277; E.O. 12777, 56 FR 54757, 
3 CFR, 1991 Comp., p. 351; Department of 
Homeland Security Delegation No. 0170.1. 

PART 39—VAPOR CONTROL 
SYSTEMS 

■ 172. Revise the authority citation for 
part 39 to read as follows: 

Authority: 42 U.S.C. 7511b(f)(2); 46 U.S.C. 
3306, 3703, 3715(b), 70011, 70034; E.O. 
12234, 45 FR 58801, 3 CFR, 1980 Comp., p. 
277; Department of Homeland Security 
Delegation No. 0170.1. 

§ 39.1005 [Amended] 

■ 173. In § 39.1005 amend paragraph (a) 
by removing the text ‘‘Coast Guard, 
Office of Design and Engineering 
Standards (CG–ENG) 2100 2nd Street 
SW, Stop 7126, Washington, DC 20593– 
7126’’ and adding, in its place, the text 
‘‘Coast Guard Headquarters, 
Commandant (CG–ENG), Attn: Office of 

Design and Engineering Standards, U.S. 
Coast Guard Stop 7509, 2703 Martin 
Luther King Jr. Avenue SE, Washington, 
DC 20593–7509’’. 

§ 39.1015 [Amended] 

■ 174. In § 39.1015, remove the text ‘‘33 
CFR 39.1013(a)’’ and add, in its place, 
the text ‘‘46 CFR 39.1013(a)’’. 

PART 68—DOCUMENTATION OF 
VESSELS: EXCEPTIONS TO 
COASTWISE QUALIFICATION 

■ 175. Revise the authority citation for 
part 68 to read as follows: 

Authority: 14 U.S.C. 946; 31 U.S.C. 9701; 
42 U.S.C. 9118; 46 U.S.C. 2103, 2110; 46 
U.S.C. app. 876; Department of Homeland 
Security Delegation No. 0170.1. 

Dated: August 26, 2020. 
Michael Cunningham, 
Chief, Office of Regulations and 
Administrative Law, U.S. Coast Guard. 
[FR Doc. 2020–19177 Filed 9–17–20; 8:45 am] 

BILLING CODE 9110–04–P 

DEPARTMENT OF COMMERCE 

Patent and Trademark Office 

37 CFR Parts 1, 11, 41, and 42 

[Docket No. PTO–P–2018–0031] 

RIN 0651–AD31 

Setting and Adjusting Patent Fees 
During Fiscal Year 2020 

AGENCY: United States Patent and 
Trademark Office, Department of 
Commerce. 
ACTION: Final rule; correction. 

SUMMARY: The United States Patent and 
Trademark Office (Office or USPTO) 
makes corrections to a final rule that set 
or adjusted patent fees that was 
published on August 3, 2020. This rule 
fixes typographical errors and makes 
other nonsubstantive changes to 
improve clarity in the regulations. 
DATES: This correction is effective 
October 2, 2020. 
FOR FURTHER INFORMATION CONTACT: 
Brendan Hourigan, Director of the Office 
of Planning and Budget, by telephone at 
571–272–8966; or Dianne Buie, Director, 
Forecasting and Analysis Division, by 
telephone at 571–272–6301. 
SUPPLEMENTARY INFORMATION: 

Rulemaking Considerations 

A. Administrative Procedure Act: This 
rulemaking corrects typographical and 
format errors in a rulemaking setting 
and adjusting patent fees. The changes 

in this rulemaking involve rules of 
agency practice and procedure and/or 
interpretive rules. See Perez v. Mortg. 
Bankers Ass’n, 135 S. Ct. 1199, 1204 
(2015) (Interpretive rules ‘‘advise the 
public of the agency’s construction of 
the statutes and rules which it 
administers.’’ (citation and internal 
quotation marks omitted)); Nat’l Org. of 
Veterans’ Advocates v. Sec’y of Veterans 
Affairs, 260 F.3d 1365, 1375 (Fed. Cir. 
2001) (rule that clarifies interpretation 
of a statute is interpretive); Bachow 
Commc’ns Inc. v. FCC, 237 F.3d 683, 
690 (D.C. Cir. 2001) (Rules governing an 
application process are procedural 
under the Administrative Procedure 
Act.); Inova Alexandria Hosp. v. 
Shalala, 244 F.3d 342, 350 (4th Cir. 
2001) (Rules for handling appeals were 
procedural where they did not change 
the substantive standard for reviewing 
claims.). 

Accordingly, prior notice and 
opportunity for public comment for the 
changes in this rulemaking are not 
required pursuant to 5 U.S.C. 553(b) or 
(c), or any other law. See Perez, 135 S. 
Ct. at 1206 (Notice and comment 
procedures are required neither when 
an agency ‘‘issue[s] an initial 
interpretive rule’’ nor ‘‘when it amends 
or repeals that interpretive rule.’’); 
Cooper Techs. Co. v. Dudas, 536 F.3d 
1330, 1336–37 (Fed. Cir. 2008) (stating 
that 5 U.S.C. 553, and thus 35 U.S.C. 
2(b)(2)(B), do not require notice and 
comment rulemaking for ‘‘interpretative 
rules, general statements of policy, or 
rules of agency organization, procedure, 
or practice’’ (quoting 5 U.S.C. 
553(b)(A))). 

The 30-day delay in effectiveness is 
not applicable because this rule is not 
a substantive rule, as the changes in this 
rule have no impact on the standard for 
reviewing patent applications. As 
discussed above, the changes in this 
rulemaking involve correcting 
typographic errors in the final rule 
published on August 3, 2020. These 
changes are administrative in nature 
and will have no substantive impact on 
the evaluation of a patent application. 
The purpose of a delay in effectiveness 
is to allow affected parties time to 
modify their behaviors, businesses, or 
practices to come into compliance with 
new regulations. This rule imposes no 
additional requirements on the affected 
entities. Therefore, the requirement for 
a 30-day delay in effectiveness is not 
applicable, and the rule is made 
effective on October 2, 2020. 

B. Regulatory Flexibility Act: As prior 
notice and an opportunity for public 
comment are not required pursuant to 5 
U.S.C. 553 or any other law, neither a 
Regulatory Flexibility Act analysis nor a 
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certification under the Regulatory 
Flexibility Act (5 U.S.C. 601 et seq.) is 
required. See 5 U.S.C. 603. 

C. Executive Order 12866 (Regulatory 
Planning and Review): This rulemaking 
has been determined to be not 
significant for purposes of Executive 
Order 12866 (Sept. 30, 1993). 

D. Executive Order 13771 (Reducing 
Regulation and Controlling Regulatory 
Costs): This rule is not an Executive 
Order 13771 regulatory action because 
this rule is not significant. 

Corrections 

In FR Doc. 2020–16559, appearing on 
page 46932 in the Federal Register of 
Monday, August 3, 2020, the following 
corrections are made: 
■ 1. On page 46975, in the first column, 
the first sentence under the heading 
‘‘Section 1.21’’ is revised to read 
‘‘Section 1.21 is amended by revising 
paragraphs (a)(1), (2), and (5), (a)(9)(ii), 
and (a)(10), (k), (n), (o), and (q) to set 
forth miscellaneous fees and charges as 
authorized under section 10 of the Act.’’ 
■ 2. On page 46979, in the first column, 
the text reading ‘‘[INSERT DATE 60 
DAYS AFTER DATE OF PUBLICATION 
IN THE Federal Register]’’ is revised to 
read ‘‘October 2, 2020’’. 

§ 1.17 [Corrected] 

■ 3. In the amendment to § 1.17: 
■ a. On page 46987, in the first column, 
in paragraph (a)(2), in Table 2 to 
Paragraph (a)(2), the second entry in the 
second column, ‘‘320.0’’, is corrected to 
read ‘‘320.00’’. 
■ b. On page 46987, in the second 
column, paragraph (f) introductory text 
is corrected to read ‘‘(f) For filing a 
petition under one of the following 
sections that refers to this paragraph 
(f):’’. 
■ c. On page 46987, in the second 
column, paragraph (f) is corrected by 
adding periods at the end of each item 
listed below Table 10 to Paragraph (f). 
■ d. On page 46987, in the second 
column and continuing into the third 
column, paragraph (g) is corrected by 
adding periods at the end of each item 
listed below Table 11 to Paragraph (g). 
■ e. On page 46987, in the third column, 
paragraph (i)(2) introductory text is 
corrected to read ‘‘(2) For taking action 
under one of the following sections that 
refers to this paragraph (i)(2):’’. 
■ f. On page 46987, in the third column, 
paragraph (i)(2) is corrected by adding 
periods at the end of each item listed 
below Table 14 to Paragraph (i)(2). 
■ g. On page 46988, in the first column, 
paragraph (q) introductory text is 
corrected to read: ‘‘(q) Processing fee for 
taking action under one of the following 

sections that refers to this paragraph (q): 
$50.00.’’. 
■ h. On page 46988, in the first column, 
paragraph (q) is corrected by adding 
periods at the end of each item listed 
after the introductory text. 

§ 1.18 [Corrected] 

■ 4. On page 46988, in the second 
column, in § 1.18, paragraphs (d)(3), (e), 
and (f) are corrected to read as follows: 

§ 1.18 Patent post allowance (including 
issue) fees. 

* * * * * 
(d) * * * 

(3) Republication fee 
(§ 1.221(a)) ........................ $320.00 

(e) For filing an application 
for patent term adjust-
ment under § 1.705 .......... 210.00 

(f) For filing a request for 
reinstatement of all or 
part of the term reduced 
pursuant to § 1.704(b) in 
an application for a pat-
ent term adjustment 
under § 1.705 .................... 420.00 

§ 1.20 [Corrected] 

■ 5. In the amendments to § 1.20: 
■ a. On page 46988, in the third column, 
paragraphs (c)(1)(i)(A) through (D) and 
(c)(1)(ii)(A) are corrected by adding a 
semicolon at the end of each paragraph. 
■ b. On page 46988, in the third column, 
paragraph (c)(1)(i)(E) is corrected to read 
‘‘(E) Margins that conform to the 
requirements of § 1.52(a)(1)(ii); and’’. 
■ c. On page 46988, in the third column, 
paragraph (c)(1)(i)(F) is corrected by 
adding a period at the end of the 
paragraph. 
■ d. On page 46988, in the third 
column, paragraph (c)(1)(ii)(B) is 
corrected to read ‘‘The copy of the entire 
patent for which reexamination is 
requested pursuant to § 1.510(b)(4); 
and’’. 
■ e. On page 46988, in the third column, 
paragraph (c)(1)(ii)(C) is corrected by 
adding a period at the end of the 
paragraph. 
■ f. On page 46989, in the first column, 
in paragraph (c)(7), Table 6 to Paragraph 
(c)(7) is revised to read as follows: 

TABLE 6 TO PARAGRAPH (C)(7) 

By a micro entity (§ 1.29) ..... $945.00 
By a small entity (§ 1.27(a)) 1,890.00 
By other than a small or 

micro entity ........................ 3,780.00 

■ 6. On page 46989, in the third column, 
amendatory instruction 7 is corrected by 
removing instruction 7c and 
redesignating instructions 7d through f 
as instructions 7c through e. 

■ 7. On page 46991, in the first column, 
in § 1.445, paragraph (a)(6) is corrected 
to read: 

§ 1.445 International application filing, 
processing and search fees. 

(a) * * * 
(6) Late payment fee pursuant to PCT 

Rule 16bis.2. 
* * * * * 

Dated: September 14, 2020. 
Andrei Iancu, 
Under Secretary of Commerce for Intellectual 
Property and Director of the United States 
Patent and Trademark Office. 
[FR Doc. 2020–20634 Filed 9–17–20; 8:45 am] 

BILLING CODE 3510–16–P 

ENVIRONMENTAL PROTECTION 
AGENCY 

40 CFR Part 52 

[EPA–R04–OAR–2016–0655; FRL–10014– 
35–Region 4] 

Air Plan Approval; SC and TN: 
Minimum Reporting Requirements in 
SIPs 

AGENCY: Environmental Protection 
Agency (EPA). 
ACTION: Final rule. 

SUMMARY: The Environmental Protection 
Agency (EPA) is finalizing approval of 
a portion of State Implementation Plan 
(SIP) revisions for South Carolina 
submitted by the South Carolina 
Department of Health and 
Environmental Control (SC DHEC) 
through letters dated August 8, 2014, 
and August 12, 2015, and a portion of 
a SIP revision for Tennessee submitted 
by the Tennessee Department of 
Environment and Conservation (TDEC) 
through a letter dated February 17, 
2014. The South Carolina SIP revisions 
modify a provision that requires fossil 
fuel-fired steam generators having a heat 
input capacity of more than 250 million 
British thermal units (Btu) per hour 
(Btu/hr) to submit continuous opacity 
monitoring reports required by the SIP 
on a quarterly basis. This provision is 
modified to allow such reporting on a 
semiannual basis instead. The South 
Carolina SIP does not contain any other 
continuous opacity monitoring report 
requirements for the subject sources, 
and this rule revision has no impact on 
any federal reporting requirements. 
Specifically, the South Carolina SIP 
revisions do not override any other 
reporting requirements that might 
continue to require more frequent 
reporting. The Tennessee SIP revision 
adds a new provision that requires any 
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1 The effective date of the change to South 
Carolina Regulation 61–62.5, Standard No. 1, 
Section IV, made in South Carolina’s August 8, 
2014, and August 12, 2015, SIP revisions is June 26, 
2015. However, for purposes of the state effective 
date included at 40 CFR 52.2120(c), that change to 
South Carolina’s regulation is captured and 
superseded by South Carolina’s update in a 
November 4, 2016, SIP revision, state effective on 
September 23, 2016, which EPA previously 
approved on June 25, 2018. See 83 FR 29455. 

2 See 62 FR 27968 (May 22, 1997). 

source subject to the State’s title V 
operating permit program to submit 
emission monitoring reports required by 
the SIP on a semiannual basis rather 
than on a quarterly basis. Much like the 
South Carolina SIP revisions, the 
Tennessee SIP revision has no impact 
on any federal reporting requirements 
and does not override any other 
reporting requirements that might 
continue to require more frequent 
reporting. EPA is approving these 
changes to the South Carolina and 
Tennessee SIPs because they are 
consistent with recent changes to 
federal regulations and because the 
South Carolina and Tennessee SIP 
revisions are consistent with the Clean 
Air Act (CAA or Act). 

DATES: This rule is effective October 19, 
2020. 

ADDRESSES: EPA has established a 
docket for this action under Docket 
Identification No. EPA–R04–OAR– 
2016–0655. All documents in the docket 
are listed on the www.regulations.gov 
website. Although listed in the index, 
some information may not be publicly 
available, i.e., Confidential Business 
Information or other information whose 
disclosure is restricted by statute. 
Certain other material, such as 
copyrighted material, is not placed on 
the internet and will be publicly 
available only in hard copy form. 
Publicly available docket materials can 
either be retrieved electronically via 
www.regulations.gov or in hard copy at 
the Air Regulatory Management Section, 
Air Planning and Implementation 
Branch, Air and Radiation Division, 
U.S. Environmental Protection Agency, 
Region 4, 61 Forsyth Street SW, Atlanta, 
Georgia 30303–8960. EPA requests that 
if at all possible, you contact the person 
listed in the FOR FURTHER INFORMATION 
CONTACT section to schedule your 
inspection. The Regional Office’s 
official hours of business are Monday 
through Friday 8:30 a.m. to 4:30 p.m., 
excluding Federal holidays. 

FOR FURTHER INFORMATION CONTACT: Joel 
Huey, Air Planning and Implementation 
Branch, Air and Radiation Division, 
U.S. Environmental Protection Agency, 
Region 4, 61 Forsyth Street SW, Atlanta, 
Georgia 30303–8960, or Sean Lakeman, 
Air Regulatory Management Section, Air 
Planning and Implementation Branch, 
Air and Radiation Division, U.S. 
Environmental Protection Agency, 
Region 4, 61 Forsyth Street SW, Atlanta, 
Georgia 30303–8960. Mr. Huey can be 
reached by telephone at (404) 562–9104 
or via electronic mail at huey.joel@
epa.gov. Mr. Lakeman can be reached by 
telephone at (404) 562–9043 or via 

electronic mail at lakeman.sean@
epa.gov. 

SUPPLEMENTARY INFORMATION: 

I. Background 

In a July 21, 2020 (85 FR 44027), 
notice of proposed rulemaking (NPRM), 
EPA proposed to approve revisions to 
the South Carolina SIP, submitted by SC 
DHEC on August 8, 2014, and August 
12, 2015, concerning the frequency with 
which fossil fuel-fired steam generators 
are required to submit continuous 
opacity monitoring reports to the State. 
In that NPRM, EPA also proposed to 
approve a revision to the Tennessee SIP, 
submitted by TDEC on February 17, 
2014, concerning the frequency with 
which major sources subject to the title 
V operating permit program are required 
to report excess emissions data to the 
State. These SIP revisions would change 
certain existing quarterly emission 
reporting requirements to semiannual 
requirements for affected facilities. Due 
to a conflict with the federal rule at that 
time, EPA stated that the Agency did 
not intend to take final action on these 
SIP revisions unless and until EPA has 
taken final action to revise Appendix P 
of 40 CFR part 51 (Appendix P), as 
proposed in the Agency’s February 21, 
2020, notice of proposed rulemaking. 

In a final action published on August 
14, 2020 (85 FR 49596), EPA finalized 
revisions to Appendix P that changed 
the minimum frequency for submitting 
reports of excess emissions from ‘‘each 
calendar quarter’’ to ‘‘twice per year at 
6-month intervals’’ for the four source 
categories subject to Appendix P (fossil 
fuel-fired steam generators, nitric acid 
plants, sulfuric acid plants, and fluid 
bed catalytic cracking unit catalyst 
regenerators at petroleum refineries). As 
a result, states may establish semiannual 
reporting as the minimum frequency for 
affected sources to submit reports of 
excess emissions to the state. This 
reporting frequency aligns with what 
EPA has generally established as the 
reporting frequency applicable to the 
Appendix P source categories under 
more recently updated regulations. Due 
to this change to Appendix P, the South 
Carolina SIP revision and the Tennessee 
SIP revision are no longer in conflict 
with the federal requirement for 
quarterly excess emissions reporting for 
the four source categories subject to 
Appendix P. 

EPA received no adverse comments 
on the July 21, 2020, NPRM, which 
includes the full rationale behind the 
proposed approval of the revisions to 
the South Carolina and Tennessee SIPs. 
EPA is taking final action to approve 
these SIP revisions because they are 

consistent with the provisions of the 
CAA. 

II. Incorporation by Reference 
In this rule, EPA is finalizing 

regulatory text that includes 
incorporation by reference. In 
accordance with requirements of 1 CFR 
51.5, EPA is incorporating by reference 
South Carolina Regulation 61–62.5 
Standard No. 1, Section IV, ‘‘Opacity 
Monitoring Requirements,’’ state 
effective September 23, 2016,1 which 
revises the quarterly reporting 
requirement to a semiannual 
requirement. Also, in accordance with 
requirements of 1 CFR 51.5, EPA is 
incorporating by reference Tennessee 
Rule 1200–03–10–.02, ‘‘Monitoring of 
Source Emissions, Recording, and 
Reporting of the Same Are Required,’’ 
state effective February 5, 2013, which 
revises the quarterly reporting 
requirement to a semiannual 
requirement. EPA has made, and will 
continue to make, these materials 
generally available through 
www.regulations.gov and at the EPA 
Region 4 office (please contact the 
person identified in the ‘‘For Further 
Information Contact’’ section of this 
preamble for more information). 
Therefore, these materials have been 
approved by EPA for inclusion in their 
respective SIPs, have been incorporated 
by reference by EPA into those plans, 
are fully federally enforceable under 
sections 110 and 113 of the CAA as of 
the effective date of the final rulemaking 
of EPA’s approval, and will be 
incorporated by reference in the next 
update to the SIP compilation.2 

III. Final Actions 
EPA is approving a portion of South 

Carolina’s August 8, 2014, and August 
12, 2015, SIP revisions to change Rule 
61–62.5 Standard 1, Section IV.B.1 to 
provide that the owner or operator of 
any fossil fuel-fired steam generators 
having a heat input capacity of more 
than 250 million Btu/hr shall submit a 
written continuous opacity monitor 
report to SC DHEC semiannually or 
more often if requested, thus revising 
the existing requirement to submit such 
reports on a quarterly basis. EPA is also 
approving Tennessee’s February 17, 
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2014, SIP revision including a change to 
Rule 1200–03–10–.02 to add a new 
subparagraph (2)(d) which states: ‘‘Any 
source located at a facility required to 
obtain a major source operating permit 
in accordance with the provisions of 
paragraph (11) of Rule 1200–03–09–.02 
may submit the reports required by this 
rule on a semi-annual basis.’’ This 
revision to the Tennessee SIP changes 
the existing SIP requirement for title V 
sources to submit monitoring reports 
required by Rule 1200–03–10–.02 to the 
State from a quarterly basis to a 
semiannual basis. 

IV. Statutory and Executive Order 
Reviews 

Under the CAA, the Administrator is 
required to approve a SIP submission 
that complies with the provisions of the 
Act and applicable Federal regulations. 
See 42 U.S.C. 7410(k); 40 CFR 52.02(a). 
Thus, in reviewing SIP submissions, 
EPA’s role is to approve state choices, 
provided that they meet the criteria of 
the CAA. These actions merely approve 
state law as meeting Federal 
requirements and do not impose 
additional requirements beyond those 
imposed by state law. For that reason, 
these actions: 

• Are not a significant regulatory 
action subject to review by the Office of 
Management and Budget under 
Executive Orders 12866 (58 FR 51735, 
October 4, 1993) and 13563 (76 FR 3821, 
January 21, 2011); 

• Are not an Executive Order 13771 
(82 FR 9339, February 2, 2017) 
regulatory action because SIP approvals 
are exempted under Executive Order 
12866; 

• Do not impose an information 
collection burden under the provisions 
of the Paperwork Reduction Act (44 
U.S.C. 3501 et seq.); 

• Are certified as not having a 
significant economic impact on a 
substantial number of small entities 
under the Regulatory Flexibility Act (5 
U.S.C. 601 et seq.); 

• Do not contain any unfunded 
mandate or significantly or uniquely 
affect small governments, as described 
in the Unfunded Mandates Reform Act 
of 1995 (Pub. L. 104–4); 

• Do not have Federalism 
implications as specified in Executive 
Order 13132 (64 FR 43255, August 10, 
1999); 

• Are not an economically significant 
regulatory action based on health or 
safety risks subject to Executive Order 
13045 (62 FR 19885, April 23, 1997); 

• Are not a significant regulatory 
action subject to Executive Order 13211 
(66 FR 28355, May 22, 2001); 

• Are not subject to requirements of 
Section 12(d) of the National 
Technology Transfer and Advancement 
Act of 1995 (15 U.S.C. 272 note) because 
application of those requirements would 
be inconsistent with the CAA; and 

• Do not provide EPA with the 
discretionary authority to address, as 
appropriate, disproportionate human 
health or environmental effects, using 
practicable and legally permissible 
methods, under Executive Order 12898 
(59 FR 7629, February 16, 1994). 

In addition, for Tennessee, the SIP is 
not approved to apply on any Indian 
reservation land or in any other area 
where EPA or an Indian tribe has 
demonstrated that a tribe has 
jurisdiction. In those areas of Indian 
country, the rule does not have tribal 
implications as specified by Executive 
Order 13175 (65 FR 67249, November 9, 
2000), nor will it impose substantial 
direct costs on tribal governments or 
preempt tribal law. 

For South Carolina, because this final 
action merely approves state law as 
meeting Federal requirements and does 
not impose additional requirements 
beyond those imposed by state law, this 
final action for the State of South 
Carolina does not have Tribal 
implications as specified by Executive 
Order 13175 (65 FR 67249, November 9, 
2000). Therefore, this action will not 
impose substantial direct costs on Tribal 
governments or preempt Tribal law. The 
Catawba Indian Nation (CIN) 
Reservation is located within the 
boundary of York County, South 
Carolina. Pursuant to the Catawba 
Indian Claims Settlement Act, S.C. Code 
Ann. 27–16–120 (Settlement Act), ‘‘all 
state and local environmental laws and 
regulations apply to the [Catawba Indian 
Nation] and Reservation and are fully 
enforceable by all relevant state and 
local agencies and authorities.’’ The CIN 
also retains authority to impose 
regulations applying higher 
environmental standards to the 
Reservation than those imposed by state 
law or local governing bodies, in 
accordance with the Settlement Act. 

The Congressional Review Act, 5 
U.S.C. 801 et seq., as added by the Small 
Business Regulatory Enforcement 
Fairness Act of 1996, generally provides 
that before a rule may take effect, the 
agency promulgating the rule must 
submit a rule report, which includes a 
copy of the rule, to each House of the 
Congress and to the Comptroller General 

of the United States. EPA will submit a 
report containing this action and other 
required information to the U.S. Senate, 
the U.S. House of Representatives, and 
the Comptroller General of the United 
States prior to publication of the rule in 
the Federal Register. A major rule 
cannot take effect until 60 days after it 
is published in the Federal Register. 
This action is not a ‘‘major rule’’ as 
defined by 5 U.S.C. 804(2). 

Under section 307(b)(1) of the CAA, 
petitions for judicial review of this 
action must be filed in the United States 
Court of Appeals for the appropriate 
circuit by November 17, 2020. Filing a 
petition for reconsideration by the 
Administrator of this final rule does not 
affect the finality of this action for the 
purposes of judicial review nor does it 
extend the time within which a petition 
for judicial review may be filed, and 
shall not postpone the effectiveness of 
such rule or action. This action may not 
be challenged later in proceedings to 
enforce its requirements. See section 
307(b)(2). 

List of Subjects in 40 CFR Part 52 

Environmental protection, Air 
pollution control, Carbon monoxide, 
Incorporation by reference, 
Intergovernmental relations, Lead, 
Nitrogen dioxide, Ozone, Particulate 
matter, Reporting and recordkeeping 
requirements, Sulfur oxides, Volatile 
organic compounds. 

Dated: August 27, 2020. 
Mary Walker, 
Regional Administrator, Region 4. 

For the reasons stated in the 
preamble, the EPA amends 40 CFR part 
52 as follows: 

PART 52—APPROVAL AND 
PROMULGATION OF 
IMPLEMENTATION PLANS 

■ 1. The authority citation for part 52 
continues to read as follows: 

Authority: 42 U.S.C. 7401 et seq. 

Subpart PP—South Carolina 

■ 2. In § 52.2120 amend the table in 
paragraph (c) under by revising the 
entry for ‘‘Section IV’’ under ‘‘Standard 
No. 1, Emissions from Fuel Burning 
Operations’’ under ‘‘Regulation No. 
62.5, Air Pollution Control Standards’’ 
to read as follows: 

§ 52.2120 Identification of plan. 

* * * * * 
(c) * * * 
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EPA-APPROVED SOUTH CAROLINA REGULATIONS 

State citation Title/subject State effective 
date EPA approval date Explanation 

* * * * * * * 
Regulation No. 62.5 ........................ Air Pollution Control Standards.
Standard No. 1 ................................ Emissions from Fuel Burning Op-

erations.

* * * * * * * 
Section IV ........................................ Opacity Monitoring Requirements 9/23/2016 9/18/2020, Insert citation of publi-

cation.

* * * * * * * 

* * * * * 

Subpart RR—Tennessee 

■ 3. Section 52.2220(c) Table 1 is 
amended under ‘‘Chapter 1200–3–10 

Required Sampling, Recording, and 
Reporting’’ by revising the entry for 
‘‘Section 1200–3–10–.02’’ to read as 
follows: 

§ 52.2220 Identification of plan. 

* * * * * 
(c) * * * 

TABLE 1—EPA APPROVED TENNESSEE REGULATIONS 

State citation Title/subject State effective 
date EPA approval date Explanation 

* * * * * * * 

Chapter 1200–3–10 Required Sampling, Recording, and Reporting 

* * * * * * * 
Section 1200–3–10–.02 .................. Monitoring of Source Emissions, 

Recording, and Reporting of the 
Same are Required.

2/5/2013 9/18/2020, Insert citation of publi-
cation.

* * * * * * * 

* * * * * 
[FR Doc. 2020–19346 Filed 9–17–20; 8:45 am] 

BILLING CODE 6560–50–P 

ENVIRONMENTAL PROTECTION 
AGENCY 

40 CFR Parts 52 and 81 

[EPA–R09–OAR–2019–0654; FRL–10014– 
02–Region 9] 

PM10 Maintenance Plan and 
Redesignation Request; Imperial 
Valley Planning Area; California 

AGENCY: Environmental Protection 
Agency (EPA). 
ACTION: Final rule. 

SUMMARY: The Environmental Protection 
Agency (EPA) is taking final action to 
approve the ‘‘Imperial County 2018 
Redesignation Request and Maintenance 
Plan for Particulate Matter Less Than 10 
Microns in Diameter (PM10) ’’ (‘‘Imperial 
PM10 Plan’’) as a revision to the 
California state implementation plan 

(SIP). The Imperial PM10 Plan includes, 
among other elements, a demonstration 
of implementation of best available 
control measures and a maintenance 
plan that includes an emissions 
inventory consistent with attainment, a 
maintenance demonstration, 
contingency provisions, and motor 
vehicle emissions budgets for use in 
transportation conformity 
determinations. In connection with the 
approval of the Imperial PM10 Plan, the 
EPA is determining that PM10 
precursors do not contribute 
significantly to elevated PM10 levels in 
the area. The EPA is also approving the 
State of California’s request to 
redesignate the Imperial Valley 
Planning Area from nonattainment to 
attainment for the PM10 national 
ambient air quality standards. The EPA 
is taking these actions because the SIP 
revision meets the applicable statutory 
and regulatory requirements for such 
plans and motor vehicle emissions 
budgets and because the area meets the 
Clean Air Act requirements for 

redesignation of nonattainment areas to 
attainment. 
DATES: This rule is effective on October 
19, 2020. 
ADDRESSES: The EPA has established a 
docket for this action under Docket ID 
No. EPA–R09–OAR–2019–0654. All 
documents in the docket are listed on 
the http://www.regulations.gov website. 
Although listed in the index, some 
information may not be publicly 
available, e.g., Confidential Business 
Information (CBI) or other information 
whose disclosure is restricted by statute. 
Certain other material, such as 
copyrighted material, is not placed on 
the internet and will be publicly 
available only in hard copy form. 
Publicly available docket materials are 
available through http:// 
www.regulations.gov. Please contact the 
person identified in the FOR FURTHER 
INFORMATION CONTACT section for 
additional availability information. If 
you need assistance in a language other 
than English or if you are a person with 
disabilities who needs a reasonable 
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1 CARB submitted the Imperial PM10 Plan 
electronically on February 13, 2019, as an 
attachment to a letter dated February 6, 2019. 

2 Particulate matter is the generic term for a broad 
class of chemically and physically diverse 
substances that exist as discrete particles (liquid 
droplets or solids) over a wide range of sizes. 
Particles originate from a variety of anthropogenic 
stationary and mobile sources as well as from 
natural sources. Particles may be emitted directly or 
form in the atmosphere by transformations of 
gaseous emissions such as sulfur dioxide (SO2), 
oxides of nitrogen (NOX), volatile organic 
compounds (VOC), and ammonia (NH3). The 
chemical and physical properties of particulate 
matter vary greatly with time, region, meteorology, 
and source category. SO2, NOX, VOC, and NH3 are 
referred to as PM10 precursors. In this final rule, we 
are taking final action to find that precursors do not 
contribute significantly to elevated ambient PM10 
concentrations in the Imperial Valley Planning 
Area. 

3 85 FR 18509, 18510–18512. 

4 Imperial County encompasses approximately 
4,500 square miles in southeastern California. It is 
home to approximately 190,600 people, and its 
principal industries are farming and retail trade. It 
is bordered by Riverside County to the north, 
Arizona to the east, Mexico to the south, and San 
Diego County and coastal mountains to the west. 
The Salton Sea straddles the boundary between 
Riverside and Imperial counties with most of the 
lake located in the northwest portion of Imperial 
County. 

5 The Imperial Valley Planning Area encompasses 
the western and central parts of the County and 
includes the Imperial Valley. The Imperial Valley 
runs north-south through the central part of the 
County. Most of the County’s population and 
industries exist within this relatively narrow land 
area, which extends about one-fourth the width of 
the County. 

6 69 FR 48972 (August 11, 2004). 
7 85 FR 18509, 18513–18515. 

8 Id. at 18515–18519. 
9 Id. at 18517–18518. 
10 Id. at 18519–18520. 
11 Id. at 18520–18526. 

accommodation at no cost to you, please 
contact the person identified in the FOR 
FURTHER INFORMATION CONTACT section. 
FOR FURTHER INFORMATION CONTACT: 
Ginger Vagenas, EPA Region IX, 75 
Hawthorne St., San Francisco, CA 
94105. By phone at 415–972–3964, or by 
email at Vagenas.Ginger@epa.gov. 
SUPPLEMENTARY INFORMATION: 
Throughout this document, the terms 
‘‘we,’’ ‘‘us,’’ and ‘‘our’’ mean the EPA. 

Table of Contents 

I. Summary of Proposed Rule 
II. Public Comments and EPA Responses 
III. Final Action 
IV. Statutory and Executive Order Reviews 

I. Summary of Proposed Rule 
On April 2, 2020 (85 FR 18509), under 

section 110(k) of the Clean Air Act 
(CAA or ‘‘Act’’), the EPA proposed to 
approve the Imperial PM10 Plan 
submitted by the California Air 
Resources Board (CARB) by letter dated 
February 6, 2019, as a revision to the 
California SIP.1 In addition, under CAA 
section 107(d)(3)(D), we proposed to 
approve CARB’s request to redesignate 
the Imperial Valley Planning Area to 
attainment for the PM10 national 
ambient air quality standards (NAAQS). 
We did so based on our conclusion that 
the area has met, or will meet as part of 
this action, all the criteria for 
redesignation under CAA section 
107(d)(3)(E). 

In our proposed rule, we provided 
background information on the NAAQS 
for particulate matter with an 
aerodynamic diameter less than or equal 
to a nominal ten micrometers (PM10); 2 
the area designations and related SIP 
revision requirements under the CAA; 
the Exceptional Events Rule (EER) 
codified at 40 CFR 50.1, 40 CFR 50.14 
and 40 CFR 51.930; and the PM10 
planning for the Imperial Valley 
Planning Area.3 In short, in 1987, we 

established a NAAQS for PM10 of 150 
micrograms per cubic meter (mg/m3), 24- 
hour average. Under the CAA 
Amendments of 1990 and based on 
monitoring data collected in the 1980s, 
a portion of Imperial County,4 referred 
to as the Imperial Valley Planning Area 
or Imperial Valley nonattainment area,5 
was designated as a nonattainment area 
for the PM10 NAAQS. We classified the 
Imperial Valley Planning Area as a 
Moderate, and later, as a Serious 
nonattainment area for the PM10 
NAAQS.6 

In response to the nonattainment 
designation, CARB and the Imperial 
County Air Pollution Control District 
(ICAPCD or ‘‘District’’) adopted control 
measures, including the District’s 
Regulation VIII (‘‘Fugitive Dust Rules’’), 
and air quality plans to attain the PM10 
NAAQS in the area. Regulation VIII has 
been strengthened through various 
amendments over the years since the 
area was designated nonattainment and 
is approved as part of the Imperial 
County portion of the California SIP. 
The District then developed the 
Imperial PM10 Plan in light of ambient 
PM10 data that showed that, with 
concurrences by the EPA on flagged 
exceptional events under the EER, the 
area had attained the standard. 

For our proposed rule, we reviewed 
CARB’s request for redesignation for 
compliance with the criteria for 
redesignation in CAA section 
107(d)(3)(E) and determined that the 
Imperial Valley Planning Area met the 
criteria for redesignation from 
nonattainment to attainment for the 
PM10 NAAQS. First, in our proposed 
rule, based on complete, quality-assured 
and certified data for the 2014–2018 
period, we found that the Imperial 
Valley Planning Area attained the PM10 
NAAQS in 2016 and has continued to 
attain since that time.7 Our proposed 
determination of attainment reflects 
concurrences by the EPA on a number 

of exceedances that had been flagged as 
exceptional events by CARB and the 
District. 

Second, in our proposed rule, we 
found that, with approval of certain SIP 
elements for which we proposed 
approval, the Imperial Valley Planning 
Area will have a fully approved 
applicable SIP under section 110(k) that 
meets all applicable requirements under 
section 110 and part D for the purposes 
of redesignation.8 In connection with 
our determination that all applicable 
requirements under section 110 and part 
D were satisfied, we proposed to find, 
based on CARB’s ambient PM2.5 mass 
and speciation analysis, that PM10 
precursors do not significantly 
contribute to elevated PM10 
concentrations in the Imperial Valley 
Planning Area and will not do so over 
the course of the initial 10-year 
maintenance plan. We also proposed to 
approve the best available control 
measures (BACM) demonstration 
included in the Imperial PM10 Plan as 
meeting the requirements of CAA 
section 189(b)(1)(B) based on our prior 
approval of the District’s Regulation VIII 
fugitive dust rules and our conclusion 
that the Regulation VIII rules cover all 
significant PM10 source categories in the 
Imperial PM10 nonattainment area.9 

Third, based on our previous approval 
of the District’s Regulation VIII fugitive 
dust rules as part of the Imperial County 
portion of the California SIP, we 
proposed to find that the improvement 
in air quality in the Imperial Valley 
Planning Area is due to permanent and 
enforceable emissions reductions.10 
Fourth, we proposed to approve the 
Imperial PM10 Plan as satisfying the 
requirements for maintenance plans 
under CAA section 175A.11 In so doing, 
we proposed to approve the plan’s 
attainment year (2016) emissions 
inventory as meeting the emissions 
inventory requirements under CAA 
section 172(c)(3), the plan’s 
maintenance demonstration showing 
attainment through 2030, the District’s 
commitments to verify continued 
attainment, and the contingency plan. 

Lastly, we proposed to approve the 
motor vehicle emissions budgets 
(MVEBs or ‘‘budgets’’) in the Imperial 
PM10 Plan for direct PM10 for 2016 and 
2030 for transportation conformity 
purposes because they meet all 
applicable criteria for such budgets 
including the adequacy criteria under 
40 CFR 93.118(e). The MVEBs are 
shown in table 1, below. In our 
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12 For this final rule, we have confirmed with 
CARB and the Southern California Association of 
Governments (SCAG) that the budgets are based on 
VMT estimates for the Imperial Valley Planning 
Area, not the entire County. See email 
correspondence from Nesamani Kalandiyur, 
Manager, Transportation Analysis Section, CARB, 
to Karina O’Connor, Air Planning Office, EPA 
Region IX, August 7, 2020. 

13 The District summarizes the approach to 
controlling dust from the lakebed as follows: 

The Salton Sea will continue to shrink, especially 
as drainage flows from local agricultural use are 
significantly reduced in 2017 and beyond. 
Stabilizing the parts of the playa expected to be 
emissive as they are exposed will minimize dust. 
The State’s Salton Sea Management Program 
(SSMP) and Phase I Plan and [the Imperial 
Irrigation District’s] Salton Sea Air Quality 

Management Program (SS AQM Program) are 
designed to proactively provide reasonable controls 
as the playa is exposed. 2016 Amendments to 
ICAPCD Rule 804 allow establishment of alternate 
BACM on exposed playa that is not stabilized; this 
provides an adopted contingency mechanism for 
any emissive playa that is not stabilized as it is 
exposed. Imperial PM10 Plan, 5–1. 

14 See CAA sections 113 and 304. 

proposed rule, we explained that the 
applicable source categories included in 
the budgets include vehicle emissions 
(including exhaust, brake wear, and tire 
wear) and entrained dust from vehicle 
travel over paved and unpaved roads. 
With respect to unpaved road dust, we 
explained that the budgets include only 

those emissions generated by vehicle 
travel over city- and county-owned 
unpaved roads, not canal roads, farm 
roads or those owned by the U.S. 
Bureau of Land Management or the U.S. 
Forest Service. In addition, we 
mistakenly noted that the budgets 
reflect vehicle miles traveled (VMT) 

throughout the entire County, including 
the portion of the County that lies 
outside of the PM10 nonattainment area; 
however, we now understand that the 
budgets reflect the VMT only within the 
Imperial Valley Planning Area, not the 
entire county.12 

TABLE 1—TRANSPORTATION CONFORMITY BUDGETS FOR THE PM10 NAAQS IN THE IMPERIAL VALLEY PLANNING AREA— 
PM10 TONS PER DAY (TPD), ANNUAL AVERAGE 

Source 2016 2030 

Tire Wear, Brake Wear and Exhaust ...................................................................................................................... 0.4 0.5 
Paved Road Dust .................................................................................................................................................... 1.2 1.5 
Unpaved City-County Road Dust ............................................................................................................................ 18.4 16.8 
Total ......................................................................................................................................................................... 20.0 18.8 
Motor Vehicle Emission Budget a ...................................................................................................................... 20 19 

a Rounded up to the nearest integer. 
Source: Imperial PM10 Plan, Table 4–5. 

Please see our April 2, 2020 proposed 
rule for a detailed discussion of the 
background for this action and the 
rationale for our proposed approval of 
the Imperial PM10 Plan and for granting 
California’s request for redesignation of 
the Imperial Valley Planning Area to 
attainment. 

II. Public Comments and EPA 
Responses 

Our April 2, 2020 proposed rule 
provided a 30-day public comment 
period that closed on May 4, 2020. 
During this period, we received 
comments from a private citizen and 
from the Torres Martinez Desert 
Cahuilla Indian Tribe (‘‘Torres Martinez 
Tribe’’ or ‘‘Tribe’’). A summary of the 
comments and our responses follow. 

Comment 1: The private citizen 
commenter contends that air pollution 
and particulate matter in the Imperial 
Valley will continue to increase as the 
shoreline of the Salton Sea continues to 
recede due to reduced water inflows. 
The commenter asserts that increased 
exposure of the lakebed will allow toxic 
particulate matter from the lakebed to 
become airborne, resulting in adverse 
public health impacts and adverse 
effects on farmland and crops 
downwind of the Salton Sea. The 
commenter urges the EPA to include 
ambitious restoration requirements for 
the Salton Sea as part of this action. 

Response 1: The commenter correctly 
notes that the Salton Sea will continue 
to recede, exposing an increasing 
amount of the lakebed. The EPA agrees 
that this creates the potential for 
increases in airborne particulate matter 
from the lakebed that can potentially 
have adverse impacts on human health 
and the environment, including on 
crops. 

The Imperial PM10 Plan addresses the 
potential for increased emissions from 
the Salton Sea. The Plan includes a 
description of the efforts underway to 
evaluate and proactively control this 
emerging source in Chapter 5, ‘‘Salton 
Sea Considerations,’’ in Appendix I, 
‘‘Salton Sea Management Program Phase 
1: 10-Year Plan (March 2017),’’ and in 
Appendix J, ‘‘Salton Sea Air Quality 
Mitigation Program (July 2016).’’ 13 

As we noted in our proposed rule, 
these efforts include the State’s 
establishment in 2015 of the Salton Sea 
Task Force, which has developed a 10- 
year plan that endeavors to expedite 
wildlife habitat construction and to 
suppress dust from playa that will be 
exposed in the future. The Imperial 
Irrigation District’s Salton Sea Air 
Quality Mitigation Program, which 
applies in addition to other programs 
and requirements, represents another of 
these efforts. It includes three 
components: a monitoring program and 
development of an emissions inventory; 
a dust control strategy that includes the 

development and testing of dust control 
measures; and the implementation of an 
annual proactive dust control plan that 
includes performance modeling. 

The District also notes that state law 
and water transfer permits include 
requirements to control PM10 emissions 
from exposed lakebed, and that District 
Rule 804, which requires the control of 
fugitive dust from open areas, also 
applies to the playa. In our notice of 
proposed rulemaking, we explained that 
Rule 804 provides that all persons who 
own or otherwise have jurisdiction over 
an open area are required to choose 
from a list of best available control 
measures to achieve a stabilized surface 
and to limit visible dust emissions to 20 
percent opacity. All EPA-approved 
District rules, including Rule 804, are 
enforceable by the EPA and by 
citizens.14 Of note, in June 2020, the 
District issued notices of violations to 
the Imperial Irrigation District and the 
U.S Fish and Wildlife Service for 
alleged violations of dust controls 
required by District rules. While the 
specific restoration projects at the 
Salton Sea are not a part of the Imperial 
PM10 Plan, enforcement of District 
Regulation VIII fugitive dust rules, 
particularly Rule 804, provide a 
mechanism to ensure that such projects 
include and implement reasonable dust 
controls that will reduce airborne dust 
emissions, including any toxic 
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15 40 CFR 50.14(a)(1)(i)(A) and (b)(1). 

16 The proclamation was transmitted to the State 
via a letter dated November 4, 2019, from Tony 
Rouhotas, Jr., County Executive Officer, to Gavin 
Newsom, Governor of the State of California. 

17 Imperial PM10 Plan, 5–5. 
18 Among other things, the State agencies cite 

progress on agreements that will allow for a 3,770 
acre species conservation habitat project to move 
forward, the acceleration of dust suppression 
projects that will help ensure the exposed lakebed 
does not worsen air quality, and the development 
of a Dust Suppression Action Plan. 

19 More information about the study, ‘‘The Salton 
Sea and Children’s Health: Assessing Imperial 
Valley Respiratory Health and the Environment,’’ is 
available at https://www.niehs.nih.gov/research/ 
supported/translational/peph/prog/rta/cfg/usc/ 
index.cfm. 

20 85 FR 18509, at 18522–18523. 
21 The contingency plan is contained in Section 

4.4 of the Imperial PM10 Plan. The contingency plan 
is considered to be an enforceable part of the SIP. 

constituents in those emissions, and 
related downwind impacts. 

Comment 2: The Torres Martinez 
Tribe does not support the proposed 
redesignation and is very concerned 
about existing elevated levels of PM10 in 
the region and the likely increase in 
PM10 emissions from the lowering of the 
Salton Sea. The Tribe finds the effort to 
redesignate Imperial County attainment 
for the PM10 NAAQS to be completely 
contrary to the Imperial County Board of 
Supervisors’ unanimous vote to declare 
a Local State of Emergency at the Salton 
Sea. The Tribe further notes that local 
media has reported that Imperial 
County’s Public Health Officer has 
expressed concerns about public health 
due to dust storms, citing the high and 
increasing asthma rates. 

Response 2: With respect to existing 
elevated levels of PM10, in our proposed 
rule, we reviewed the ambient PM10 
data for years 2014 through 2018 
collected by CARB and the District at 
the various monitoring sites in the 
Imperial Valley Planning Area and 
found that the area has attained the 
PM10 NAAQS. The data from 2014 
through 2018 included a number of 
exceedances of the PM10 NAAQS that 
were flagged by CARB and the District 
as exceptional events due to high winds. 
As noted in the proposed rule, we 
reviewed the exceptional events 
documentation provided by CARB and 
the District for compliance with the EER 
and concurred that 91 exceedance days 
qualify for exclusion under the EER. 
Under the EER, exceedances flagged as 
exceptional events for which the EPA 
issues concurrences are excluded from 
determinations made in connection 
with area redesignations.15 Thus, while 
we acknowledge the occurrence of 
elevated PM10 concentrations in the 
Imperial Valley Planning Area, we have 
determined that, once exceptional 
events are excluded, as provided for 
under the EER, the area attained the 
PM10 NAAQS in 2016 and continued to 
attain the standard in 2017 and 2018. 
We have also reviewed the ambient 
PM10 data for 2019 and the first half of 
2020 and find that they are consistent 
with continued attainment of the PM10 
NAAQS in the Imperial Valley Planning 
Area. 

With respect to the potential for 
increases in airborne PM10 that could 
result from the increased exposure of 
the lakebed around the Salton Sea, we 
share the Tribe’s concern. As we 
describe in response to Comment 1, 
there are mechanisms in place and 
efforts underway to proactively address 
this emerging issue. Should these efforts 

fall short, the District, the EPA, and 
citizens are able to enforce the District’s 
EPA-approved rules, including Rule 
804, which requires that persons who 
own or otherwise have jurisdiction over 
an open area, including the exposed 
lakebed, achieve a stabilized surface and 
limit opacity to 20 percent. 

Lastly, we acknowledge the Imperial 
County Board of Supervisors’ 
proclamation of a local emergency for 
air pollution at the Salton Sea but do 
not view the proclamation as 
irreconcilable with the redesignation 
request also adopted by the Imperial 
County Board of Supervisors (as 
members of the Imperial County Air 
Pollution Control Board of Directors).16 
In our proposed rule, we noted that the 
proclamation was based primarily on 
ambient PM10 concentration data 
collected at two nonregulatory monitors 
located immediately west of the Salton 
Sea at Salton City and Naval Test Base 
that showed exceedances of the PM10 
NAAQS. Nonregulatory monitors are 
those that have not been determined to 
meet the applicable requirements in 40 
CFR part 50, 53 and 58, which include 
detailed sampling, siting, and quality 
assurance requirements. The data from 
nonregulatory monitors are not 
considered in determining whether an 
area attained or failed to attain the 
NAAQS, but the data are appropriate for 
other purposes. In this case, under the 
Salton Sea Air Quality Mitigation 
Program, the nonregulatory data are 
used to produce the annual emissions 
inventories, assemble dust control 
plans, and evaluate the performances of 
the dust control plans.17 

The State of California’s initial 
response to Imperial County’s 
proclamation is contained in a letter 
dated January 6, 2020, from Wade 
Crowfoot, Secretary for Natural 
Resources and Jared Blumenfeld, 
Secretary for Environmental Protection 
(referred to herein collectively as the 
‘‘State’’), which is included in the 
docket for this rulemaking. The letter 
from the State acknowledges the urgent 
public health problem posed by the 
Salton Sea and outlines the significant 
work underway 18 to address the 
concerns voiced by the County 
supervisors. The letter also notes that ‘‘a 

study funded by the National Institute 
of Health is currently underway to 
determine the health effects of 
childhood exposure to particulate 
matter and inform public health action 
in the Imperial Valley.’’ 19 Thus, rather 
than viewing the proclamation of local 
emergency as contrary to the 
redesignation request, we find the 
County’s proclamation and the State’s 
response to be further evidence that the 
emerging playa at the Salton Sea will be 
appropriately controlled to reduce dust 
impacts as anticipated in the 
maintenance demonstration of the 
Imperial PM10 Plan.20 

Finally, we note that, in support of 
the redesignation request, the Imperial 
PM10 Plan includes a maintenance plan 
and related contingency provisions to 
address future violations of the PM10 
NAAQS that are recorded at any of the 
regulatory monitoring sites after 
redesignation of the area to attainment. 
In accordance with the contingency 
provisions in the Imperial PM10 Plan, if 
the EPA determines that contingency 
provisions have been triggered by a 
violation of the PM10 NAAQS in the 
Imperial Valley Planning Area, the 
District would have 18 months from the 
EPA notification date to evaluate the 
cause of the exceedance and to take the 
appropriate action.21 Such action could 
include strengthening the fugitive dust 
rules in District Regulation VIII as 
necessary to address windblown dust 
off the playa if such dust is found to be 
the cause of the violation. The 
contingency provisions in the Imperial 
PM10 Plan thereby provide support for 
the ongoing effort to address the dust 
issues associated with emerging playa 
around the Salton Sea. 

Comment 3: The Tribe asserts that the 
redesignation proposal will potentially 
allow or make it easier for new sources 
of PM10 to begin emitting in the area. 

Response 3: The District is 
responsible for the regulation of 
stationary sources and its rules govern 
the issuance of air permits. While no 
PM10 controls in the SIP would be 
relaxed or suspended upon 
redesignation of the area to attainment, 
federal permitting requirements for new 
or modified major stationary sources 
would shift from the District’s federal 
nonattainment new source review 
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22 CAA sections 172(c)(3), 173, 189(a)(1)(A) and 
189(b)(3). District Rule 207 (‘‘New and Modified 
Stationary Source Review’’) is the District’s rule 
implementing federal NNSR requirements. We 
approved District Rule 207 as meeting the NNSR 
requirements for PM10 at 82 FR 41895 (September 
5, 2017). 

23 40 CFR 52.21(b)(1), (j) and (k) (July 1, 2012 CFR 
version). District Rule 904 (‘‘Prevention of 
Significant Deterioration (PSD) Permit Program’’) is 
the District’s rule incorporating the PSD 
requirements in 40 CFR 52.21. We approved Rule 
904 at 77 FR 73316 (December 10, 2012). 

24 40 CFR 51.160(a). The District’s minor source 
program is also contained in District Rule 207. 
District Rule 207, section (D.1.c) requires 
authorities to construct for all new or modified 
stationary sources to include conditions necessary 
to assure compliance with District rules, such as the 
fugitive dust rules in Regulation VIII, and section 
(F.) sets forth the air quality impact analysis 
requirements for new or modified stationary 
sources, including a demonstration that a new or 
modified source would not cause or worsen a 
NAAQS violation. 

25 EPA, Center for Environmental Measurements 
& Modeling, Air Methods & Characterization 
Division (MD–D205–03), List of Designated 
Reference and Equivalent Methods, June 15, 2020. 

26 These manuals were selected as appropriate 
references for instrument operation based on their 
coverage and applicability to the 2014–2018 data 
record. The FEM designation does not require that 
agencies must use only the most recent version of 
the manual, and agencies typically require time to 
implement updated manual releases into their 
operational and quality assurance procedures. 

(NNSR) program to its prevention of 
significant deterioration (PSD) program. 

NNSR requires the application of the 
highest level of control (lowest 
achievable emissions rate or LAER) to 
sources that have the potential to emit 
70 tons of PM10 per year and the 
offsetting of new emissions.22 PSD 
requires best available control 
technology and a demonstration that the 
source (or major modification) will not 
cause significant deterioration of air 
quality or interfere with attainment or 
maintenance of the NAAQS for sources 
that emit more than 100 tons per year 
for certain listed source categories, or 
250 tons per year for unlisted 
categories.23 Upon redesignation to 
attainment, new PM10 major sources and 
major modifications with significant 
PM10 emissions at major sources will be 
required to obtain a PSD permit or 
address PM10 emissions in their existing 
PSD permit. Sources with potential 
emissions below the major threshold are 
subject to the District’s minor new 
source review program. Under federal 
minor NSR SIP requirements, 
compliance with SIP rules and a 
determination that the new or modified 
source will not interfere with attainment 
or maintenance of the NAAQS is 
required.24 Thus, although new or 
modified stationary sources emitting 
PM10 emissions greater than the 
applicable NNSR thresholds would no 
longer be subject to the LAER or offset 
requirements once the area is 
redesignated, the minor source and PSD 
programs would ensure that permits 
would include conditions intended to 
assure compliance with applicable 
District rules, such as Regulation VIII, 
and would only be issued if the 
applicant demonstrates that the new or 

modified source would not cause a 
violation of the NAAQS. 

Comment 4: The Tribe believes 
flawed or inadequate analyses were 
utilized in the proposed redesignation. 
First, the Tribe is concerned that CARB 
and Imperial County APCD certified 
their monitoring data as complete and 
accurate, despite some monitors being 
incorrectly configured or operated in 
such a way that they couldn’t accurately 
measure concentrations of PM10 greater 
than 985 or 995 mg/m3, which are 
known to be present in the region. 
Consequently, the Tribe contends that 
the data are biased low. The Tribe notes 
that the dataset includes numerous 
hourly PM10 values of 985 or 995 mg/m3, 
which are the maximum concentrations 
that samplers were configured to record. 
According to the Tribe, the actual, 
accurate measurements are most likely 
higher than the concentration values 
submitted to the EPA and certified as 
accurate. 

The Tribe asserts that this inaccuracy 
(bias low) in the highest and most 
important measurements of the dataset 
affects the analysis in two ways. First, 
for days where the NAAQS was 
exceeded and monitors recorded values 
of 985 or 995 mg/m3, accurate 
information about the spatial 
distribution of PM10 measurements 
across the region was not available for 
the exceptional events analysis, and this 
lack of accurate data to access the 
spatial distribution of PM10 across the 
region limits the exceptional events 
analysis and conclusions. Second, days 
that did not appear to have exceeded the 
NAAQS but had high winds and one or 
more hourly values of 985 or 995 mg/m3, 
likely would have exceeded if the actual 
concentrations had been accurately 
recorded. The Tribe believes that days 
such as these should have been 
included in the exceptional events 
analysis. 

The Tribe asserts that CARB and the 
District knowingly operated these 
monitors and reported low biased 
concentrations for the over-range hours, 
although the sampler manufacturer 
provided a variety of options for 
obtaining the correctly calculated 
hourly values. These options included 
changing the sampler range to allow 
measurements in the range known to 
occur in the region as well as manually 
retrieving the over-range values from a 
file contained in the sampler’s memory. 
The Tribe notes that, during this period, 
the Torres Martinez PM10 monitoring 
program (using the same type of 
monitor) was able to operate their PM10 
sampler, following manufacture’s 
guidance, to accurately measure values 
greater than 995 mg/m3. 

Response 4: Attainment of the PM10 
NAAQS is determined by measuring 
PM10 in ambient air using either a 
Federal Reference Method (FRM) or a 
Federal Equivalent Method (FEM) in 
accordance with 40 CFR part 53. During 
the data years associated with this 
action (2014–2018), both CARB and 
ICAPCD operated Met One Beta 
Attenuation Monitor (BAM) 1020 p.m.10 
monitors, which are designated as FEM 
monitors (EQPM–0798–122), at 
monitoring sites in the Imperial PM10 
nonattainment area. Data from these 
monitors form part of the data record 
used in this action. The method is 
further described in the EPA List of 
Designated Reference and Equivalent 
Methods. 

Historically, the maximum 
concentration that this monitor could 
measure was a function of two 
instrument settings: The offset, which 
sets the minimum concentration 
measured by the instrument, and the 
range, which sets the full-scale range of 
the concentration measurement system. 
The standard range setting for the BAM 
1020 is 1,000 mg/m3 with a default offset 
of –15 mg/m3. For this reason, the 
maximum full-scale concentration that 
can be measured using the standard 
range and default offset is 985 mg/m3. 
There are also several optional range 
settings, up to 10,000 mg/m3. The FEM 
designation does not list specifications 
for the selection of the range and offset 
values to be used by the instrument but 
states that the ‘‘[i]nstrument must be 
operated in accordance with the 
appropriate instrument manual.’’ 25 

The BAM 1020 instrument manual 
has been revised many times since its 
initial FEM designation, including 
several revisions during the 2014 to 
2018 time period. An early revision of 
the BAM 1020 instrument manual 
relevant to the earliest data used in this 
action (revision K, released in October 
2012) and a more recent revision 
(revision U, released in November 2017) 
both include information concerning the 
standard and optional ranges.26 The 
1,000 mg/m3 setting is consistently 
described as the standard range setting. 
Both versions of the manual state that 
the range may be set higher; however, 
increasing the range setting reduces the 
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digital resolution at lower 
concentrations. The manuals caution 
against setting the range higher than the 
standard range unless necessary, due to 
this loss of resolution. 

After evaluation and consideration of 
these factors, including the potential 
loss of resolution at lower 
concentrations, CARB and ICAPCD 
chose to transition from the standard 
range to one of the other optional 
ranges. The CARB-operated Calexico 
(AQS ID: 06–025–0005) monitors’ upper 
range was increased to 5,000 mg/m3 on 
December 5, 2017. The ICAPCD- 
operated Brawley (AQS ID: 06–025– 
0007), El Centro (AQS ID: 06–025– 
1003), Niland (AQS ID: 06–025–4004), 
and Westmorland (AQS ID: 06–025– 
4003) monitors’ upper ranges were 
increased to measure concentrations to 
10,000 ug/m3 on August 30, 2018, 
March 16, 2018, January 28, 2019, and 
December 27, 2018, respectively. While 
hourly data collected prior to these 
dates is subject to the limitations of the 
standard range setting, during that 
period the instrument was operated 
consistent with the method designation, 
the instrument manual, and relevant 
EPA regulations (40 CFR parts 50, 53, 
and 58); and the EPA therefore 
considers this data valid and 
appropriate for use in comparison to the 
NAAQS. 

The EPA disagrees with the Tribe’s 
assertion that on days where the 
NAAQS was exceeded and at least one 
monitor reported an hourly 
concentration at the maximum value 
allowed by the range setting, the 
inaccuracy of this value limits the 
exceptional events conclusions and 
analysis. The EPA reviews the 
information and analyses in an air 
agency’s exceptional events 
demonstration package using a weight 
of evidence approach. The EPA 
considers a variety of evidence when 
evaluating whether the exceptional 
event criteria were met, and weighs the 
available evidence based on its 
relevance, degree of certainty, 
persuasiveness, and other 
considerations appropriate to the 
individual pollutant, as well as the 
nature and type of event. As further 
described in the response to the 
following comment, the EPA considered 
many types of analyses in its 
consideration of the exceptional event 
demonstrations concurred on in this 
action, several of which are 
independent of the hourly data reported 
by the instrument. Concerns that the 
highest hourly concentrations reported 
by the instrument may have been 
artificially low for some events do not 
undermine the weight of evidence 

showing that there was a clear causal 
relationship between the monitored 
exceedances and the associated high 
wind dust events. 

The EPA also disagrees with the 
Tribe’s assertion that days that did not 
exceed the NAAQS but at least one 
monitor reported an hourly 
concentration at the maximum value 
allowed by the range setting should 
have been reviewed as exceptional 
events. As described above, the EPA 
considers the reported data valid and 
appropriate for use in comparison to the 
NAAQS. The days referenced by the 
Tribe are therefore not eligible for 
treatment as exceptional events because 
they do not contribute to an exceedance 
or violation of any NAAQS. 

Finally, data collected after all 
instruments were re-ranged continue to 
be consistent with attainment of the 
NAAQS in the Imperial Valley Planning 
Area. Based on certified 2019 data 
available in the Air Quality System 
(AQS), only two exceedance days were 
recorded in 2019: May 16, 2019 at 
Brawley and May 21, 2019 at Brawley, 
Niland and Westmorland. Preliminary 
2020 data available in AQS and AirNow 
Tech indicate that no PM10 exceedances 
were measured in the Imperial Valley 
Planning Area through June 30, 2020. 
While the lower number of exceedances 
may be the result of multiple factors, 
including changes in weather, more 
recent data continue to be consistent 
with the EPA’s finalization of this 
action. 

Comment 5: The Tribe is concerned 
that some exceptional events analyses 
did not consider that the non- 
homogenous pattern of spatial impacts 
across the region could indicate that the 
exceedances were not due to transport 
from areas with sustained winds speeds 
of greater than 25 miles per hour (mph), 
but instead were due to poorly 
controlled local emissions in areas that 
were not experiencing sustained wind 
speeds of greater than 25 mph and 
therefore would not qualify for 
exclusion. The Tribe notes that some of 
the exceptional events days excluded 
from the data set showed dramatic 
variations in measured PM10 between 
nearby sites. The exceptional events 
analysis made the case that the 
exceedance was due to transport of 
emissions from an outside area that 
experienced sustained winds greater 
than 25 mph. According to the Tribe, 
one would expect transported emissions 
to affect nearby monitoring sites in a 
somewhat homogenous fashion, which 
did not occur in some cases, suggesting 
that these exceedances were primarily 
caused by poorly controlled local 

emissions where there were not 
sustained winds greater than 25 mph. 

Response 5: Exceptional events 
demonstrations for high wind dust 
events must show that there exists a 
clear causal relationship between the 
specific high wind dust event and the 
monitored exceedance at each monitor, 
i.e., the demonstrations must address 
this criteria for each individual monitor 
that measured an exceedance caused by 
the particular event. Contrary to the 
commenter’s statement, spatial 
homogeneity of high PM10 
concentrations is not always expected 
with a high wind dust event and a 
homogenous increase in PM10 
concentrations is not a necessary factor 
to demonstrate a clear causal 
relationship between a high wind dust 
event and observed exceedances. The 
EPA evaluated other analyses and 
evidence provided in the 
demonstrations and related addenda 
and concluded that the weight of the 
evidence established a clear causal 
relationship between each specific high 
wind dust event and each individual 
concurred exceedance. These analyses 
in the demonstrations typically 
included information such as: Historical 
PM10 monitoring data; time-series 
graphs and tables of PM10 
concentrations, wind speeds, wind 
gusts, and wind directions; hourly PM10 
concentrations; National Oceanic and 
Atmospheric Administration (NOAA) 
Hybrid Single Particle Lagrangian 
Integrated Trajectory Model (HYSPLIT) 
back trajectories showing potential 
source regions; upwind wind speed and 
directions; and National Weather 
Service (NWS) reports and advisories. 

The Tribe specifically expressed 
concern that spatial non-homogenous 
exceedances were a result of local 
sources of emissions with wind speeds 
less than 25 mph rather than transport 
from areas with sustained winds greater 
than 25 mph. For these exceedances, the 
EPA believes that the clear casual 
analyses demonstrated that the 
exceedances were caused by high wind 
dust exceptional events. In instances 
where the high winds that generated 
dust emissions were measured outside 
of the Imperial Valley Planning Area, 
NOAA HYSPLIT trajectories included in 
the demonstrations were consistent with 
transport from those outside areas. This, 
along with other supporting 
documentation and analyses in the 
demonstration, indicates that a clear 
causal relationship existed between the 
specific high wind dust event and the 
monitored exceedances. 

Further, the EPA believes that the 
demonstrations addressed the potential 
influence of poorly controlled local 
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27 EPA, Office of Air Quality Planning and 
Standards, Guidance on the Preparation of 
Demonstrations in Support of Requests to Exclude 
Ambient Air Quality Data Influenced by High Wind 
Dust Events Under the 2016 Exceptional Events 
Rule, EPA–457/B–19–001, April 2019, page 11. 

28 40 CFR 50.14(b)(8)(v). 

29 Pursuant to 40 CFR 93.118(f)(2)(iii), the EPA’s 
adequacy determination is effective upon 
publication of this final rule in the Federal 
Register. 

30 The proposed determination of attainment in 
the proposed rule was based on quality-assured, 
certified, and complete data (2014–2018) available 
at that time. Since publication of the proposed rule, 
CARB and ICAPCD have certified year 2019 data, 
and we find that the data collected in 2019 are 
consistent with continued attainment of the PM10 
NAAQS in the Imperial Valley Planning Area. In 
addition, we have reviewed preliminary data 
collected from January through June 2020 and find 
that they too are consistent with continued 
attainment. 

sources in showing that the events were 
not reasonably controllable. High wind 
dust demonstrations must address this 
criterion by showing that reasonable 
measures to control the influence of 
event-related emissions on air quality 
were implemented at the time of the 
event. This includes an assessment of 
relevant natural and anthropogenic 
sources that may be causing or 
contributing to the monitored 
exceedances, including the contribution 
from local sources; identification of the 
relevant SIP or other enforceable control 
measures in place for these sources and 
the implementation status of these 
controls; and evidence of effective 
implementation and enforcement of the 
identified enforceable control 
measures.27 In addressing the not 
reasonably controllable or preventable 
criterion, deference is given to measures 
in a SIP approved 5 years or less prior 
to the event and addresses the event- 
related pollutant and all relevant 
sources.28 

For concurred events between 2014 
and 2017, the EPA had approved the 
PM10 SIP for the Imperial County PM10 
nonattainment area within the previous 
5 years; it is therefore presumed that 
there were reasonable controls for local 
sources in place at the time of the event. 
For concurred 2018 events where the 
applicable SIP’s approval date was more 
than 5 years from the event, the 
demonstrations provided additional 
information indicating that there were 
reasonable controls for local sources in 
place at the time of the event, and the 
EPA further assessed controls in the 
addendum to the relevant Technical 
Support Documents (TSDs). Finally, the 
demonstrations also provided evidence 
of effective implementation and 
enforcement of the relevant controls. As 
further outlined in the EPA TSDs, the 
EPA therefore concluded that the not 
reasonably controllable or preventable 
criterion was met for all concurred 
events. 

III. Final Action 
Under CAA section 110(k)(3), for the 

reasons set forth in this final rule and 
in our proposed rule, the EPA is 
approving the Imperial PM10 Plan 
submitted by CARB by letter dated 
February 6, 2019, as a revision to the 
California SIP. In so doing, the EPA is 
approving the BACM demonstration and 
attainment inventory included as part of 

the Imperial PM10 Plan as meeting the 
requirements of CAA sections 
189(b)(1)(B) and 172(c)(3), respectively. 
We are approving the maintenance 
demonstration and contingency 
provisions as meeting all applicable 
requirements for maintenance plans and 
related contingency provisions in CAA 
section 175A. The EPA is also 
approving the motor vehicle emissions 
budgets for 2016 and 2030 (shown in 
Table 1, above) because we find they 
meet all applicable criteria for such 
budgets including the adequacy criteria 
under 40 CFR 93.118(e) and is 
determining that the submitted 2016 
and 2030 budgets included in the 
Imperial PM10 Plan (20 tpd and 19 tpd, 
respectively) are adequate for 
transportation conformity purposes.29 

In addition, under CAA section 
107(d)(3)(D), we are approving CARB’s 
request to redesignate the Imperial PM10 
Planning Area from nonattainment to 
attainment for the PM10 NAAQS. We are 
doing so based on our conclusion that 
the area has met, or will meet as part of 
this action, all the criteria for 
redesignation under CAA section 
107(d)(3)(E). More specifically, we find 
the following: That the Imperial PM10 
nonattainment area has attained the 
PM10 standard based on quality-assured, 
certified, and complete PM10 data; 30 
that relevant portions of the California 
SIP are, or will be as part of this action, 
fully approved; that the improvement in 
air quality is due to permanent and 
enforceable reductions in emissions; 
that California has met all requirements 
applicable to the Imperial PM10 
nonattainment area with respect to 
section 110 and part D of the CAA given 
our approvals of the BACM 
demonstration and the attainment 
inventory in the Imperial PM10 Plan, as 
finalized herein; and that the Imperial 
PM10 nonattainment area will have a 
fully approved maintenance plan 
meeting the requirements of CAA 
section 175A, as finalized herein. In 
connection with the above approvals 
and determinations, and as authorized 
under CAA section 189(e), we are 
determining that PM10 precursors do not 

contribute significantly to PM10 
exceedances in the Imperial PM10 
nonattainment area. 

IV. Statutory and Executive Order 
Reviews 

Under the CAA, redesignation of an 
area to attainment and the 
accompanying approval of a 
maintenance plan under section 
107(d)(3)(E) are actions that affect the 
status of a geographic area and do not 
impose any additional regulatory 
requirements on sources beyond those 
imposed by state law. Redesignation to 
attainment does not in and of itself 
create any new requirements, but rather 
results in the applicability of 
requirements contained in the CAA for 
areas that have been redesignated to 
attainment. Moreover, the Administrator 
is required to approve a SIP submission 
that complies with the provisions of the 
Act and applicable federal regulations. 
42 U.S.C. 7410(k); 40 CFR 52.02(a). 
Thus, in reviewing SIP submissions, the 
EPA’s role is to approve state choices, 
provided that they meet the criteria of 
the CAA. Accordingly, this action 
merely approves a State plan and 
redesignation request as meeting federal 
requirements and do not impose 
additional requirements beyond those 
imposed by state law. For these reasons, 
this action: 

• Is not a significant regulatory action 
subject to review by the Office of 
Management and Budget under 
Executive Orders 12866 (58 FR 51735, 
October 4, 1993) and 13563 (76 FR 3821, 
January 21, 2011); 

• Is not an Executive Order 13771 (82 
FR 9339, February 2, 2017) regulatory 
action because SIP approvals are 
exempted under Executive Order 12866; 

• Does not impose an information 
collection burden under the provisions 
of the Paperwork Reduction Act (44 
U.S.C. 3501 et seq.); 

• Is certified as not having a 
significant economic impact on a 
substantial number of small entities 
under the Regulatory Flexibility Act (5 
U.S.C. 601 et seq.); 

• Does not contain any unfunded 
mandate or significantly or uniquely 
affect small governments, as described 
in the Unfunded Mandates Reform Act 
of 1995 (Pub. L. 104–4); 

• Does not have federalism 
implications as specified in Executive 
Order 13132 (64 FR 43255, August 10, 
1999); 

• Is not an economically significant 
regulatory action based on health or 
safety risks subject to Executive Order 
13045 (62 FR 19885, April 23, 1997); 
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• Is not a significant regulatory action 
subject to Executive Order 13211 (66 FR 
28355, May 22, 2001); 

• Is not subject to requirements of 
Section 12(d) of the National 
Technology Transfer and Advancement 
Act of 1995 (15 U.S.C. 272 note) because 
application of those requirements would 
be inconsistent with the Clean Air Act; 
and 

• Does not provide the EPA with the 
discretionary authority to address, as 
appropriate, disproportionate human 
health or environmental effects, using 
practicable and legally permissible 
methods, under Executive Order 12898 
(59 FR 7629, February 16, 1994). 

In addition, the State plan the EPA is 
approving does not apply on any Indian 
reservation land or in any other area 
where the EPA or an Indian tribe has 
demonstrated that a tribe has 
jurisdiction. In those areas of Indian 
country, the rule, as it relates to the 
maintenance plan, does not have tribal 
implications and will not impose 
substantial direct costs on tribal 
governments or preempt tribal law as 
specified by Executive Order 13175 (65 
FR 67249, November 9, 2000). However, 
the redesignation does apply to Indian 
country within the nonattainment area. 
In those areas of Indian country, the 
redesignation action will not result in 
the relaxation of measures and programs 
currently in place to protect air quality 
and will not impose substantial direct 
costs on tribal governments or preempt 
tribal law as specified by Executive 
Order 13175 (65 FR 67249, November 9, 
2000). The EPA invited the Torres 
Martinez Desert Cahuilla Indians and 
the Quechan Tribe of the Fort Yuma 
Indian Reservation, who have lands 
within the Imperial PM10 nonattainment 
area, to consult on this action. The 
Torres Martinez Desert Cahuilla Indians 
accepted our invitation, and 
consultation was conducted on 
December 8, 2019 and on January 6, 
2020. 

The Congressional Review Act, 5 
U.S.C. 801 et seq., as added by the Small 
Business Regulatory Enforcement 
Fairness Act of 1996, generally provides 
that before a rule may take effect, the 

agency promulgating the rule must 
submit a rule report, which includes a 
copy of the rule, to each House of the 
Congress and to the Comptroller General 
of the United States. The EPA will 
submit a report containing this action 
and other required information to the 
U.S. Senate, the U.S. House of 
Representatives, and the Comptroller 
General of the United States prior to 
publication of the rule in the Federal 
Register. A major rule cannot take effect 
until 60 days after it is published in the 
Federal Register. This action is not a 
‘‘major rule’’ as defined by 5 U.S.C. 
804(2). 

Under section 307(b)(1) of the Clean 
Air Act, petitions for judicial review of 
this action must be filed in the United 
States Court of Appeals for the 
appropriate circuit by November 17, 
2020. Filing a petition for 
reconsideration by the Administrator of 
this final rule does not affect the finality 
of this action for the purposes of judicial 
review nor does it extend the time 
within which a petition for judicial 
review may be filed, and shall not 
postpone the effectiveness of such rule 
or action. This action may not be 
challenged later in proceedings to 
enforce its requirements. (See section 
307(b)(2).) 

List of Subjects 

40 CFR Part 52 
Environmental protection, Air 

pollution control, Incorporation by 
reference, Intergovernmental relations, 
Nitrogen dioxide, Particulate matter, 
Reporting and recordkeeping 
requirements, Sulfur oxides, Volatile 
organic compounds. 

40 CFR Part 81 
Environmental protection, Air 

pollution control, National parks, 
Wilderness areas. 

Authority: 42 U.S.C. 7401 et seq. 

Dated: August 17, 2020. 
John Busterud, 
Regional Administrator, Region IX. 

Chapter I, title 40 of the Code of 
Federal Regulations is amended as 
follows: 

PART 52—APPROVAL AND 
PROMULGATION OF 
IMPLEMENTATION PLANS 

■ 1. The authority citation for part 52 
continues to read as follows: 

Authority: 42 U.S.C. 7401 et seq. 

Subpart F—California 

■ 2. Section 52.220 is amended by 
adding paragraph (c)(541) to read as 
follows: 

§ 52.220 Identification of plan—in part. 

* * * * * 
(c) * * * 
(541) The following plan was 

submitted on February 13, 2019 by the 
Governor’s designee as an attachment to 
a letter dated February 6, 2019. 

(i) [Reserved] 
(ii) Additional materials. (A) Imperial 

County Air Pollution Control District. 
(1) Imperial County 2018 

Redesignation Request and Maintenance 
Plan for Particulate Matter Less Than 10 
Microns in Diameter, adopted October 
23, 2018, excluding appendix B 
(‘‘Executed Settlement Agreement’’) and 
appendix F (‘‘Regulation VIII Fugitive 
Dust Rules’’). 

(2) [Reserved] 

PART 81—DESIGNATION OF AREAS 
FOR AIR QUALITY PLANNING 
PURPOSES 

■ 3. The authority citation for part 81 
continues to read as follows: 

Authority: 42 U.S.C. 7401 et seq. 

Subpart C—Section 107 Attainment 
Status Designations 

■ 4. Section 81.305 is amended in the 
table entitled ‘‘California—PM–10,’’ by 
revising the entries for ‘‘Imperial 
County’’ and ‘‘Imperial Valley planning 
area: That portion of Imperial County 
that is defined as follows:’’ to read as 
follows: 

§ 81.305 California. 

* * * * * 

CALIFORNIA—PM–10 

Designated area 
Designation Classification 

Date Type Date Type 

* * * * * * * 
Imperial County: 

Imperial Valley planning area: That portion of Imperial County that is 
defined as follows:.

10/19/2020 Attainment ..... ........................ ........................
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CALIFORNIA—PM–10—Continued 

Designated area 
Designation Classification 

Date Type Date Type 

Commencing at the southwest corner of Imperial County and ex-
tending north along the Imperial-San Diego County line to the 
northwest corner of Imperial County; then east along the Impe-
rial-Riverside County line to the point of intersection of the east-
ern boundary line of Hydrologic Unit #18100200; then southeast-
erly along the eastern boundary line of Hydrologic Unit 
#18100200 to the Imperial County-Mexico Border; then west 
along the Imperial County-Mexico Border to the point of the be-
ginning..

........................ ........................ ........................ ........................

* * * * * * * 

* * * * * 
[FR Doc. 2020–18427 Filed 9–16–20; 4:15 pm] 

BILLING CODE 6560–50–P 

DEPARTMENT OF HOMELAND 
SECURITY 

Federal Emergency Management 
Agency 

44 CFR Part 64 

[Docket ID FEMA–2020–0005; Internal 
Agency Docket No. FEMA–8645] 

Suspension of Community Eligibility 

AGENCY: Federal Emergency 
Management Agency, DHS. 
ACTION: Final rule. 

SUMMARY: This rule identifies 
communities where the sale of flood 
insurance has been authorized under 
the National Flood Insurance Program 
(NFIP) that are scheduled for 
suspension on the effective dates listed 
within this rule because of 
noncompliance with the floodplain 
management requirements of the 
program. If the Federal Emergency 
Management Agency (FEMA) receives 
documentation that the community has 
adopted the required floodplain 
management measures prior to the 
effective suspension date given in this 
rule, the suspension will not occur and 
a notice of this will be provided by 
publication in the Federal Register on a 
subsequent date. Also, information 
identifying the current participation 
status of a community can be obtained 
from FEMA’s Community Status Book 
(CSB). The CSB is available at https:// 
www.fema.gov/national-flood- 
insurance-program-community-status- 
book. 

DATES: Effective Dates: The effective 
date of each community’s scheduled 
suspension is the third date (‘‘Susp.’’) 

listed in the third column of the 
following tables. 
FOR FURTHER INFORMATION CONTACT: If 
you want to determine whether a 
particular community was suspended 
on the suspension date or for further 
information, contact Adrienne L. 
Sheldon, PE, CFM, Federal Insurance 
and Mitigation Administration, Federal 
Emergency Management Agency, 400 C 
Street SW, Washington, DC 20472, (202) 
674–1087. 
SUPPLEMENTARY INFORMATION: The NFIP 
enables property owners to purchase 
Federal flood insurance that is not 
otherwise generally available from 
private insurers. In return, communities 
agree to adopt and administer local 
floodplain management measures aimed 
at protecting lives and new construction 
from future flooding. Section 1315 of 
the National Flood Insurance Act of 
1968, as amended, 42 U.S.C. 4022, 
prohibits the sale of NFIP flood 
insurance unless an appropriate public 
body adopts adequate floodplain 
management measures with effective 
enforcement measures. The 
communities listed in this document no 
longer meet that statutory requirement 
for compliance with program 
regulations, 44 CFR part 59. 
Accordingly, the communities will be 
suspended on the effective date in the 
third column. As of that date, flood 
insurance will no longer be available in 
the community. We recognize that some 
of these communities may adopt and 
submit the required documentation of 
legally enforceable floodplain 
management measures after this rule is 
published but prior to the actual 
suspension date. These communities 
will not be suspended and will continue 
to be eligible for the sale of NFIP flood 
insurance. A notice withdrawing the 
suspension of such communities will be 
published in the Federal Register. 

In addition, FEMA publishes a Flood 
Insurance Rate Map (FIRM) that 

identifies the Special Flood Hazard 
Areas (SFHAs) in these communities. 
The date of the FIRM, if one has been 
published, is indicated in the fourth 
column of the table. No direct Federal 
financial assistance (except assistance 
pursuant to the Robert T. Stafford 
Disaster Relief and Emergency 
Assistance Act not in connection with a 
flood) may be provided for construction 
or acquisition of buildings in identified 
SFHAs for communities not 
participating in the NFIP and identified 
for more than a year on FEMA’s initial 
FIRM for the community as having 
flood-prone areas (section 202(a) of the 
Flood Disaster Protection Act of 1973, 
42 U.S.C. 4106(a), as amended). This 
prohibition against certain types of 
Federal assistance becomes effective for 
the communities listed on the date 
shown in the last column. The 
Administrator finds that notice and 
public comment procedures under 5 
U.S.C. 553(b), are impracticable and 
unnecessary because communities listed 
in this final rule have been adequately 
notified. 

Each community receives 6-month, 
90-day, and 30-day notification letters 
addressed to the Chief Executive Officer 
stating that the community will be 
suspended unless the required 
floodplain management measures are 
met prior to the effective suspension 
date. Since these notifications were 
made, this final rule may take effect 
within less than 30 days. 

National Environmental Policy Act. 
FEMA has determined that the 
community suspension(s) included in 
this rule is a non-discretionary action 
and therefore the National 
Environmental Policy Act of 1969 (42 
U.S.C. 4321 et seq.) does not apply. 

Regulatory Flexibility Act. The 
Administrator has determined that this 
rule is exempt from the requirements of 
the Regulatory Flexibility Act because 
the National Flood Insurance Act of 
1968, as amended, Section 1315, 42 
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U.S.C. 4022, prohibits flood insurance 
coverage unless an appropriate public 
body adopts adequate floodplain 
management measures with effective 
enforcement measures. The 
communities listed no longer comply 
with the statutory requirements, and 
after the effective date, flood insurance 
will no longer be available in the 
communities unless remedial action 
takes place. 

Regulatory Classification. This final 
rule is not a significant regulatory action 
under the criteria of section 3(f) of 
Executive Order 12866 of September 30, 

1993, Regulatory Planning and Review, 
58 FR 51735. 

Executive Order 13132, Federalism. 
This rule involves no policies that have 
federalism implications under Executive 
Order 13132. 

Executive Order 12988, Civil Justice 
Reform. This rule meets the applicable 
standards of Executive Order 12988. 

Paperwork Reduction Act. This rule 
does not involve any collection of 
information for purposes of the 
Paperwork Reduction Act, 44 U.S.C. 
3501 et seq. 

List of Subjects in 44 CFR Part 64 
Flood insurance, Floodplains. 

Accordingly, 44 CFR part 64 is 
amended as follows: 

PART 64—[AMENDED] 

■ 1. The authority citation for part 64 
continues to read as follows: 

Authority: 42 U.S.C. 4001 et seq.; 
Reorganization Plan No. 3 of 1978, 3 CFR, 
1978 Comp.; p. 329; E.O. 12127, 44 FR 19367, 
3 CFR, 1979 Comp.; p. 376. 

§ 64.6 [Amended] 

■ 2. The tables published under the 
authority of § 64.6 are amended as 
follows: 

State and location Community 
No. 

Effective date authorization/cancellation of 
sale of 

flood insurance in community 

Current effective 
map date 

Date certain 
Federal assist-

ance no 
longer available 

in SFHAs 

Region VII 
Iowa: 

Allamakee County, Unincorporated 
Areas.

190005 N/A, Emerg; July 19, 2011, Reg; Sep-
tember 18, 2020, Susp 

September 18, 
2020.

September 18, 
2020. 

Harpers Ferry, City of, Allamakee 
County.

190316 November 19, 1993, Emerg; July 1, 1997, 
Reg; September 18, 2020, Susp 

......do ............... Do. 

Lansing, City of, Allamakee County ...... 190006 N/A, Emerg; October 4, 2010, Reg; Sep-
tember 18, 2020, Susp 

......do ............... Do. 

Postville, City of, Allamakee County ..... 190641 N/A, Emerg; October 4, 2010, Reg; 
September 18, 2020, Susp 

......do ............... Do. 

Waterville, City of, Allamakee County ... 190317 N/A, Emerg; May 30, 2012, Reg; Sep-
tember 18, 2020, Susp 

......do ............... Do. 

Region IX 
Arizona: 

Goodyear, City of, Maricopa County ..... 040046 August 8, 1975, Emerg; July 16, 1979, Reg; 
September 18, 2020, Susp 

......do ............... Do. 

Region X 
Alaska: 

Fairbanks North Star, Borough of, Fair-
banks North Star.

025009 May 15, 1970, Emerg; May 15, 1970, Reg; 
September 18, 2020, Susp 

......do ............... Do. 

Juneau, City and Borough of ................ 020009 May 22, 1970, Emerg; February 4, 1981, 
Reg; September 18, 2020, Susp 

......do ............... Do. 

Washington: 
Chehalis Reservation, Confederated 

Tribes of, Grays Harbor County.
530334 November 28, 1997, Emerg; February 3, 

2017, Reg; September 18, 2020, Susp 
......do ............... Do. 

Elma, City of, Grays Harbor County ..... 530060 July 29, 1975, Emerg; August 19, 1985, 
Reg; September 18, 2020, Susp 

......do ............... Do. 

Grays Harbor County, Unincorporated 
Areas.

530057 April 24, 1974, Emerg; September 29, 
1986, Reg; September 18, 2020, Susp 

......do ............... Do. 

Montesano, City of, Grays Harbor 
County.

530063 June 12, 1975, Emerg; May 10, 1977, Reg; 
September 18, 2020, Susp 

......do ............... Do. 

Oakville, City of, Grays Harbor County 530064 November 11, 1975, Emerg; June 19, 1985, 
Reg; September 18, 2020, Susp 

......do ............... Do. 

*......do and Do = Ditto. 
Code for reading third column: Emerg. —Emergency; Reg. —Regular; Susp. —Suspension. 

Katherine B. Fox, 
Assistant Administrator for Mitigation, 
Federal Insurance and Mitigation 
Administration—FEMA Resilience, 
Department of Homeland Security, Federal 
Emergency Management Agency. 
[FR Doc. 2020–20030 Filed 9–17–20; 8:45 am] 

BILLING CODE 9110–12–P 

FEDERAL COMMUNICATIONS 
COMMISSION 

47 CFR Part 73 

[FCC 20–58; FRS 17002] 

Media Bureau Reorganization 

AGENCY: Federal Communications 
Commission. 
ACTION: Final rule. 

SUMMARY: In this document, the 
Commission eliminates the Engineering 
Division of the Media Bureau and folds 
it into the Bureau’s Industry Analysis 
Division. We take this step to account 
for changes in the Engineering 
Division’s duties and in the 
organizational structure of the 
Commission. Incorporating the work 
and staff of the Engineering Division 
into the Industry Analysis Division is 
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meant to ensure that the Bureau’s 
technical expertise is integrated more 
fully into the Bureau’s adjudicatory 
matters and policy proceedings. The 
intended effect of this action is to 
streamline the Media Bureau’s 
operations by simplifying its 
organizational structure, reduce 
management redundancies by 
improving the supervisor-to-employee 
ratio, and encourage more interaction 
and collaboration within the Bureau. 
DATES: Effective September 18, 2020. 
FOR FURTHER INFORMATION CONTACT: 
Holly Saurer, Holly.Saurer@fcc.gov, 
Deputy Bureau Chief, Media Bureau, 
(202) 418–7283. 
SUPPLEMENTARY INFORMATION: This is a 
summary of the Commission’s Order, 
FCC 20–58, adopted and released on 
April 29, 2020. The full text of this 
document is available for public 
inspection online at https://
www.fcc.gov/document/fcc-adopts- 
media-bureau-reorganization. 
Alternative formats are available for 
people with disabilities (Braille, large 
print, electronic files, audio format) by 
sending an email to fcc504@fcc.gov or 
calling the Commission’s Consumer and 
Governmental Affairs Bureau at (202) 
418–0530 (voice), (202) 418–0432 
(TTY). 

Synopsis 
In this Order, we conclude that it will 

serve the public interest and improve 
the Commission’s operations to 
streamline the organization of the Media 
Bureau. Specifically, we eliminate the 
Engineering Division and fold the work 
and staff of the Engineering Division 
into the Media Bureau’s Industry 
Analysis Division (IAD). We take this 
action to account for changes in the 
Engineering Division’s duties and in the 
organizational structure of the 
Commission. By incorporating the work 
and staff of the Engineering Division 
into IAD, we can better ensure that the 
Bureau’s technical expertise is 
integrated more fully into the Bureau’s 
adjudicatory matters and policy 
proceedings. We therefore conclude that 
this organizational change is warranted 
and amend the Commission’s rules 
accordingly to reflect this new structure. 

Background. The current composition 
of the Engineering Division and the IAD 
stem back to the creation of the Media 
Bureau in 2002. The Engineering 
Division was established to conduct 
technical reviews of media related 
matters, including essential work 
overseeing technical compliance of 
multichannel video programming 
distributors, as well as television and 
radio broadcast licensees, with 

Commission rules. The IAD was 
established to conduct and participate 
in proceedings regarding media 
ownership and the economic aspects of 
existing and proposed rules and 
policies, to review license transfers that 
implicate significant policy issues, and 
to develop reports on relevant industry 
and market data and information. 

More specifically, the Engineering 
Division processed cable industry 
regulatory filings (such as registrations 
and their updates, and signal leakage 
and proof of performance results), Cable 
Television Relay Service (CARS) 
applications, and requests for rulings on 
technical matters. As the industry has 
transitioned from analog to digital and 
from paper to electronic filing 
processes, and as the Commission has 
engaged in dozens of proceedings to 
modernize its rules, the Engineering 
Division’s tasks have diminished. For 
example, many of the tasks that the 
Engineering Division used to perform, 
such as monitoring and enforcing proof- 
of-performance testing requirements and 
collecting FCC Form 325 (Annual 
Report of Cable Television Systems), are 
no longer necessary given updates to 
our rules. The Division’s work is now 
primarily focused on consulting with 
other Bureaus and Offices and the 
Media Bureau’s other divisions in all 
aspects of media-related technical 
rulemakings and enforcement and 
providing analysis of the Commission’s 
cable industry data, as well as 
maintaining the Cable Operations and 
Licensing System (COALS) database, 
which includes the CARS licensing 
process. 

Among other things, the IAD collects, 
compiles, analyzes and develops reports 
on relevant industry and market data 
and information, including conducting 
rulemakings and preparing reports to 
Congress on the status of competition in 
the media industry. With the recent 
creation of the Office of Economics and 
Analytics (OEA), the IAD’s economists 
and a portion of its responsibilities were 
relocated to the new OEA. 

Discussion. We find that there are 
notable benefits to bringing the 
Engineering Division team within the 
larger IAD. Simplifying the 
organizational structure of the Bureau 
will streamline its operations, improve 
the supervisor-to-employee ratio thereby 
reducing redundancies in management, 
and encourage more extensive staff 
interaction and collaboration. The IAD 
staff has extensive experience analyzing 
the media industry and incorporating 
such analysis into the Bureau’s 
rulemaking and regulation. Therefore, 
they are well positioned to effectively 
utilize the technical resources of the 

Engineering Division. Further, IAD 
manages the Bureau’s collection of data 
pertaining to media ownership issues. 
Combining this extensive experience 
and responsibility for information 
technology with the Engineering 
Division’s COALS database expertise 
would be beneficial to the Bureau’s 
management and would coalesce much- 
needed technical resources. In addition, 
the mission of both divisions involves 
providing technical support and subject 
matter expertise to the Media Bureau’s 
other divisions, as well as consultation 
and coordination with other Bureaus 
and Offices related to various policy 
proceedings, adjudications, and 
enforcement matters. 

For these reasons, we believe that 
combining the Engineering Division and 
the IAD will promote more effective use 
of Commission resources. Accordingly, 
we find that Engineering Division 
personnel and responsibilities should be 
moved into the IAD, and the 
Engineering Division should be 
eliminated as a separate Media Bureau 
division. The key objectives of this 
organizational change are to more 
efficiently deploy Commission 
resources, enhance the Bureau’s 
understanding and analysis of the media 
industry, and rationalize and modernize 
our organizational structure. We believe 
that we can best accomplish these 
objectives through organizational 
change. In order to effectuate this 
change, we modify our rules to account 
for the reorganization. 

The amendments adopted herein 
pertain to agency organization, 
procedure, and practice. Consequently, 
the notice and comment and effective 
date provisions of the Administrative 
Procedure Act contained in 5 U.S.C. 
553(b) and (d) do not apply. 

This document does not contain 
information collection requirements 
subject to the Paperwork Reduction Act 
of 1995 (PRA), Public Law 104–13. In 
addition, therefore, it does not contain 
any new or modified information 
collection burden for small business 
concerns with fewer than 25 employees, 
pursuant to the Small Business 
Paperwork Relief Act of 2002, Public 
Law 107–198, see 44 U.S.C. 3506(c)(4). 

The Commission will not send a copy 
of this Order pursuant to the 
Congressional Review Act, see 5 U.S.C. 
801(a)(1)(A), because the adopted rules 
exclusively relate to agency 
management or personnel. 

It is ordered that, pursuant to sections 
1, 4, 5(b), 5(c), and 303(r) of the 
Communications Act of 1934, as 
amended, 47 U.S.C. 151, 154, 155(b), 
155(c), and 303(r) this Order is adopted. 
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It is further ordered that part 73 of the 
Commission Rules is amended. 

It is further ordered that consistent 
with the Consolidated Appropriations 
Act, 2020, this Order will become 
effective when the appropriate clearance 
has been obtained and upon the date set 
forth in the Federal Register publication 
of this Order. 

List of Subjects in 47 CFR Part 73 

Reporting and recordkeeping 
requirements. 

Federal Communications Commission. 

Cecilia Sigmund, 
Federal Register Liaison Officer. 

Final Rules 

For the reasons discussed in the 
preamble, the Federal Communications 
Commission amends 47 CFR part 73 as 
follows: 

PART 73—RADIO BROADCAST 
SERVICES 

■ 1. The authority citation for part 73 
continues to read as follows: 

Authority: 47 U.S.C. 154, 155, 301, 303, 
307, 309, 310, 334, 336, 339. 

■ 2. Revise § 73.3617 to read as follows: 

§ 73.3617 Information available on the 
internet. 

The Media Bureau and each of its 
Divisions provide information on the 
internet regarding rules and policies, 
pending and completed rulemakings, 
and pending applications. These sites 
also include copies of public notices 
and texts of recent decisions. The Media 
Bureau’s address is http://www.fcc.gov/ 
mb/; the Audio Division’s address is 
http://www.fcc.gov/mb/audio; the Video 
Division’s address is http://
www.fcc.gov/mb/video; the Policy 
Division’s address is http://
www.fcc.gov/mb/policy; and the 
Industry Analysis Division’s address is 
http://www.fcc.gov/mb/industry_
analysis. 
[FR Doc. 2020–18502 Filed 9–17–20; 8:45 am] 

BILLING CODE 6712–01–P 

DEPARTMENT OF COMMERCE 

National Oceanic and Atmospheric 
Administration 

50 CFR Parts 216 and 300 

[Docket No. 200910–0236] 

RIN 0648–BH48 

International Fisheries; Pacific Tuna 
Fisheries; Procedures for the Active 
and Inactive Vessel Register 

AGENCY: National Marine Fisheries 
Service (NMFS), National Oceanic and 
Atmospheric Administration (NOAA), 
Commerce. 
ACTION: Final rule; date of effectiveness 
for collection-of-information 
requirements. 

SUMMARY: NMFS announces approval by 
the Office of Management and Budget 
(OMB) of collection-of-information 
requirements contained in regulations 
published in a final rule on December 
20, 2019. The final rule implements 
International Maritime Organization 
(IMO) requirements in Inter-American 
Tropical Tuna Commission (IATTC) 
Resolution C–18–06 (Resolution 
(Amended) on a Regional Vessel 
Register) and amendments to existing 
regulations governing inclusion on the 
IATTC Regional Vessel Register (Vessel 
Register) by purse seine vessels fishing 
in the eastern Pacific Ocean (EPO). The 
intent of this final rule is to inform the 
public of the effectiveness of the 
collection-of-information requirements 
associated with the final rule. 
DATES: This final rule is effective 
September 18, 2020. The amendments 
in amendatory instructions 2 and 6, 
published at 84 FR 70040 (December 20, 
2019), are effective on September 18, 
2020. 

ADDRESSES: Copies of supporting 
documents are available via the Federal 
eRulemaking Portal: http://
www.regulations.gov, docket NOAA– 
NMFS–2018–0030, or by contacting 
Daniel Studt, NMFS West Coast Region, 
501 W Ocean Blvd., Suite 4200, Long 
Beach, CA 90802, or emailing 
WCR.HMS@noaa.gov. 

Written comments regarding the 
burden-hour estimates or other aspects 
of the collection-of-information 
requirements contained in this rule may 
be submitted to the NMFS West Coast 
Region Long Beach Office at the address 
listed above, and to www.reginfo.gov/ 
public/do/PRAMain. Find this 
particular information collection by 
using the search function. 

FOR FURTHER INFORMATION CONTACT: 
Daniel Studt, NMFS, West Coast Region, 
562–980–4073. 
SUPPLEMENTARY INFORMATION: 

Background 
On December 20, 2019, NMFS 

published a final rule in the Federal 
Register (84 FR 70040) under the Tuna 
Conventions Act of 1950, as amended, 
and the Marine Mammal Protection Act, 
as amended, to implement IMO 
requirements in IATTC Resolution C– 
18–06 (Resolution (Amended) on a 
Regional Vessel Register) and 
amendments to existing regulations 
governing inclusion on the Vessel 
Register by purse seine vessels fishing 
in the EPO. That final rule became 
effective January 21, 2020, except for 
amendatory instructions that included 
new or revised information collections, 
which were delayed until publication of 
a document in the Federal Register 
announcing the effective date. OMB has 
approved these collection-of- 
information requirements under control 
number 0648–0387. Accordingly, this 
final rule announces effectiveness of the 
collection-of-information requirements 
at 50 CFR 216.24 and 50 CFR 300.22 
that were published in the December 20, 
2019 final rule. On June 10, 2020, a final 
rule was published in the Federal 
Register announcing the effectiveness of 
these collection-of-information 
requirements and a correcting 
amendment (85 FR 35379). However, 
that final rule did not result in the 
effectiveness of these collection-of- 
information requirements due to an 
error in the DATES section, which is 
corrected in this final rule. 

Classification 
This final rule has been determined to 

be not significant for the purposes of 
Executive Order 12866. This rule is not 
an Executive Order 13771 regulatory 
action because this rule is not 
significant under Executive Order 
12866. 

This final rule announces the date of 
effectiveness of new and revised 
collection-of-information requirements 
approved by OMB under PRA control 
number 0648–0387 that were published 
in the Federal Register (84 FR 70040) on 
December 20, 2019. Comments 
regarding the burden estimates, or any 
other aspects of the collection of 
information may be sent to the NMFS 
West Coast Region Long Beach Office 
(see ADDRESSES above) and to 
www.reginfo.gov/public/do/PRAMain. 
Find this particular information 
collection by using the search function 
and entering the title of the collection or 
the OMB Control Number (0648–0387). 
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Notwithstanding any other provision of 
the law, no person is required to 
respond to, nor shall any person be 
subject to a penalty for failure to comply 
with, a collection of information subject 
to the requirements of the PRA, unless 
that collection of information displays a 
currently valid OMB Control Number. 
All currently approved NOAA 
collections of information may be 
viewed at: http://www.cio.noaa.gov/ 
services_programs/prasubs.html. 

The NOAA Assistant Administrator 
for Fisheries (AA) finds there is good 
cause to waive prior notice and 
opportunity for public comment for this 
action pursuant to 5 U.S.C. 553(b)(B) of 
the Administrative Procedure Act 
(APA), because prior notice and 
opportunity for public comment on this 
final rule is unnecessary and contrary to 
the public interest. In part, this action 
simply provides notice of OMB’s 
approval of the reporting requirements 
at issue, which has already occurred, 
and renders those requirements 
effective. Thus, this part of this action 
does not involve any further exercise of 
agency discretion by NMFS or OMB. 
Moreover, the public has had prior 
notice and the opportunity to comment 
on the collection-of-information 
requirements. NMFS published a 
proposed rule including the collection- 
of-information requirements on April 
16, 2019 (84 FR 15556), with comments 
accepted through May 16, 2019. NMFS 
received two comments on the 
collection-of-information requirements 
related to a proposed supplementation 
of a vessel departure notification and an 
ability to apply for associated permit 
applications online. The final rule 
published on December 20, 2019 (84 FR 
70040), addressed these comments, 
keeping the proposed supplemental 
vessel departure notice in place for the 
reasons described there, while revising 
the purse seine vessel permit 
application collection-of-information 
requirements to allow for an online 
process. Both such processes were 
considered and approved under PRA 
control number 0648–0387. Additional 
opportunity for public comment at this 
point would not be meaningful and 
would be duplicative. Any further delay 
to allow for public comment is therefore 
unnecessary and would result in public 
confusion. 

For the aforementioned reasons, the 
AA also finds good cause to waive the 

30-day delay in the effectiveness of this 
action under 5 U.S.C. 553(d)(3). 

These measures are thus exempt from 
the procedures of the Regulatory 
Flexibility Act because prior notice and 
comment are not required under the 
APA. 

Dated: September 14, 2020. 
Samuel D. Rauch III, 
Deputy Assistant Administrator for 
Regulatory Programs, National Marine 
Fisheries Service. 
[FR Doc. 2020–20610 Filed 9–17–20; 8:45 am] 

BILLING CODE 3510–22–P 

DEPARTMENT OF COMMERCE 

National Oceanic and Atmospheric 
Administration 

50 CFR Part 679 

[Docket No. 200227–0066; RTID 0648– 
XA435] 

Fisheries of the Exclusive Economic 
Zone off Alaska; Pacific Cod by 
Catcher Vessels Greater Than or Equal 
to 60 Feet Length Overall Using Pot 
Gear in the Bering Sea and Aleutian 
Islands Management Area 

AGENCY: National Marine Fisheries 
Service (NMFS), National Oceanic and 
Atmospheric Administration (NOAA), 
Commerce. 
ACTION: Temporary rule; closure. 

SUMMARY: NMFS is prohibiting directed 
fishing for Pacific cod by catcher vessels 
greater than or equal to 60 feet (18.3 
meters (m)) length overall (LOA) using 
pot gear in the Bering Sea and Aleutian 
Islands management area (BSAI). This 
action is necessary to prevent exceeding 
the 2020 Pacific cod total allowable 
catch allocated to catcher vessels greater 
than or equal to 60 feet (18.3m) LOA 
using pot gear in the BSAI. 
DATES: Effective 1200 hours, Alaska 
local time (A.l.t.), September 16, 2020, 
through 2400 hours, A.l.t., December 31, 
2020. 
FOR FURTHER INFORMATION CONTACT: 
Krista Milani, 907–581–2062. 
SUPPLEMENTARY INFORMATION: NMFS 
manages the groundfish fishery in the 
BSAI exclusive economic zone 
according to the Fishery Management 
Plan for Groundfish of the Bering Sea 
and Aleutian Islands Management Area 
(FMP) prepared by the North Pacific 
Fishery Management Council under 

authority of the Magnuson-Stevens 
Fishery Conservation and Management 
Act. Regulations governing fishing by 
U.S. vessels in accordance with the FMP 
appear at subpart H of 50 CFR part 600 
and 50 CFR part 679. 

The 2020 Pacific cod total allowable 
catch (TAC) allocated to catcher vessels 
greater than or equal to 60 feet (18.3m) 
LOA using pot gear in the BSAI is 
11,616 metric tons (mt) as established 
by the final 2020 and 2021 harvest 
specifications for groundfish in the 
BSAI (85 FR 13553, March 9, 2020). 

In accordance with § 679.20(d)(1)(iii), 
the Administrator, Alaska Region, 
NMFS (Regional Administrator), has 
determined that the 2020 Pacific cod 
TAC allocated as a directed fishing 
allowance to catcher vessels greater than 
or equal to 60 feet (18.3m) LOA using 
pot gear in the BSAI will soon be 
reached. Consequently, NMFS is 
prohibiting directed fishing for Pacific 
cod by catcher vessels greater than or 
equal to 60 feet (18.3m) LOA using pot 
gear in the BSAI. 

While this closure is effective the 
maximum retainable amounts at 
§ 679.20(e) and (f) apply at any time 
during a trip. 

Classification 

NMFS issues this action pursuant to 
section 305(d) of the Magnuson-Stevens 
Act. This action is required by 50 CFR 
part 679, which was issued pursuant to 
section 304(b), and is exempt from 
review under Executive Order 12866. 

Pursuant to 5 U.S.C. 553(b)(B), there 
is good cause to waive prior notice and 
an opportunity for public comment on 
this action, as notice and comment 
would be impracticable and contrary to 
the public interest, as it would prevent 
NMFS from responding to the most 
recent fisheries data in a timely fashion 
and would delay the closure of Pacific 
cod by catcher vessels greater than or 
equal to 60 feet (18.3m) LOA using pot 
gear in the BSAI. NMFS was unable to 
publish a notice providing time for 
public comment because the most 
recent, relevant data only became 
available as of September 14, 2020. 

Authority: 16 U.S.C. 1801 et seq. 

Dated: September 15, 2020. 
Jennifer M. Wallace, 
Acting Director, Office of Sustainable 
Fisheries, National Marine Fisheries Service. 
[FR Doc. 2020–20668 Filed 9–15–20; 4:15 pm] 

BILLING CODE 3510–22–P 
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DEPARTMENT OF ENERGY 

10 CFR Part 429 

[EERE–2019–BT–STD–0008] 

RIN 1904–AD29 

Energy Conservation Program: Energy 
Conservation Standards for Small 
Electric Motors 

AGENCY: Office of Energy Efficiency and 
Renewable Energy, Department of 
Energy. 
ACTION: Notification of webinar public 
meeting and reopening of comment 
period. 

SUMMARY: On April 30, 2020, the U.S. 
Department of Energy (‘‘DOE’’) 
published in the Federal Register a 
Notification of Proposed Determination 
(‘‘NOPD’’) and request for comment 
regarding energy conservation standards 
for small electric motors. DOE is 
announcing that a webinar will be held 
regarding this proposed determination 
and that the comment period is re- 
opened to accept additional written 
comments. 

DATES: Meeting: DOE will hold a 
webinar on October 6, 2020, from 1:00 
p.m. to 3:00 p.m. The comment period 
for the NOPD, published on April 30, 
2020 (85 FR 24146), which closed on 
June 29, 2020, is hereby reopened and 
extended. DOE will accept written 
comments, data, and information in 
response to the notification of proposed 
determination no later than October 20, 
2020. 
ADDRESSES: See the ‘‘Public 
Participation’’ section of this document 
for webinar registration information, 
participant instructions, and 
information about the capabilities 
available to webinar participants. 

Docket: The docket for this activity, 
which includes Federal Register 
notices, comments, and other 
supporting documents/materials, is 
available for review at http:// 
www.regulations.gov. All documents in 
the docket are listed in the http:// 

www.regulations.gov index. However, 
some documents listed in the index, 
such as those containing information 
that is exempt from public disclosure, 
may not be publicly available. 

The docket web page can be found at 
https://www.regulations.gov/ 
docket?D=EERE-2019-BT-STD-0008 and 
https://www1.eere.energy.gov/buildings/ 
appliance_standards/ 
standards.aspx?productid=7. The 
docket web page contains simple 
instructions on how to access all 
documents, including public comments, 
in the docket. 
FOR FURTHER INFORMATION CONTACT: Mr. 
Jeremy Dommu, U.S. Department of 
Energy, Office of Energy Efficiency and 
Renewable Energy, Building 
Technologies Office, EE–5B, 1000 
Independence Avenue SW, Washington, 
DC 20585–0121. Telephone: (202) 586– 
9870. Email: 
ApplianceStandardsQuestions@
ee.doe.gov. 

Mr. Michael Kido, U.S. Department of 
Energy, Office of the General Counsel, 
GC–33, 1000 Independence Avenue SW, 
Washington, DC 20585–0121. 
Telephone: (202) 586–8145. Email: 
Michael.Kido@hq.doe.gov. 

For further information on how to 
submit a comment, review other public 
comments and the docket, or participate 
in the webinar, contact the Appliance 
and Equipment Standards Program staff 
at (202) 287–1445 or by email: 
ApplianceStandardsQuestions@
ee.doe.gov. 

SUPPLEMENTARY INFORMATION: The 
Energy Policy and Conservation Act of 
1975, as amended (‘‘EPCA’’), prescribes 
energy conservation standards for 
various consumer products and certain 
commercial and industrial equipment, 
including small electric motors. EPCA 
also requires the Secretary of Energy to 
periodically determine whether more- 
stringent, amended standards would be 
technologically feasible and cost 
effective, and would result in significant 
conservation of energy. In a Notification 
of Proposed Determination (‘‘NOPD’’) 
published on April 30, 2020, DOE 
tentatively determined that more 
stringent small electric motors standards 
would not be cost effective, and, thus, 
did not propose to amend its energy 
conservation standards for this 
equipment. 85 FR 24146. DOE requested 
submission of written comment, data, 

and information pertaining to these 
standards by June 29, 2020. 

This document announces that DOE 
will hold a webinar to discuss the 
proposed determination on October 6, 
2020. Additionally, DOE will reopen the 
comment period for written comments 
until October 20, 2020 to provide 
interested parties an additional 14 days 
following the webinar to prepare and 
submit comments. DOE will consider 
any comments received by this date, to 
be timely submitted. 

Public Participation 

See section IV, ‘‘Public Participation,’’ 
of the NOPD for additional information 
on submitting written comments. Id. at 
85 FR 24171. 

A. Participation in the Webinar 

The time and date of the webinar are 
listed in the DATES section at the 
beginning of this document. Webinar 
registration information, participant 
instructions, and information about the 
capabilities available to webinar 
participants will be published on DOE’s 
website: https://www1.eere.energy.gov/ 
buildings/appliance_standards/ 
standards.aspx?productid=7. If you 
plan to attend the webinar, please notify 
the Appliance and Equipment 
Standards Program staff at (202) 287– 
1445 or by email: Appliance_
Standards_Public_Meetings@ee.doe.gov. 
Participants are responsible for ensuring 
their systems are compatible with the 
webinar software. 

Additionally, you may request an in- 
person meeting to be held prior to the 
close of the request period provided in 
the DATES section of this document. 
Requests for an in-person meeting may 
be made by contacting Appliance and 
Equipment Standards Program staff at 
(202) 287–1445 or by email: Appliance_
Standards_Public_Meetings@ee.doe.gov. 

Please note that foreign nationals 
participating in the public meeting are 
subject to advance security screening 
procedures which require advance 
notice prior to attendance at the public 
meeting. If a foreign national wishes to 
participate in the public meeting, please 
inform DOE of this fact as soon as 
possible by contacting Ms. Regina 
Washington at (202) 586–1214 or by 
email: Regina.Washington@ee.doe.gov 
so that the necessary procedures can be 
completed. 
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B. Procedure for Submitting Prepared 
General Statements for Distribution 

Any person who has plans to present 
a prepared general statement may 
request that copies of his or her 
statement be made available at the 
public meeting. Such persons may 
submit requests, along with an advance 
electronic copy of their statement in 
PDF (preferred), Microsoft Word or 
Excel, WordPerfect, or text (ASCII) file 
format, by email to: Appliance_
Standards_Public_Meetings@ee.doe.gov. 
The request and advance copy of 
statements must be received at least one 
week before the public meeting via 
email. Please include a telephone 
number to enable DOE staff to make a 
follow-up contact, if needed. 

A transcript of the public meeting will 
be included in the docket, which can be 
viewed as described in the Docket 
section at the beginning of this 
document. In addition, any person may 
buy a copy of the transcript from the 
transcribing reporter. 

Signing Authority 

This document of the Department of 
Energy was signed on August 31, 2020, 
by Alexander N. Fitzsimmons, Deputy 
Assistant Secretary for Energy 
Efficiency, Energy Efficiency and 
Renewable Energy, pursuant to 
delegated authority from the Secretary 
of Energy. That document with the 
original signature and date is 
maintained by DOE. For administrative 
purposes only, and in compliance with 
requirements of the Office of the Federal 
Register, the undersigned DOE Federal 
Register Liaison Officer has been 
authorized to sign and submit the 
document in electronic format for 
publication, as an official document of 
the Department of Energy. This 
administrative process in no way alters 
the legal effect of this document upon 
publication in the Federal Register. 

Signed in Washington, DC, on August 31, 
2020. 

Treena V. Garrett, 
Federal Register Liaison Officer, U.S. 
Department of Energy. 
[FR Doc. 2020–19566 Filed 9–17–20; 8:45 am] 

BILLING CODE 6450–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

18 CFR Part 292 

[Docket No. RM18–20–000] 

Petition for Rulemaking of Bloom 
Energy Corporation 

AGENCY: Federal Energy Regulatory 
Commission, DOE. 
ACTION: Petition for rulemaking. 

SUMMARY: Take notice that on August 
19, 2020, pursuant to the Federal Energy 
Regulatory Commission’s (Commission) 
Rules of Practice and Procedure, Bloom 
Energy Corporation submitted a petition 
for rulemaking requesting that the 
Commission clarify that the thermal 
energy output produced by a topping- 
cycle facility’s solid oxide fuel cell 
system when used to reform methane 
and produce hydrogen for fuel for 
electricity generation by that facility is 
useful thermal energy output that would 
enable the facility powered by such fuel 
cells to be certified as a qualifying 
cogeneration facility, all as more fully 
explained in the petition. 
DATES: Comments due 5 p.m. Eastern 
time on September 8, 2020. 
ADDRESSES: The Commission strongly 
encourages electronic filing of 
comments in lieu of paper using the 
eFile link at http://www.ferc.gov. In lieu 
of electronic filing, you may submit a 
paper copy. Submissions sent via the 
U.S. Postal Service must be addressed 
to: Kimberly D. Bose, Secretary, Federal 
Energy Regulatory Commission, 888 
First Street NE, Room 1A, Washington, 
DC 20426. Submissions sent via any 
other carrier must be addressed to: 
Kimberly D. Bose, Secretary, Federal 
Energy Regulatory Commission, 12225 
Wilkins Avenue, Rockville, Maryland 
20852. 

FOR FURTHER INFORMATION CONTACT: 
Lawrence Greenfield, Office of the 
General Counsel, Federal Energy 
Regulatory Commission, 888 First Street 
NE, Washington, DC 20426, (202) 502– 
6415, Lawrence.Greenfield@ferc.gov. 
SUPPLEMENTARY INFORMATION: Any 
person desiring to intervene or to 
protest this filing must file in 
accordance with Rules 211 and 214 of 
the Commission’s Rules of Practice and 
Procedure (18 CFR 385.211, 385.214). 
Protests will be considered by the 
Commission in determining the 
appropriate action to be taken, but will 
not serve to make protestants parties to 
the proceeding. Any person wishing to 
become a party must file a notice of 

intervention or motion to intervene, as 
appropriate. Such notices, motions, or 
protests must be filed on or before the 
comment date. Anyone filing a motion 
to intervene or protest must serve a copy 
of that document on the Petitioner. 

In addition to publishing the full text 
of this document in the Federal 
Register, the Commission provides all 
interested persons an opportunity to 
view and/or print the contents of this 
document via the internet through the 
Commission’s Home Page (http:// 
www.ferc.gov) using the eLibrary link. 
Enter the docket number excluding the 
last three digits in the docket number 
field to access the document. At this 
time, the Commission has suspended 
access to Commission’s Public 
Reference Room, due to the 
proclamation declaring a National 
Emergency concerning the Novel 
Coronavirus Disease (COVID–19), issued 
by the President on March 13, 2020. For 
assistance, contact FERC at 
FERCOnlineSupport@ferc.gov or call 
toll-free, (886) 208–3676 or TYY, (202) 
502–8659. 

Dated: August 21, 2020. 
Kimberly D. Bose, 
Secretary. 
[FR Doc. 2020–20590 Filed 9–17–20; 8:45 am] 

BILLING CODE 6717–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Food and Drug Administration 

21 CFR Part 866 

[Docket No. FDA–2016–N–2880] 

Microbiology Devices; Reclassification 
of Cytomegalovirus Deoxyribonucleic 
Acid Quantitative Assay Devices 
Intended for Transplant Patient 
Management, To Be Renamed 
Quantitative Cytomegalovirus Nucleic 
Acid Tests for Transplant Patient 
Management 

AGENCY: Food and Drug Administration, 
HHS. 
ACTION: Proposed amendment; proposed 
order; request for comments. 

SUMMARY: The Food and Drug 
Administration (FDA or the Agency) is 
proposing to reclassify cytomegalovirus 
(CMV) deoxyribonucleic acid (DNA) 
quantitative assay devices intended for 
transplant patient management, a 
postamendments class III device 
(product code PAB) into class II (general 
controls and special controls), subject to 
premarket notification. FDA is also 
proposing a new device classification 
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regulation with the name ‘‘quantitative 
cytomegalovirus (CMV) nucleic acid 
tests for transplant patient 
management’’ to identify these devices 
along with the special controls that the 
Agency believes are necessary to 
provide a reasonable assurance of safety 
and effectiveness for the device. FDA is 
proposing this reclassification on its 
own initiative. If finalized, this order 
will reclassify these types of devices 
from class III (general controls and 
premarket approval) to class II (general 
controls and special controls) and 
reduce the regulatory burdens 
associated with these devices as 
manufacturers of these types of devices 
will no longer be required to submit a 
premarket approval application (PMA), 
but can instead submit a premarket 
notification (510(k)) and obtain 
clearance, before marketing their device. 
DATES: Submit either electronic or 
written comments on the proposed 
order by November 17, 2020. Please see 
section XII of this document for the 
proposed effective date when the new 
requirements apply and for the 
proposed effective date of a final order 
based on this proposed order. 
ADDRESSES: You may submit comments 
as follows. Please note that late, 
untimely filed comments will not be 
considered. Electronic comments must 
be submitted on or before November 17, 
2020. The https://www.regulations.gov 
electronic filing system will accept 
comments until 11:59 p.m. Eastern Time 
at the end of November 17, 2020. 
Comments received by mail/hand 
delivery/courier (for written/paper 
submissions) will be considered timely 
if they are postmarked or the delivery 
service acceptance receipt is on or 
before that date. 

Electronic Submissions 

Submit electronic comments in the 
following way: 

• Federal Rulemaking Portal: https:// 
www.regulations.gov. Follow the 
instructions for submitting comments. 
Comments submitted electronically, 
including attachments, to https://
www.regulations.gov will be posted to 
the docket unchanged. Because your 
comment will be made public, you are 
solely responsible for ensuring that your 
comment does not include any 
confidential information that you or a 
third party may not wish to be posted, 
such as medical information, your or 
anyone else’s Social Security number, or 
confidential business information, such 
as a manufacturing process. Please note 
that if you include your name, contact 
information, or other information that 
identifies you in the body of your 

comments, that information will be 
posted on https://www.regulations.gov. 

• If you want to submit a comment 
with confidential information that you 
do not wish to be made available to the 
public, submit the comment as a 
written/paper submission and in the 
manner detailed below (see ‘‘Written/ 
Paper Submissions’’ and 
‘‘Instructions’’). 

Written/Paper Submissions 
Submit written/paper submissions as 

follows: 
• Mail/Hand Delivery/Courier (for 

written/paper submissions): Dockets 
Management Staff (HFA–305), Food and 
Drug Administration, 5630 Fishers 
Lane, Rm. 1061, Rockville, MD 20852. 

• For written/paper comments 
submitted to the Dockets Management 
Staff, FDA will post your comment, as 
well as any attachments, except for 
information submitted, marked and 
identified, as confidential, if submitted 
as detailed in ‘‘Instructions.’’ 

Instructions: All submissions received 
must include the Docket No. FDA– 
2016–N–2880 for ‘‘Microbiology 
Devices; Reclassification of 
Cytomegalovirus Deoxyribonucleic Acid 
Quantitative Assay Devices Intended for 
Transplant Patient Management, To Be 
Renamed Quantitative Cytomegalovirus 
Nucleic Acid Tests for Transplant 
Patient Management.’’ Received 
comments, those filed in a timely 
manner (see ADDRESSSES) will be placed 
in the docket and, except for those 
submitted as ‘‘Confidential 
Submissions,’’ publicly viewable at 
https://www.regulations.gov or at the 
Dockets Management Staff between 9 
a.m. and 4 p.m., Monday through 
Friday, 240–402–7500. 

• Confidential Submissions—To 
submit a comment with confidential 
information that you do not wish to be 
made publicly available, submit your 
comments only as a written/paper 
submission. You should submit two 
copies total. One copy will include the 
information you claim to be confidential 
with a heading or cover note that states 
‘‘THIS DOCUMENT CONTAINS 
CONFIDENTIAL INFORMATION.’’ The 
Agency will review this copy, including 
the claimed confidential information, in 
its consideration of comments. The 
second copy, which will have the 
claimed confidential information 
redacted/blacked out, will be available 
for public viewing and posted on 
https://www.regulations.gov. Submit 
both copies to the Dockets Management 
Staff. If you do not wish your name and 
contact information to be made publicly 
available, you can provide this 
information on the cover sheet and not 

in the body of your comments and you 
must identify this information as 
‘‘confidential.’’ Any information marked 
as ‘‘confidential’’ will not be disclosed 
except in accordance with 21 CFR 10.20 
and other applicable disclosure law. For 
more information about FDA’s posting 
of comments to public dockets, see 80 
FR 56469, September 18, 2015, or access 
the information at: https://
www.govinfo.gov/content/pkg/FR-2015- 
09-18/pdf/2015-23389.pdf. 

Docket: For access to the docket to 
read background documents or the 
electronic and written/paper comments 
received, go to https://
www.regulations.gov and insert the 
docket number, found in brackets in the 
heading of this document, into the 
‘‘Search’’ box and follow the prompts 
and/or go to the Dockets Management 
Staff, 5630 Fishers Lane, Rm. 1061, 
Rockville, MD 20852, 240–402–7500. 
FOR FURTHER INFORMATION CONTACT: 
Silke Schlottmann, Center for Devices 
and Radiological Health, Food and Drug 
Administration, 10903 New Hampshire 
Ave., Bldg. 66, Rm. 3258, Silver Spring, 
MD 20993–0002, 301–796–9551, 
Silke.Schlottmann@fda.hhs.gov. 
SUPPLEMENTARY INFORMATION: 

I. Background—Regulatory Authorities 

The Federal Food, Drug, and Cosmetic 
Act (the FD&C Act), as amended, 
establishes a comprehensive system for 
the regulation of medical devices 
intended for human use. Section 513 of 
the FD&C Act (21 U.S.C. 360c) 
established three classes of devices, 
reflecting the regulatory controls needed 
to provide reasonable assurance of their 
safety and effectiveness. The three 
classes of devices are class I (general 
controls), class II (general controls and 
special controls), and class III (general 
controls and premarket approval). 

Devices that were not in commercial 
distribution prior to May 28, 1976 
(generally referred to as 
postamendments devices) are 
automatically classified by section 
513(f)(1) of the FD&C Act into class III 
without any FDA rulemaking process. 
Those devices remain in class III and 
require premarket approval, unless and 
until: (1) FDA reclassifies the device 
into class I or class II or (2) FDA issues 
an order finding the device to be 
substantially equivalent, in accordance 
with section 513(i) of the FD&C Act, to 
a predicate device that does not require 
premarket approval. FDA determines 
whether new devices are substantially 
equivalent to predicate devices by 
means of premarket notification 
procedures in section 510(k) of the 
FD&C Act (21 U.S.C. 360(k)) and part 
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1 In December 2019, FDA began adding the term 
‘‘Proposed amendment’’ to the ‘‘ACTION’’ caption 
for these documents, typically styled ‘‘Proposed 
order’’, to indicate that they ‘‘propose to amend’’ 
the Code of Federal Regulations. This editorial 
change was made in accordance with the Office of 
Federal Register’s interpretations of the Federal 
Register Act (44 U.S.C. chapter 15), its 
implementing regulations (1 CFR 5.9 and parts 21 
and 22), and the Document Drafting Handbook. 

807 (21 CFR part 807), subpart E, of 
FDA’s regulations. 

A postamendments device that has 
been initially classified in class III 
under section 513(f)(1) of the FD&C Act 
may be reclassified into class I or II 
under section 513(f)(3) of the FD&C Act. 
Section 513(f)(3) of the FD&C Act 
provides that FDA, acting by 
administrative order, can reclassify the 
device into class I or class II on its own 
initiative, or in response to a petition 
from the manufacturer or importer of 
the device. To change the classification 
of the device, the proposed new class 
must have sufficient regulatory controls 
to provide a reasonable assurance of the 
safety and effectiveness of the device for 
its intended use. 

FDA relies upon ‘‘valid scientific 
evidence,’’ as defined in section 
513(a)(3) of the FD&C Act and 21 CFR 
860.7(c)(2), in the classification process 
to determine the level of regulation for 
devices. To be considered in the 
reclassification process, the ‘‘valid 
scientific evidence’’ upon which the 
Agency relies must be publicly 
available. Publicly available information 
excludes trade secret and/or 
confidential commercial information, 
e.g., the contents of a pending PMA 
application (see section 520(c) of the 
FD&C Act (21 U.S.C. 360j(c)). 

In accordance with section 513(f)(3) of 
the FD&C Act, FDA is issuing this 
proposed order to reclassify CMV DNA 
quantitative assay devices intended for 
transplant patient management, 
postamendments class III devices, into 
class II (general controls and special 
controls), subject to premarket 
notification because FDA believes the 
standard in section 513(a)(1)(B) of the 
FD&C Act is met as there is sufficient 
information to establish special 
controls, which in addition to general 
controls, will provide reasonable 
assurance of the safety and effectiveness 
of the device.1 

Section 510(m) of the FD&C Act 
provides that a class II device may be 
exempted from the premarket 
notification requirements under section 
510(k) of the FD&C Act, if the Agency 
determines that premarket notification 
is not necessary to reasonably assure the 
safety and effectiveness of the device. 
FDA has determined that premarket 
notification is necessary to reasonably 

assure the safety and effectiveness of 
CMV DNA quantitative assay devices 
intended for transplant patient 
management. Therefore, the Agency 
does not intend to exempt these 
proposed class II devices from 
premarket notification (510(k)) 
submission as provided under section 
510(m) of the FD&C Act. 

II. Regulatory History of the Device 
In accordance with section 513(f)(1) of 

the FD&C Act, CMV DNA quantitative 
assay devices intended for transplant 
patient management were automatically 
classified into class III because they 
were not introduced or delivered for 
introduction into interstate commerce 
for commercial distribution before May 
28, 1976, and have not been found 
substantially equivalent to a device 
placed in commercial distribution after 
May 28, 1976, which was subsequently 
classified or reclassified into class II or 
class I. Therefore, the device is subject 
to PMA requirements under section 515 
of the FD&C Act (21 U.S.C. 360e). 

Accordingly, on July 5, 2012, the 
Center for Devices and Radiological 
Health approved its first CMV DNA 
quantitative assay for the quantitative 
measurement of CMV DNA in human 
ethylenediaminetetraacetic acid plasma 
for use as a prescription device as an aid 
in the management of transplant 
patients, through its PMA process under 
section 515 of the FD&C Act. In the 
January 7, 2013, Federal Register (78 FR 
950) notice, FDA announced the PMA 
approval order for the first CMV DNA 
quantitative device (Roche Molecular 
Systems, Inc’s COBAS AmpliPrep/ 
COBAS TaqMan CMV Test) and the 
availability of the Summary of Safety 
and Effectiveness Data (SSED) for the 
device. 

Since this first approval order, FDA 
has approved three additional original 
PMA applications for CMV DNA 
quantitative assay devices intended for 
transplant patient management that are 
prescription devices intended for use, 
by a qualified licensed healthcare 
professional in conjunction with other 
relevant clinical and laboratory 
findings, in the detection of CMV and as 
an aid in the management of transplant 
patients with active CMV infection or at 
risk of developing CMV infection by 
measuring CMV DNA levels in human 
plasma and/or whole blood using 
validated specimen processing, 
amplification, and detection 
instrumentation (hereafter referred to as 
‘‘CMV transplant assays.’’) These are 
prescription devices that are assigned 
the product code PAB. As of the date of 
this proposed order, the Agency has not 
received any recalls for these devices 

and has seen a relatively low incidence 
of Medical Device Reports (MDRs). 

Based on a review of the MDR 
database, five MDRs have been received 
for the original Roche Molecular 
Systems, Inc’s COBAS AmpliPrep/ 
COBAS TaqMan CMV Test. These 
MDRs included one MedWatch report in 
2015 describing a high false positive 
rate during performance verification, 
one adverse event reported to FDA in 
May of 2014 for the overquantitation of 
CMV, and three adverse events reported 
to FDA between December 2015 and 
February 2017 for the underquantitation 
of CMV. Evaluation of the patient 
samples from the 2015 and 2017 adverse 
event reports revealed mismatches 
between the assay primers and patient 
CMV sequences. Three additional MDRs 
were received between 2018 to 2019 for 
the ABBOTT Realtime CMV. All three 
adverse events were reports of 
overquantification of CMV viral load 
and none of these reported adverse 
events were associated with patient 
injury. 

These adverse events reflect the risks 
to health FDA identified in section VI, 
and FDA believes the special controls 
proposed, in addition to general 
controls, can effectively mitigate the 
risks identified in these adverse event 
reports. 

III. Device Description 
CMV transplant assays are 

postamendment prescription devices for 
transplant patient management and are 
devices classified into class III under 
section 513(f)(1) of the FD&C Act. These 
devices are described in FDA SSEDs 
and in the product code database 
(assigned product code PAB) as in vitro 
nucleic acid assays for the quantitative 
measurement of CMV DNA in human 
plasma or whole blood. The assay can 
be used to measure CMV DNA levels 
serially at baseline and during the 
course of antiviral treatment to assess 
virological response to treatment. The 
test results are to be interpreted within 
the context of all relevant clinical and 
laboratory findings. 

FDA is proposing to reclassify CMV 
transplant assays from class III (general 
controls and premarket approval) to 
class II (general controls and special 
controls) and change the device type 
name to quantitative CMV nucleic acid 
tests for transplant patient management. 
FDA believes that the following 
description most accurately describes 
this device type and proposes its use for 
these types of devices. A quantitative 
CMV nucleic acid test for transplant 
patient management is tentatively 
identified as a device intended for 
prescription use in the detection of 
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2 See 21 CFR 807.81(a)(3)(i). 

CMV and as an aid in the management 
of transplant patients to measure CMV 
DNA levels in human plasma and/or 
whole blood using validated specimen 
processing, amplification, and detection 
instrumentation. The test is intended for 
use as an aid in the management of 
transplant patients with active CMV 
infection or at risk for developing CMV 
infection. The test results are intended 
to be interpreted by a qualified licensed 
healthcare professional in conjunction 
with other relevant clinical and 
laboratory findings. A condition defined 
as the isolation of virus or detection of 
viral proteins or viral nucleic acid in 
any body fluid or tissue specimen (Ref. 
1). CMV infection in the setting of solid 
organ transplant or hematopoietic stem 
cell transplantation has previously been 
associated with significant patient 
morbidity, including organ rejection, 
end organ disease and death (Ref. 2). 
Currently, CMV transplant assays are 
used as an aid in the management of 
transplant patients with active CMV 
infection or at risk of developing CMV 
infection. The introduction of 
quantitative CMV nucleic acid tests for 
transplant patient management into 
clinical practice has helped to reduce 
the overall rates of CMV-associated 
morbidity and mortality post-transplant 
by enabling detection and quantification 
of CMV DNAemia (the presence of CMV 
DNA in blood or plasma) in patients, 
and accordingly, earlier intervention 
when necessary. CMV transplant assays 
are also used to assess patient response 
during antiviral treatment in order to 
guide management decisions. 

Healthcare professionals managing 
transplant patients with CMV DNAemia 
or CMV infection often have substantial 
clinical experience with quantitation of 
CMV DNA such that patient risks are 
reduced when these tests are used for 
clinical management. Based upon our 
review experience and consistent with 
the FD&C Act and FDA’s regulations, 
FDA believes that these devices should 
be reclassified from class III into class 
II because there is sufficient information 
to establish special controls that, along 
with general controls, can provide 
reasonable assurance of the devices’ 
safety and effectiveness. 

IV. Proposed Reclassification 
FDA is proposing to reclassify CMV 

transplant assay devices. On November 
9, 2016, the Microbiology Devices Panel 
(Panel) of the Medical Devices Advisory 
Committee convened to discuss and 
make recommendations regarding the 
reclassification of CMV transplant 
assays from class III (general controls 
and premarket approval) into class II 
(general controls and special controls). 

Panel members unanimously agreed that 
special controls, in addition to general 
controls, are necessary and sufficient to 
mitigate the risks to the health of 
transplant patients presented by these 
devices (Ref. 4). 

FDA agrees and believes that at this 
time, sufficient data and information 
exist such that the risks identified in 
section VI can be mitigated by 
establishing special controls that, 
together with general controls, can 
provide a reasonable assurance of the 
safety and effectiveness of these devices 
and therefore proposes these devices be 
reclassified from class III (general 
controls and premarket approval) to 
class II (general controls and special 
controls). 

In accordance with section 513(f)(3) of 
the FD&C Act and 21 CFR part 860, 
subpart C, FDA is proposing to 
reclassify postamendments CMV 
transplant assays to be renamed 
‘‘quantitative CMV nucleic acid tests for 
transplant patient management,’’ from 
class III into class II. FDA believes, at 
this time, that there is sufficient data 
and information available to FDA 
through FDA’s accumulated experience 
with these devices from review 
submissions, recommendations 
provided by professional organizations, 
and from published literature, as well as 
the recommendations provided by the 
Panel, to demonstrate that the proposed 
special controls, along with general 
controls, would effectively mitigate the 
risks to health identified in section VI 
and provide a reasonable assurance of 
safety and effectiveness of these devices. 
Absent the special controls identified in 
this proposed order, general controls 
applicable to the device type are 
insufficient to provide reasonable 
assurance of the safety and effectiveness 
of these devices. FDA expects that the 
reclassification of these devices would 
enable more manufacturers to develop 
quantitative CMV nucleic acid tests for 
transplant patient management such 
that patients would benefit from 
increased access to safe and effective 
tests. 

FDA is proposing to create a 
classification regulation for quantitative 
CMV nucleic acid tests for transplant 
patient management that will be 
reclassified from class III to class II. 
Under this proposed order, if finalized, 
quantitative CMV nucleic acid tests for 
transplant patient management will be 
identified as a prescription device as 
these prescription devices require the 
supervision of a practitioner licensed by 
law to direct the use of the device in 
order to ensure accurate interpretation 
of results and so that these devices will 
provide a reasonable assurance of safety 

and effectiveness. As such, the 
prescription device must satisfy 
prescription labeling requirements for in 
vitro diagnostic products (see 21 CFR 
809.10(a)(4) and (b)(5)(ii)). In this 
proposed order, if finalized, the Agency 
has identified the special controls under 
section 513(a)(1)(B) of the FD&C Act 
that, together with general controls, will 
provide a reasonable assurance of the 
safety and effectiveness for quantitative 
CMV nucleic acid tests for transplant 
patient management devices. 

Section 510(m) of the FD&C Act 
provides that FDA may exempt a class 
II device from the premarket notification 
requirements under section 510(k) of the 
FD&C Act if FDA determines that 
premarket notification is not necessary 
to provide reasonable assurance of the 
safety and effectiveness of the device. 
For quantitative CMV nucleic acid tests 
for transplant patient management, FDA 
has determined that premarket 
notification is necessary to provide a 
reasonable assurance of the safety and 
effectiveness of these devices. 
Therefore, FDA does not intend to 
exempt these proposed class II devices 
from the 510(k) requirements. If this 
proposed order is finalized, persons 
who intend to market this type of device 
must submit a 510(k) to FDA and 
receive clearance prior to marketing the 
device. 

This proposed order, if finalized, will 
decrease regulatory burden on industry, 
as manufacturers will no longer have to 
submit a PMA application for these 
types of devices but can instead submit 
a 510(k) to the Agency for review prior 
to marketing their device. A 510(k) 
typically results in a shorter premarket 
review timeline compared to a PMA 
application, which ultimately provides 
more timely access of these types of 
devices to patients. 

In addition, the Agency believes that 
certain changes could be made to 
quantitative CMV nucleic acid tests for 
transplant patient management that 
could significantly affect the safety and 
effectiveness of those devices and for 
which a new 510(k) is likely required.2 
Based on FDA’s accumulated 
experience with these devices, changes 
that likely could significantly affect the 
safety and effectiveness of these devices 
include, but are not limited to, changes 
to critical reagents, changes to final 
release specifications, and changes in 
shelf life of the device. For more 
information about when to submit a 
new 510(k), manufacturers should refer 
to FDA’s guidance entitled ‘‘Deciding 
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When to Submit at 510(k) for a Change 
to an Existing Device’’ (Ref. 3). 

V. Risks to Health 
The incidence of CMV infection 

among transplant patients is highly 
variable and is dependent upon 
multiple factors, most importantly the 
serostatus of the donor/recipient pair, 
the type of transplant the patient 
received, and the recommended course 
of immunosuppressive therapy. If left 
untreated, transplant patients with CMV 
infection have significant risk of 
developing severe CMV-associated 
diseases, including gastroenteritis, 
pneumonia, hepatitis, pancreatitis, and 
myocarditis. However, the risk of CMV- 
associated morbidity and mortality has 
been considerably lowered with 
effective post-transplant prophylactic 
and preemptive antiviral treatments, 
combined with the use of quantitative 
CMV nucleic acid tests for transplant 
patient management as part of the 
current standard monitoring practices. 

After consideration of FDA’s 
accumulated experience with these 
devices from review submissions, the 
recommendations provided by 
professional organizations, the 
recommendations of the Panel for the 
classification of these devices (Ref. 4), 
and published literature, FDA has 
identified the following probable risks 
to health associated with quantitative 
CMV nucleic acid tests for transplant 
patient management: 

• Inaccurate interpretation of test 
results. Inaccurate interpretation of test 
results by clinicians may lead to 
misdiagnosis with potentially 
significant impact on patient 
management. 

• Risk of false results (inaccurately 
low or false negative test result and 
inaccurately high or false positive test 
results). An inaccurately low or false 
negative test result may cause 
withholding or discontinuation of 
antiviral therapy which can lead to 
serious injury, including death. An 
inaccurately high or false positive test 
result could lead to the unnecessary 
initiation of treatment, a change in 
therapy and/or prolonged duration of 
therapy, and increased patient risk to 
the potential adverse effects of CMV 
antiviral medications. 

• Decreased test sensitivity and/or 
increased rates of false negative test 
reporting. Decreased test sensitivity 
and/or increased rates of false negative 
test reporting may occur with patient 
samples containing high CMV strain 
variability, de novo mutations in 
genomic regions of CMV targeted by the 
device, or undetectable CMV in the 
peripheral blood which can occur in 

CMV infected patients with tissue 
invasive disease. Increased rates of false 
negative test reporting due to drift in 
accuracy due to changes in the viral 
genomic target may also pose significant 
risks to patient health. 

• Variability in CMV viral load 
measurement across different devices. 
Variability in CMV viral load 
measurement across different devices 
may influence patient management 
decisions (e.g., a less sensitive test could 
lead to earlier discontinuation of 
treatment), even if performed 
appropriately. 

VI. Summary of the Reasons for 
Reclassification 

FDA believes that quantitative CMV 
nucleic acid tests for transplant patient 
management should be reclassified from 
class III (general controls and premarket 
approval) into class II (general controls 
and special controls) because special 
controls, in addition to general controls, 
can be established to mitigate the risks 
to health identified in section VI and 
provide a reasonable assurance of the 
safety and effectiveness of these devices. 
The proposed special controls are 
identified by FDA in section VII. 

Taking into account the probable 
health benefits of the use of these 
devices and the nature and known 
incidence of the risks of the devices, 
FDA, on its own initiative, is proposing 
to reclassify these postamendments 
class III devices into class II. FDA 
believes that, when used as indicated, 
quantitative CMV nucleic acid tests for 
transplant patient management can 
provide significant benefits to clinicians 
and patients, including guiding 
therapeutic intervention in the setting of 
CMV DNAemia and assessment of 
virological response to anti-CMV 
therapy. 

FDA’s reasons for reclassification are 
based on the scientific and medical 
information available regarding the 
nature, complexity, and risks associated 
with quantitative CMV nucleic acid 
tests for transplant patient management. 
The safety and effectiveness of this 
device type has become well established 
since the initial approval of the first 
CMV transplant assay in 2012. 
Quantitative CMV nucleic acid tests for 
transplant patient management have 
been used for clinical management of 
transplant patients nationally and 
internationally for many years. The 
Transplantation Society International 
CMV Consensus Group has published 
recommendations that serve to 
standardize the clinical practice for 
CMV viral load measurement in the 
context of transplant patient 
management (Ref. 5). 

VII. Proposed Special Controls 

FDA believes that these devices can 
be classified into class II with the 
establishment of special controls. FDA 
believes that the following special 
controls, together with general controls 
will provide reasonable assurance of the 
safety and effectiveness of the device 
type, table 1 demonstrates how these 
proposed special controls will mitigate 
each of the risks to health identified in 
section VII. 

The risk of inaccurate interpretation 
of test results can be mitigated by 
special controls requiring certain 
labeling, including clearly stated 
warnings and limitations and 
information on the principles of 
operation and procedures in performing 
the test. 

The risk of false results (e.g., 
inaccurately low-test result or a false 
negative test result and inaccurately 
high-test result or false positive test 
result) can be mitigated through a 
combination of special controls 
including certain labeling requirements, 
certain design verification and 
validation information, and 
performance studies. Examples of 
labeling mitigations include certain 
warnings and limitations, as well as a 
detailed explanation of the 
interpretation of results and detailed 
explanation of principles of operation 
and procedures for the device. Required 
statements in the labeling can aid in 
mitigating the failure of the device to 
perform as indicated. Examples of 
verification and validation information 
to be included in the design of the 
devices includes documentation of 
performance specifications including 
analytical and clinical design 
specifications and the use of appropriate 
data analysis methods for method 
comparison studies, and documentation 
of a complete device description, 
calibrators, critical reagents, traceability, 
lot release criteria, stability studies, and 
protocols. 

The risk of decreased test sensitivity 
and/or increased rates of false negative 
test reporting can be mitigated by 
special controls related to certain 
labeling, design verification and 
validation activities, failure mode 
analysis, and performance studies. 

Risks associated with test variability 
in CMV viral load measurement across 
different devices may influence patient 
management decisions and could lead 
to adverse effects on patient health. To 
mitigate such risks, new devices must 
be calibrated to an FDA acceptable 
standardized reference standard 
material determined by FDA to be an 
appropriate reference material and must 

VerDate Sep<11>2014 16:37 Sep 17, 2020 Jkt 250001 PO 00000 Frm 00006 Fmt 4702 Sfmt 4702 E:\FR\FM\18SEP1.SGM 18SEP1jb
el

l o
n 

D
S

K
JL

S
W

7X
2P

R
O

D
 w

ith
 P

R
O

P
O

S
A

LS



58305 Federal Register / Vol. 85, No. 182 / Friday, September 18, 2020 / Proposed Rules 

demonstrate continued traceability to 
appropriate standardized reference 
materials. The risk attributable to 
variability between different 
manufacturers’ devices may also be 

mitigated through specific warnings in 
the labeling. 

This reclassification order and the 
identified special controls, if finalized, 
would provide sufficient detail 

regarding FDA’s requirements to 
reasonably assure safety and 
effectiveness of quantitative CMV 
nucleic acid tests for transplant patient 
management. 

TABLE 1—RISKS TO HEALTH AND MITIGATION MEASURES FOR QUANTITATIVE CMV NUCLEIC ACID TESTS FOR 
TRANSPLANT PATIENT MANAGEMENT 

Identified risks to 
health Mitigation measures 

Inaccurate interpre-
tation of test re-
sults.

Certain labeling warnings, limitations, results interpretation information, and explanation of procedures. 

Risk of false results Certain labeling warnings, limitations, results interpretation information, and explanation of procedures; Certain design 
verification and validation information, including documentation of device descriptions, calibrators, critical reagents, 
traceability, lot release criteria, stability studies and protocols, and documentation of analytical and clinical studies. 

Decreased test sen-
sitivity and/or in-
creased rates of 
false negative test 
reporting.

Certain labeling warnings, limitations, results interpretation information, and explanation of procedures; Certain design 
verification and validation information, including traceability, lot release criteria, risk analysis, device descriptions and 
specifications, analytical studies, and clinical studies. 

Variability in CMV 
viral load meas-
urement across 
different devices.

Certain results interpretation information in labeling; Certain design verification and validation information, including docu-
mentation of device descriptions and specifications, analytical studies, clinical studies, and traceability studies. 

If this proposed order is finalized, 
quantitative CMV nucleic acid tests for 
transplant patient management will be 
reclassified into class II (general 
controls and special controls) and 
would be subject to premarket 
notification requirements under section 
510(k) of the FD&C Act. As discussed 
below, the intent is for the 
reclassification to be codified in 21 CFR 
866.3180. Firms submitting a premarket 
notification under section 510(k) of the 
FD&C Act for quantitative CMV nucleic 
acid tests for transplant patient 
management will be required to comply 
with the particular mitigation measures 
set forth in the special controls. 
Adherence to the special controls, in 
addition to the general controls, is 
necessary to provide a reasonable 
assurance of the safety and effectiveness 
of these devices. 

VIII. Analysis of Environmental Impact

The Agency has determined under 21
CFR 25.34(b) that this action is of a type 
that does not individually or 
cumulatively have a significant effect on 
the human environment. Therefore, 
neither an environmental assessment 
nor an environmental impact statement 
is required. 

IX. Paperwork Reduction Act of 1995

FDA tentatively concludes that this
proposed order contains no new 
collections of information. Therefore, 
clearance by the Office of Management 
and Budget (OMB) under the Paperwork 
Reduction Act of 1995 (PRA) (44 U.S.C. 
3501–3521) is not required. However, 

this proposed order refers to previously 
approved collections of information. 
These collections of information are 
subject to review by OMB under the 
PRA. The collections of information in 
21 CFR part 807, subpart E, have been 
approved under OMB control number 
0910–0120, the collections of 
information in 21 CFR part 820 have 
been approved under OMB control 
number 0910–0073, and the collections 
of information in 21 CFR parts 801 and 
809 have been approved under OMB 
control number 0910–0485. 

X. Codification of Orders

Under section 513(f)(3) of the FD&C
Act, FDA may issue final orders to 
reclassify devices. FDA will continue to 
codify classifications and 
reclassifications in the Code of Federal 
Regulations (CFR). Changes resulting 
from final orders will appear in the CFR 
as newly codified orders. Therefore, 
under section 513(f)(3), in the proposed 
order, we are proposing to codify CMV 
transplant assays in the new 21 CFR 
866.3180 under which CMV transplant 
assays will be renamed quantitative 
CMV nucleic acid tests for transplant 
patient management and would be 
reclassified from class III into class II. 

XI. Proposed Effective Date

FDA proposes that any final order
based on this proposed order become 
effective 30 days after its date of 
publication in the Federal Register. 

XII. References
The following references marked with

an asterisk (*) are on display in the 
Dockets Management Staff (see 
ADDRESSES) and are available for 
viewing by interested persons between 
9 a.m. and 4 p.m., Monday through 
Friday; they are also available 
electronically at https://
www.regulations.gov. References 
without asterisks are not on public 
display at https://www.regulations.gov 
because they have copyright restriction. 
Some may be available at the website 
address, if listed. References without 
asterisks are available for viewing only 
at the Dockets Management Staff. FDA 
has verified the website addresses as of 
the date this document publishes in the 
Federal Register, but websites are 
subject to change over time. 
1. Ljungman P., M. Boeckh, H.H. Hirsch, et

al., ‘‘Definitions of CMV Infection and
Disease in Transplant Patients for Use in 
Clinical Trials.’’ Clinical Infectious 
Diseases, 64(1):87–91, 2017. 

2. Singh, N. and A.P. Limaye, ‘‘Infections in
Solid-Organ Transplant Recipients.’’
Mandell, Douglas, and Bennett’s 
Principles and Practice of Infectious 
Diseases, 7th Edition. Philadelphia (PA): 
Elsevier. p. 3440–3452, 2015. 

*3. ‘‘Deciding When to Submit a 510(k) for
a Change to an Existing Device— 
Guidance for Industry and Food and 
Drug Administration Staff,’’ issued 
October 25, 2017 (available at https://
www.fda.gov/MedicalDevices/Device
RegulationandGuidance/Guidance
Documents/UCM514771). 

*4. Transcript of the FDA Microbiology
Devices Panel Meeting, November 9, 
2016 (available at https://www.fda.gov/ 
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downloads/AdvisoryCommittees/ 
CommitteesMeetingMaterials/Medical
Devices/MedicalDevicesAdvisory
Committee/MicrobiologyDevicesPanel/ 
UCM531275.pdf). 

5. Kotton, C.N., D. Kumar, A.M. Caliendo, et. 
al., ‘‘Updated International Consensus 
Guidelines on the Management of 
Cytomegalovirus in Solid-Organ 
Transplantation.’’ Transplantation, 
96(4): 333–360, 2013. 

List of Subjects in 21 CFR Part 866 
Biologics, Laboratories, Medical 

devices. 
Therefore, under the Federal Food, 

Drug, and Cosmetic Act and under 
authority delegated to the Commissioner 
of Food and Drugs, it is proposed that 
21 CFR part 866 be amended as follows: 

PART 866—IMMUNOLOGY AND 
MICROBIOLOGY DEVICES 

■ 1. The authority citation for part 866 
continues to read as follows: 

Authority: 21 U.S.C. 351, 360, 360c, 360e, 
360j, 360l, 371. 

■ 2. Add § 866.3180 to subpart D to read 
as follows: 

§ 866.3180 Quantitative cytomegalovirus 
(CMV) nucleic acid tests for transplant 
patient management. 

(a) Identification. A quantitative 
cytomegalovirus (CMV) nucleic acid test 
for transplant patient management is 
identified as a device intended for 
prescription use in the detection of 
CMV and as an aid in the management 
of transplant patients to measure CMV 
deoxyribonucleic acid (DNA) levels in 
human plasma and/or whole blood 
using specified specimen processing, 
amplification, and detection 
instrumentation. The test is intended for 
use as an aid in the management of 
transplant patients with active CMV 
infection or at risk for developing CMV 
infection. The test results are intended 
to be interpreted by qualified healthcare 
professionals in conjunction with other 
relevant clinical and laboratory 
findings. 

(b) Classification. Class II (special 
controls). The special controls for this 
device are: 

(1) The labeling required under 
§ 809.10(b) of this chapter must include: 

(i) A prominent statement that the 
device is not intended for use as a donor 
screening test for the presence of CMV 
DNA in blood or blood products. 

(ii) Limitations, which must be 
updated to reflect current clinical 
practice. The limitations must include, 
but are not limited to, statements that 
indicate: 

(A) Test results are to be interpreted 
by qualified licensed healthcare 

professionals in conjunction with 
clinical signs and symptoms and other 
relevant laboratory results; 

(B) Negative test results do not 
preclude CMV infection or tissue 
invasive CMV disease, and that CMV 
test results must not be the sole basis for 
patient management decisions. 

(iii) A detailed explanation of the 
interpretation of results and acceptance 
criteria must be provided and include 
specific warnings regarding the 
potential for variability in CMV viral 
load measurement when samples are 
measured by different devices. 
Warnings must include the following 
statement, where applicable: ‘‘Due to 
the potential for variability in CMV viral 
load measurements across different 
CMV assays, it is recommended that the 
same device be used for the quantitation 
of CMV viral load when managing CMV 
infection in individual patients.’’ 

(iv) A detailed explanation of the 
principles of operation and procedures 
for assay performance. 

(2) Design verification and validation 
must include the following: 

(i) Detailed documentation of the 
device description, including all parts 
that make up the device, reagents 
required for use with the CMV assay but 
not provided, an explanation of the 
methodology, design of the primer/ 
probe sequences, rationale for the 
selected gene target, and specifications 
for amplicon size, guanine-cytosine 
content, and degree of nucleic acid 
sequence conservation. The design and 
nature of all primary, secondary, and 
tertiary quantitation standards used for 
calibration must also be described. 

(ii) A detailed description of the 
impact of any software, including 
software applications and hardware- 
based devices that incorporate software, 
on the device’s function. 

(iii) Documentation and 
characterization of all critical reagents 
(e.g., determination of the identity, 
supplier, purity, and stability) and 
protocols for maintaining product 
integrity throughout its labeled shelf 
life. 

(iv) Stability data for reagents 
provided with the device and indicated 
specimen types, in addition to the basis 
for the stability acceptance criteria at all 
time points chosen across the spectrum 
of the device’s indicated life cycle, 
which must include a time point at the 
end of shelf life. 

(v) All stability protocols, including 
acceptance criteria. 

(vi) Final lot release criteria, along 
with documentation of an appropriate 
justification that lots released at the 
extremes of the specifications will meet 
the claimed analytical and clinical 

performance characteristics as well as 
the stability claims. 

(vii) Risk analysis and documentation 
demonstrating how risk control 
measures are implemented to address 
device system hazards, such as Failure 
Modes Effects Analysis and/or Hazard 
Analysis. This documentation must 
include a detailed description of a 
protocol (including all procedures and 
methods) for the continuous monitoring, 
identification, and handling of genetic 
mutations and/or novel CMV stains 
(e.g., regular review of published 
literature and annual in silico analysis 
of target sequences to detect possible 
primer or probe mismatches). All results 
of this protocol, including any findings, 
must be documented. 

(viii) Analytical performance testing 
that includes: 

(A) Detailed documentation of the 
following analytical performance 
studies: Limit of detection, upper and 
lower limits of quantitation, inclusivity, 
precision, reproducibility, interference, 
cross reactivity, carryover, quality 
control, specimen stability studies, and 
additional studies as applicable to 
specimen type and intended use for the 
device. 

(B) Identification of the CMV strains 
selected for use in analytical studies, 
which must be representative of 
clinically relevant circulating strains. 

(C) Inclusivity study results obtained 
with a variety of CMV genotypes as 
applicable to the specific assay target 
and supplemented by in silico analysis. 

(D) Reproducibility studies that 
include the testing of three independent 
production lots. 

(E) Documentation of calibration to a 
standardized reference material that 
FDA has determined is appropriate for 
the quantification of CMV DNA (e.g., a 
recognized consensus standard). 

(F) Documentation of traceability 
performed each time a new lot of the 
standardized reference material to 
which the device is traceable is 
released, or when the field transitions to 
a new standardized reference material. 

(ix) Clinical performance testing that 
includes: 

(A) Detailed documentation of device 
performance data from either a method 
comparison study with a comparator 
that FDA has determined is appropriate, 
or results from a prospective clinical 
study demonstrating clinical validity of 
the device. 

(B) Data from patient samples, with an 
acceptable number of the CMV positive 
samples containing an analyte 
concentration near the lower limit of 
quantitation and any clinically relevant 
decision points. 
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(C) The method comparison study 
must include predefined maximum 
acceptable differences between the test 
and comparator method across all 
primary outcome measures in the 
clinical study protocol. 

(D) The final release test results for 
each lot used in the clinical study. 

Dated: September 15, 2020. 
Lauren K. Roth, 
Associate Commissioner for Policy. 
[FR Doc. 2020–20716 Filed 9–17–20; 8:45 am] 

BILLING CODE 4164–01–P 

DEPARTMENT OF THE TREASURY 

Internal Revenue Service 

26 CFR Part 1 

[REG–109755–19] 

RIN 1545–BP31 

Certain Medical Care Arrangements; 
Hearing 

AGENCY: Internal Revenue Service (IRS), 
Treasury. 
ACTION: Proposed rule; notification of 
hearing. 

SUMMARY: This document provides a 
notice of public hearing on proposed 
regulations relating to section 213 of the 
Internal Revenue Code (Code) regarding 
the treatment of amounts paid for 
certain medical care arrangements, 
including direct primary care 
arrangements, health care sharing 
ministries, and certain government 
sponsored health care programs. 
DATES: The public hearing is being held 
on Wednesday, October 7, 2020, at 1:30 
p.m. The IRS must receive speakers’ 
outlines of the topics to be discussed at 
the public hearing by Friday, September 
25, 2020. If no outlines are received by 
September 25, 2020, the public hearing 
will be cancelled. 
ADDRESSES: The public hearing is being 
held by teleconference. Individuals who 
want to testify (by telephone) at the 
public hearing must send an email to 
publichearings@irs.gov to receive the 
telephone number and access code for 
the hearing. The subject line of the 
email must contain the regulation 
number [REG–109755–19] and the word 
TESTIFY. For example, the subject line 
may say: Request to TESTIFY at Hearing 
for REG–109755–19. The email should 
include the name of the speaker. Send 
outline submissions electronically via 
the Federal eRulemaking Portal at 
www.regulations.gov (IRS REG–109755– 
19). The email must be received by 
September 25, 2020. 

FOR FURTHER INFORMATION CONTACT: 
Concerning the proposed regulations, 
contact Richard C. Gano IV of the Office 
of Associate Chief Counsel (Income Tax 
and Accounting), (202) 317–7011 (not a 
toll-free call); concerning the preamble 
discussion of health reimbursement 
arrangements or health savings 
accounts, call William Fischer of the 
Office of Associate Chief Counsel 
(Employee Benefits, Exempt 
Organizations, and Employment Taxes), 
(202) 317–5500 (not a toll-free call); 
concerning submissions of comments, 
the hearing, and the access code to 
attend the hearing by teleconferencing, 
Regina Johnson at (202) 317–5177 (not 
toll-free numbers) or publichearings@
irs.gov. If emailing please put Attend, 
Testify, or Agenda Request and [REG– 
109755–19] in the email subject line. 
SUPPLEMENTARY INFORMATION: The 
subject of the public hearing is the 
notice of proposed rulemaking REG– 
109755–19 that was published in the 
Federal Register on Wednesday, June 
19, 2020, 85 FR 35398. 

The rules of 26 CFR 601.601(a)(3) 
apply to the hearing. Persons who wish 
to present oral comments telephonically 
at the hearing that submitted written 
comments by August 10, 2020, must 
submit an outline of the topics to be 
addressed and the amount of time to be 
devoted to each topic by September 25, 
2020. 

A period of 10 minutes is allotted to 
each person for presenting oral 
comments. After the deadline for 
receiving outlines has passed, the IRS 
will prepare an agenda containing the 
schedule of speakers. Copies of the 
agenda will be made available, on 
Regulations.gov, search IRS and REG– 
109755–19, or by emailing your request 
to publichearings@irs.gov. Please put 
‘‘REG–109755–19’’ Agenda Request’’ in 
the subject line of the email. 

Individuals who want to attend (by 
telephone) the public hearing must also 
send an email to publichearings@irs.gov 
to receive the telephone number and 
access code for the hearing. The subject 
line of the email must contain the 
regulation number [REG–109755–19] 
and the word ATTEND. For example, 
the subject line may say: Request to 
ATTEND Hearing for REG–109755–19. 
The email requesting to attend the 
public hearing must be received by 5:00 
p.m. two (2) business days before the 
date that the hearing is scheduled. 

The telephonic hearing will be made 
accessible to people with disabilities. To 
request special assistance during the 
telephonic hearing please contact the 
Publications and Regulations Branch of 
the Office of Associate Chief Counsel 

(Procedure and Administration) by 
sending an email to publichearings@
irs.gov (preferred) or by telephone at 
(202) 317–5177 (not a toll-free number) 
at least three (3) days prior to the date 
that the telephonic hearing is 
scheduled. 

Any questions regarding speaking at 
or attending a public hearing may also 
be emailed to publichearings@irs.gov. 

Crystal Pemberton, 
Senior Federal Register Liaison, Publications 
and Regulations Branch, Legal Processing 
Division, Associate Chief Counsel, (Procedure 
and Administration). 
[FR Doc. 2020–20326 Filed 9–17–20; 8:45 am] 

BILLING CODE 4830–01–P 

DEPARTMENT OF THE TREASURY 

Internal Revenue Service 

26 CFR Part 1 

[REG–132766–18] 

RIN 1545–BP53 

Small Business Taxpayer Exceptions 
Under Sections 263A, 448, 460 and 
471; Correction 

AGENCY: Internal Revenue Service (IRS), 
Treasury. 
ACTION: Correction to a notice of 
proposed rulemaking. 

SUMMARY: This document contains a 
correction to a notice of proposed 
rulemaking (REG–132766–18) that was 
published in the Federal Register on 
August 5, 2020. The proposed 
regulations to implement legislative 
changes to sections 263A, 448, 460, and 
471 of the Internal Revenue Code (Code) 
that simplify the application of those tax 
accounting provisions for certain 
businesses having average annual gross 
receipts that do not exceed $25,000,000, 
adjusted for inflation. 
DATES: Written or electronic comments 
and requests for a public hearing are 
still being accepted and must be 
received by September 14, 2020. 
ADDRESSES: Commenters are strongly 
encouraged to submit public comments 
electronically. Submit electronic 
submissions via the Federal 
eRulemaking Portal at 
www.regulations.gov (indicate IRS and 
REG–132766–18) by following the 
online instructions for submitting 
comments. Once submitted to the 
Federal eRulemaking Portal, comments 
cannot be edited or withdrawn. The IRS 
expects to have limited personnel 
available to process public comments 
that are submitted on paper through 
mail. Until further notice, any 
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comments submitted on paper will be 
considered to the extent practicable. 
The Department of the Treasury 
(Treasury Department) and the IRS will 
publish for public availability any 
comment submitted electronically, and 
to the extent practicable on paper, to its 
public docket. Send paper submissions 
to: CC:PA:LPD:PR (REG–132766–18), 
Room 5203, Internal Revenue Service, 
P.O. Box 7604, Ben Franklin Station, 
Washington, DC 20044. 

FOR FURTHER INFORMATION CONTACT: 
Concerning proposed §§ 1.460–1 
through 1.460–6, Innessa Glazman, 
(202) 317–7006; concerning all other 
proposed regulations in this document, 
Anna Gleysteen, (202) 317–7007; 
concerning submissions of comments 
and requests for a public hearing, 
Regina L. Johnson, (202) 317–5177 (not 
toll-free numbers). 

SUPPLEMENTARY INFORMATION: 

Background 

The proposed regulations that are the 
subject of this correction are under 
sections 263A, 448, 460, and 471 of the 
Internal Revenue Code. 

Need for Correction 

As published, the notice of proposed 
regulations (REG–132766–18) contains 
errors which may prove to be 
misleading and need to be clarified. 

Correction of Publication 

Accordingly, the notice of proposed 
rulemaking (REG–132766–18) that was 
the subject of FR Doc. 2020–16364, 
published at 85 FR 47508 (August 5, 
2020), is corrected to read as follows: 

1. On page 47513, the second column, 
the fifth line from the bottom of the first 
full paragraph under the heading ‘‘ii. De 
Minimis Exception to Look-Back 
Rules,’’ the language, ‘‘Proposed 
§ 1.460–3(b)(3)’’ is corrected to read 
‘‘Proposed § 1.460–6(b)(3)’’. 

2. On page 47530, the first column, in 
§ 1.460–3, the eighth line of paragraph 
(b)(3)(ii)(B), the language ‘‘receipts the’’ 
is corrected to read ‘‘receipts of the’’. 

Crystal Pemberton, 
Senior Federal Register Liaison, Publications 
and Regulations Branch, Legal Processing 
Division, Associate Chief Counsel, (Procedure 
and Administration). 
[FR Doc. 2020–20606 Filed 9–16–20; 4:15 pm] 

BILLING CODE 4830–01–P 

DEPARTMENT OF THE TREASURY 

Office of the Secretary 

31 CFR Part 1 

RIN 1505–AC66 

Committee on Foreign Investment in 
the United States Case Management 
System Privacy Act of 1974; Proposed 
Implementation 

AGENCY: Departmental Offices, 
Department of the Treasury. 
ACTION: Proposed rule. 

SUMMARY: In accordance with the 
requirements of the Privacy Act of 1974, 
as amended, the Department of the 
Treasury, Departmental Offices (DO) 
gives notice of a proposed exemption for 
a new system of records entitled 
‘‘Department of the Treasury, 
Departmental Offices .227—Committee 
on Foreign Investment in the United 
States (CFIUS) Case Management 
System,’’ maintained by the Committee 
on Foreign Investment in the United 
States from certain provisions of the 
Privacy Act. The exemption is intended 
to comply with the legal prohibitions 
against the disclosure of certain kinds of 
information and to protect certain 
information maintained in this system 
of records. 
DATES: Written comments must be 
received by October 19, 2020. 
ADDRESSES: Written comments on this 
proposal may be submitted 
electronically through the Federal 
government eRulemaking portal at 
http://www.regulations.gov. Electronic 
submission of comments allows the 
commenter maximum time to prepare 
and submit a comment, ensures timely 
receipt, and enables the Department of 
the Treasury (Treasury) to make the 
comments available to the public. Please 
note that comments submitted through 
https://www.regulations.gov will be 
public, and can be viewed by members 
of the public. Due to COVID–19-related 
restrictions, Treasury has temporarily 
suspended its ability to receive public 
comments by mail. 

In general, Treasury will post all 
comments to https:// 
www.regulations.gov without change, 
including any business or personal 
information provided, such as names, 
addresses, email addresses, or telephone 
numbers. All comments received, 
including attachments and other 
supporting material, will be part of the 
public record and subject to public 
disclosure. You should only submit 
information that you wish to make 
publicly available. 

FOR FURTHER INFORMATION CONTACT: For 
questions about this proposed rule and 
privacy issues, contact: Deputy 
Assistant Secretary for Privacy, 
Transparency, and Records at U.S. 
Department of the Treasury, 1500 
Pennsylvania Avenue NW, Washington, 
DC 20220; telephone: (202) 622–5710. 
SUPPLEMENTARY INFORMATION: As 
background, in 2018, the Foreign 
Investment Risk Review Modernization 
Act of 2018 (FIRRMA), Subtitle A of 
Title XVII of Public Law 115–232, 132 
Stat. 2173, was enacted. FIRRMA 
amends section 721 of the Defense 
Production Act of 1950, as amended 
(Section 721), which delineates the 
authorities and jurisdiction of the 
Committee on Foreign Investment in the 
United States (CFIUS). FIRRMA 
maintains CFIUS’s jurisdiction over any 
transaction that could result in foreign 
control of any U.S. business, and 
broadens the authorities of the President 
and CFIUS under Section 721 to review 
and take action to address any national 
security concerns arising from certain 
non-controlling investments and certain 
real estate transactions involving foreign 
persons. 

Executive Order 13456, 73 FR 4677 
(January 23, 2008), directs the Secretary 
of the Treasury to issue regulations 
implementing Section 721. On January 
17, 2020, Treasury published two rules 
broadly implementing FIRRMA, and 
those rules took effect on February 13, 
2020. 85 FR 3112 and 85 FR 3158. 
Subsequent amendments were made to 
the regulations in 2020. 85 FR 8747 and 
85 FR 45311. 

In addition to the exemptions 
proposed below, pursuant to section 
721(c) of the Defense Production Act of 
1950, as amended, 50 U.S.C. 4565(c) 
and subject to certain exceptions 
provided therein, any information or 
documentary material filed with CFIUS 
under Section 721 is exempt from 
disclosure under the Freedom of 
Information Act, as amended (FOIA), 5 
U.S.C. 552, and no such information or 
documentary material may be made 
public. 

Treasury is publishing separately the 
proposed rule of the new system of 
records to be maintained by CFIUS. 

Under 5 U.S.C. 552a(k)(1), the head of 
a Federal agency may promulgate rules 
to exempt a system of records from 
certain provisions of 5 U.S.C. 552a if the 
system of records is subject to the 
exemption contained in section 
552(b)(1) of this title. (Freedom of 
Information Act, exemption (b)(1) 
protects from disclosure information 
that has been deemed classified ‘‘under 
criteria established by an Executive 
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order to be kept secret in the interest of 
national defense or foreign policy’’ and 
is ‘‘in fact properly classified pursuant 
to such Executive order.’’) 

Under 5 U.S.C. 552a(k)(2), the head of 
a Federal agency may promulgate rules 
to exempt a system of records from 
certain provisions of 5 U.S.C. 552a if the 
system of records contains investigatory 
materials compiled for law enforcement 
purposes that are not within the scope 
of subsection (j)(2) of the Privacy Act 
(which applies to agencies and 
components thereof that perform as 
their principal function any activity 
pertaining to the enforcement of 
criminal laws). 

To the extent that this system of 
records contains classified information 
protected by 5 U.S.C. 552a(k)(1) or 
investigatory materials compiled for law 
enforcement purposes protected by 5 
U.S.C. 552a(k)(2), Treasury proposes to 
exempt the following system of records 
from various provisions of the Privacy 
Act: 

DO .227 CFIUS Case Management 
System 

Under 5 U.S.C. 552a(k)(1) and (k)(2), 
Treasury proposes that certain records 
in the above-referenced system of 
records be exempt from 5 U.S.C. 
552a(c)(3), (d)(1), (2), (3), and (4), (e)(1), 
(e)(4)(G), (H), and (I), and (f) of the 
Privacy Act. See 31 CFR 1.36. 

The following are the reasons why the 
classified records and investigatory 
materials contained in the above- 
referenced systems of records 
maintained by CFIUS may be exempted 
from various provisions of the Privacy 
Act pursuant to 5 U.S.C. 552a(k)(1) and 
(k)(2). 

(1) From 5 U.S.C. 552a(c)(3) 
(Accounting for Disclosures) because 
release of the accounting of disclosures 
of the records in this system could alert 
individuals whether they have been 
identified as a national security threat or 
the subject of an analysis related to the 
national security interests of the United 
States, to the existence of the analysis, 
and reveal the interest on the part of 
Treasury or CFIUS as well as the 
recipient agency. Disclosure of the 
accounting would present a serious 
impediment to efforts to protect national 
security interests by giving individuals 
an opportunity to learn whether they 
have been identified as subjects of a 
national security-related analysis. As 
further described in the following 
paragraph, access to such knowledge 
would impair Treasury’s ability to carry 
out its mission, since individuals could: 

(i) Take steps to avoid analysis; 
(ii) inform associates that a national 

security analysis is in progress; 

(iii) learn the nature of the national 
security analysis; 

(iv) learn the scope of the national 
security analysis; 

(v) begin, continue, or resume 
conduct that may pose a threat to 
national security upon inferring they 
may not be part of a national security 
analysis because their records were not 
disclosed; or 

(vi) destroy information relevant to 
the national security analysis. 

(2) From subsection 5 U.S.C. 
552a(d)(1), (d)(2), (d)(3), and (d)(4) 
(Access to Records), because access to a 
portion of the records contained in this 
system of records could inform 
individuals whether they have been 
identified as a national security threat or 
the subject of an analysis related to the 
national security interests of the United 
States, to the existence of the analysis 
and reveal the interest on the part of 
Treasury, CFIUS or another agency. 
Access to the records would present a 
serious impediment to efforts to protect 
national security interests by permitting 
the individual who is the subject of a 
record to learn whether they have been 
identified as subjects of a national 
security-related analysis. Access to such 
knowledge would impair Treasury’s 
ability to carry out its mission, since 
individuals could take steps to impede 
the analysis and avoid detection, 
including the steps described in 
paragraph (1)(i)–(vi) of this section. 
Amendment of the records would 
interfere with ongoing analysis and 
impose an impossible administrative 
burden given CFIUS’s statutory 
deadlines. The information contained in 
the system may also include classified 
information, the release of which would 
pose a threat to the national security of 
the United States. In addition, 
permitting access and amendment to 
such information could disclose 
sensitive security information that could 
be detrimental to Treasury. 

(3) From subsection 5 U.S.C. 
552a(e)(1) (Relevance and Necessity of 
Information), because in the course of 
its operations, CFIUS must be able to 
review information from a variety of 
sources. What information is relevant 
and necessary may not always be 
apparent until after the evaluation is 
completed. In the interests of national 
security, it is appropriate to include a 
broad range of information that may aid 
in identifying and assessing the nature 
and scope of foreign threats to the 
United States. Additionally, the 
accuracy of information obtained or 
introduced occasionally may be unclear, 
or the information may not be strictly 
relevant or necessary to a specific 
analysis. In the interests of national 

security, it is appropriate to retain all 
information that may aid in establishing 
patterns of suspicious foreign 
investment activity. 

(4) From subsection 5 U.S.C. 
552a(e)(4)(G), (H), and (I) (Agency 
Requirements), and 5 U.S.C. 552a(f), 
because portions of this system are 
exempt from the access and amendment 
provisions of subsection (d). The reason 
for invoking the exemption is to protect 
material authorized to be kept secret in 
the interest of national security 
pursuant to Executive Orders 12968, 
13526, successor or prior Executive 
Orders, and other legal authorities 
relevant to the intelligence 
responsibilities of Treasury. 

Any information from a system of 
records for which an exemption is 
claimed under 5 U.S.C. 552a(k)(1) or 5 
U.S.C. 552a(k)(2) which is also included 
in another system of records retains the 
same exempt status such information 
has in the system of records for which 
such exemption is claimed. 

This proposed rule is not a 
‘‘significant regulatory action’’ ’ under 
Executive Order 12866. 

Pursuant to the requirements of the 
Regulatory Flexibility Act (RFA), 5 
U.S.C. 601–612, it is hereby certified 
that this proposed rule will not have 
significant economic impact on a 
substantial number of small entities. 
The term ‘‘small entity’’ is defined to 
have the same meaning as the terms 
‘‘small business,’’ ‘‘small organization’’ 
and ‘‘small governmental jurisdiction’’ 
as defined in the RFA. 

The proposed regulation, issued 
under sections (k)(1) and (k)(2) of the 
Privacy Act, is to exempt certain 
information maintained by Treasury in 
the above-referenced systems of records 
from certain Privacy Act requirements 
in this system of records by individuals 
who are United States citizens or aliens 
lawfully admitted for permanent 
residence. In as much as the Privacy Act 
rights are personal and apply only to 
U.S. citizens or an alien lawfully 
admitted for permanent residence, small 
entities, as defined in the RFA, are not 
provided rights under the Privacy Act 
and are outside the scope of this 
regulation. 

List of Subjects in 31 CFR Part 1 

Courts, Freedom of Information, 
Government Employees, Privacy. 

For the reasons stated in the 
preamble, part 1 of title 31 of the Code 
of Federal Regulations is proposed to be 
amended as follows: 
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PART 1—[AMENDED] 

■ 1. The authority citation for part 1 
continues to read as follows: 

Authority: 5 U.S.C. 301 and 31 U.S.C. 321. 
Subpart A also issued under 5 U.S.C. 552, as 
amended. Subpart C also issued under 5 
U.S.C. 552a, as amended. 

■ 2. Section 1.36 is amended in the 
tables in paragraphs (c)(1)(ii) and 
(g)(1)(ii) by adding in alphanumeric 
order an entry for ‘‘DO .227 CFIUS Case 
Management System’’ to read as follows: 

§ 1.36 Systems exempt in whole or in part 
from provisions of 5 U.S.C. 522a and this 
part. 

* * * * * 
(c) * * * 
(1) * * * 
(ii) * * * 

No. System name 

* * * * * 
DO .227 ......... CFIUS Case Management 

System. 

* * * * * 

* * * * * 
(g) * * * 
(1) * * * 
(ii) * * * 

No. System name 

* * * * * 
DO .227 ......... CFIUS Case Management 

System. 

* * * * * 

* * * * * 

Ryan Law, 
Deputy Assistant Secretary Privacy, 
Transparency, and Records, U.S. Department 
of the Treasury. 
[FR Doc. 2020–19586 Filed 9–17–20; 8:45 am] 

BILLING CODE 4810–25–P 

ENVIRONMENTAL PROTECTION 
AGENCY 

40 CFR Part 52 

[EPA–R09–OAR–2020–0358; FRL–10014– 
09–Region 9] 

Air Plan Partial Approval and Partial 
Disapproval; Arizona; Maricopa 
County Air Quality Management 
Department; Reasonably Available 
Control Technology State 
Implementation Plan 

AGENCY: Environmental Protection 
Agency (EPA). 
ACTION: Proposed rule. 

SUMMARY: The Environmental Protection 
Agency (EPA) is proposing to partially 
approve and partially disapprove a 
revision to the Maricopa County Air 
Quality Department (MCAQD or 
County) portion of the Arizona State 
Implementation Plan (SIP) concerning 
the MCAQD’s demonstration regarding 
reasonably available control technology 
(RACT) requirements and negative 
declarations for the 2008 8-hour ozone 
National Ambient Air Quality Standards 
(NAAQS or ‘‘standards’’) in the portion 
of the Phoenix-Mesa ozone 
nonattainment area under the 
jurisdiction of the MCAQD. We are 
proposing action on a SIP revision 
under the Clean Air Act (CAA or the 
Act). We are taking comments on this 
proposal and plan to follow with a final 
action. 
DATES: Comments must be received on 
or before October 19, 2020. 
ADDRESSES: Submit your comments, 
identified by Docket ID No. EPA–R09– 
OAR–2020–0358 at http://
www.regulations.gov. For comments 
submitted at Regulations.gov, follow the 
online instructions for submitting 
comments. Once submitted, comments 
cannot be edited or removed from 
Regulations.gov. The EPA may publish 
any comment received to its public 
docket. Do not submit electronically any 
information you consider to be 
Confidential Business Information (CBI) 
or other information whose disclosure is 
restricted by statute. Multimedia 
submissions (audio, video, etc.) must be 
accompanied by a written comment. 
The written comment is considered the 

official comment and should include 
discussion of all points you wish to 
make. The EPA will generally not 
consider comments or comment 
contents located outside of the primary 
submission (i.e., on the web, cloud, or 
other file sharing system). For 
additional submission methods, please 
contact the person identified in the FOR 
FURTHER INFORMATION CONTACT section. 
For the full EPA public comment policy, 
information about CBI or multimedia 
submissions, and general guidance on 
making effective comments, please visit 
http://www.epa.gov/dockets/ 
commenting-epa-dockets. If you need 
assistance in a language other than 
English or if you are a person with 
disabilities who needs a reasonable 
accommodation at no cost to you, please 
contact the person identified in the FOR 
FURTHER INFORMATION CONTACT section. 
FOR FURTHER INFORMATION CONTACT: 
Nicole Law, EPA Region IX, 75 
Hawthorne St., San Francisco, CA 
94105. By phone: (415) 947–4126 or by 
email at law.nicole@epa.gov. 
SUPPLEMENTARY INFORMATION: 
Throughout this document, ‘‘we,’’ ‘‘us,’’ 
and ‘‘our’’ refer to the EPA. 

Table of Contents 

I. The State’s Submittal 
A. What documents did the State submit? 
B. Are there other versions of these 

documents? 
C. What is the purpose of the RACT SIP 

submission? 
D. What portion of the RACT SIP submittal 

is addressed in this notice? 
II. EPA’s Evaluation and Action 

A. How is the EPA evaluating the RACT 
SIP submission? 

B. Does the RACT SIP submission meet the 
evaluation criteria? 

C. What are the RACT deficiencies? 
D. EPA Recommendations To Further 

Improve the RACT SIP 
E. Proposed Action and Public Comment 

III. Statutory and Executive Order Reviews 

I. The State’s Submittal 

A. What documents did the State 
submit? 

Table 1 lists the documents addressed 
by this proposal with the date that they 
were adopted by MCAQD and submitted 
by the Arizona Department of 
Environmental Quality (ADEQ, or ‘‘the 
State’’). 

TABLE 1—SUBMITTED DOCUMENTS 

Local agency Document Adopted Submitted 

MCAQD ......... Analysis of Reasonably Available Control Technology for The 2008 8-Hour Ozone National 
Ambient Air Quality Standard (NAAQS) State Implementation Plan (RACT SIP).

05/24/2017 06/22/2017 

MCAQD ......... Appendix 1A: Negative Declarations ........................................................................................... 05/24/2017 06/22/2017 
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1 80 FR 12264, March 6, 2015. 

2 Id. at 12278. 
3 Id. and 70 FR 71612, 71652 (November 29, 

2005). 

On December 22, 2017, the submittal 
for the MCAQD RACT SIP and Negative 
Declarations were deemed by operation 
of law to meet the completeness criteria 
in 40 CFR part 51 Appendix V, which 
must be met before formal EPA review. 

B. Are there other versions of these 
documents? 

There are no previous versions of the 
RACT SIP and negative declarations in 
the MCAQD portion of the Arizona SIP 
for the 2008 ozone NAAQS. The ADEQ 
previously submitted the RACT SIP and 
negative declarations in a SIP revision 
on December 19, 2016. However, this 
submittal did not include 
documentation that showed that the 
entirety of the County’s SIP revision had 
met the public notice requirements 
required for completeness under 40 CFR 
part 51 Appendix V. The County’s June 
22, 2017 submittal was provided in 
response to this feedback, and the State 
withdrew the December 19, 2016 
submittal on May 17, 2019. 

C. What is the purpose of the RACT SIP 
submission? 

Emissions of volatile organic 
compounds (VOCs) and oxides of 
nitrogen (NOX) contribute to the 
production of ground-level ozone, smog 
and particulate matter, which harm 
human health and the environment. 
Section 110(a) of the CAA requires 
states to submit regulations that control 
VOC and NOX emissions. Sections 
182(b)(2) and (f) require that SIPs for 
ozone nonattainment areas classified as 
Moderate or above implement RACT for 
any source covered by a Control 
Techniques Guidelines (CTG) document 
and for any major source of VOCs or 
NOX. The MCAQD is subject to this 
requirement as it regulates the Maricopa 
County portion of the Phoenix-Mesa 
ozone nonattainment area that is 
currently designated and classified as a 
Moderate nonattainment area for the 
2008 8-hour ozone NAAQS. Therefore, 
the MCAQD must, at a minimum, adopt 
RACT-level controls for all sources 
covered by a CTG document and for all 
major non-CTG sources of VOCs or NOX 
within the ozone nonattainment area 
that it regulates. Any stationary source 
that emits or has the potential to emit 
at least 100 tons per year (tpy) of VOCs 
or NOX is a major stationary source in 
a Moderate ozone nonattainment area 
(CAA section 182(b)(2), (f) and 302(j)). 

Section III.D of the preamble to the 
EPA’s final rule to implement the 2008 
ozone NAAQS discusses RACT 
requirements.1 It states in part that 
RACT SIPs must contain adopted RACT 

regulations, certifications where 
appropriate that existing provisions are 
RACT, and/or negative declarations that 
no sources in the nonattainment area are 
covered by a specific CTG.2 It also 
provides that states must submit 
appropriate supporting information for 
their RACT submissions as described in 
the EPA’s implementation rule for the 
1997 ozone NAAQS.3 The submitted 
RACT SIP (‘‘2016 RACT SIP’’) and 
negative declarations provide MCAQD’s 
analyses of its compliance with the CAA 
section 182 RACT requirements for the 
2008 8-hour ozone NAAQS. 

The EPA’s technical support 
document (TSD) has more information 
about MCAQD’s RACT SIP, negative 
declarations, and the EPA’s evaluations 
thereof. 

D. What portion of the RACT SIP 
submittal is addressed in this notice? 

Due to its size and complexity, the 
EPA is acting on the MCAQD 2016 
RACT SIP submittal in five separate 
actions. The other four actions are as 
follows: 

(1) On August 27, 2019 (84 FR 44701), 
the EPA approved Rule 342 into the SIP, 
finding that the rule met current RACT. 
This rulemaking also approved Rule 
337, which had been submitted earlier 
and was not part of the 2016 RACT SIP 
submittal. Although we approved Rules 
337 and 342, and found that they 
established RACT level controls, we did 
not in that action approve the 2016 
RACT SIP for the associated CTG source 
categories. We now propose to do so in 
today’s action. 

(2) On January 28, 2020 (85 FR 4928), 
the EPA proposed conditional approval 
of Rule 336 into the SIP, as well as 
conditional approval of the associated 
CTG source categories for the County’s 
2016 RACT SIP: ‘‘Control of Volatile 
Organic Emissions from Existing 
Stationary Sources—Volume II: Surface 
Coating of Cans, Coils, Paper, Fabrics, 
Automobiles, and Light-Duty Trucks’’ 
(EPA–450/2–77–008), ‘‘Control of 
Volatile Organic Emissions from 
Existing Stationary Sources—Volume 
III: Surface Coating of Metal Furniture’’ 
(EPA–450/2–77–032), ‘‘Control of 
Volatile Organic Emissions from 
Existing Stationary Sources—Volume V: 
Surface Coating of Large Appliances’’ 
(EPA–450/2–77–034), ‘‘Control of 
Volatile Organic Emissions from 
Existing Stationary Sources—Volume 
VI: Surface Coating of Miscellaneous 
Metal Parts and Products’’ (EPA–450/2– 
78–15), ‘‘Control Techniques Guidelines 

for Metal Furniture Coatings’’ (EPA– 
453/R–07–005), ‘‘Control Techniques 
Guidelines for Large Appliance 
Coatings’’ (EPA–453/R07–004), ‘‘Control 
Techniques Guidelines for 
Miscellaneous Metal and Plastic Parts 
Coatings’’ (EPA–453/R–08–003), and 
‘‘Control Techniques Guidelines For 
Paper, Film, and Foil Coatings’’ (EPA– 
453/R–07–003). MCAQD has committed 
to correct the EPA’s identified 
deficiencies, and ADEQ has committed 
to submit the updated rule within one 
year of the EPA’s final conditional 
approval. If MCAQD corrects the 
identified deficiencies and the EPA 
approves the updated rule, the County 
will have met its RACT obligation for 
this rule, and the associated CTGs. We 
do not propose to act on rule 336 in this 
action. However, as explained in greater 
detail in our TSD, in this action, we are 
proposing to approve negative 
declarations for some of the source 
categories covered by Rule 336. If 
approval of these negative declarations 
is finalized as proposed, MCAQD will 
have met its RACT obligation for these 
source categories. 

(3) On February 26, 2020 (85 FR 
10986), the EPA conditionally approved 
Rules 350, 351, 352, and 353 into the 
SIP, and also conditionally approved 
the associated CTG source categories for 
the MCAQD 2016 RACT SIP: ‘‘Control 
of Volatile Organic Emissions from 
Storage of Petroleum Liquids in Fixed- 
Roof Tanks’’ (EPA–450/2–77–036), 
‘‘Control of Volatile Organic Emissions 
from Petroleum Liquid Storage in 
External Floating Roof Tanks’’ (EPA– 
450/2–78–047), ‘‘Control of 
Hydrocarbons from Tank Truck 
Gasoline Loading Terminals’’ (EPA– 
450/2–77–026), ‘‘Control of Volatile 
Organic Emissions from Bulk Gasoline 
Plants’’ (EPA–450/2–77–035), ‘‘Control 
of Volatile Organic Compound Leaks 
from Gasoline Tank Trucks and Vapor 
Collection Systems’’ (EPA–450/2–78– 
051), and ‘‘Design Criteria for Stage I 
Vapor Control Systems—Gasoline 
Service Stations’’ (EPA–450/R–75–102). 
MCAQD has committed to correct the 
EPA’s identified deficiencies, and 
ADEQ has committed to submit the 
updated rules within one year of the 
EPA’s final conditional approval. If 
MCAQD corrects the identified 
deficiencies and the EPA approves the 
updated rules, MCAQD will have met 
its RACT obligation for these rules, and 
the associated CTGs. We do not propose 
to act on rules 350, 351, 352, and 353, 
or the associated CTG categories in the 
MCAQD’s 2016 RACT SIP in this action. 

(4) On July 20, 2020 (85 FR 43692), 
the EPA conditionally approved Rules 
323 and 324 into the SIP and 
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4 57 FR 13498, 13512 (April 16, 1992). 

disapproved Rule 322. The EPA did not 
propose to act on the major NOX portion 
of the MCAQD 2016 RACT SIP in the 
July 20, 2020 action. MCAQD has 
committed to correct the EPA’s 
identified deficiencies in rules 323 and 
324, and ADEQ has committed to 
submit the updated rules within one 
year of the EPA’s final conditional 
approval. If MCAQD corrects the 
identified deficiencies and the EPA 
approves the updated rules, MCAQD 
will have met its RACT obligation for 
the sources covered by Rules 323 and 
324. However, because Rule 322 was 
disapproved, MCAQD has not 
established RACT level controls for the 
major sources covered by Rule 322. 
Therefore, in today’s action, the EPA is 
proposing to disapprove the MCAQD’s 
RACT obligation for major sources of 
NOX. 

Today’s proposed action addresses 
the remainder of the 2016 RACT SIP 
submission. Additional details about the 
submission and the EPA’s different 
actions are available in the TSD. 

II. EPA’s Evaluation and Action 

A. How is the EPA evaluating the RACT 
SIP submission? 

SIP rules must require RACT for each 
category of sources covered by a CTG 
document and for each major source of 
VOCs or NOX in ozone nonattainment 
areas classified as Moderate or above 
(CAA section 182(b)(2)). The MCAQD 
regulates a Moderate ozone 
nonattainment area (40 CFR 81.305) so 
MCAQD’s rules must implement RACT. 

States should also submit for SIP 
approval negative declarations for those 
source categories for which they have 
not adopted RACT-level regulations 
(because they have no sources above the 
CTG-recommended applicability 
threshold) regardless of whether such 
negative declarations were made for an 
earlier SIP.4 To do so, the submittal 
should provide reasonable assurance 
that no sources subject to the CTG 
requirements currently exist in the 
portion of the ozone nonattainment area 
that is regulated by the MCAQD. 

The County’s analysis must 
demonstrate that each major source of 
VOCs or NOX in the ozone 
nonattainment area is covered by a 
RACT-level rule. In addition, for each 
CTG source category, the County must 
either demonstrate that a RACT-level 
rule is in place or submit a negative 
declaration. Guidance and policy 
documents that we use to evaluate CAA 
section 182 RACT requirements include 
the following: 

1. ‘‘State Implementation Plans; 
General Preamble for the 
Implementation of Title I of the Clean 
Air Act Amendments of 1990,’’ 57 FR 
13498 (April 16, 1992); 57 FR 18070 
(April 28, 1992). 

2. EPA Office of Air Quality Planning 
and Standards, ‘‘Issues Relating to VOC 
Regulation Cutpoints, Deficiencies, and 
Deviations,’’ May 25, 1988 (‘‘the 
Bluebook,’’ revised January 11, 1990). 

3. EPA Region IX, ‘‘Guidance 
Document for Correcting Common VOC 
& Other Rule Deficiencies,’’ August 21, 
2001 (‘‘the Little Bluebook’’). 

4. ‘‘State Implementation Plans; 
Nitrogen Oxides Supplement to the 
General Preamble; Clean Air Act 
Amendments of 1990 Implementation of 
Title I; Proposed Rule,’’ (the NOX 
Supplement), 57 FR 55620, (November 
25, 1992). 

5. Memorandum dated May 18, 2006, 
from William T. Harnett, Director, Air 
Quality Policy Division, to Regional Air 
Division Directors, Subject: ‘‘RACT Qs & 
As—Reasonably Available Control 
Technology (RACT): Questions and 
Answers.’’ 

6. ‘‘Final Rule to Implement the 8- 
hour Ozone National Ambient Air 
Quality Standard—Phase 2,’’ 70 FR 
71612 (November 29, 2005). 

7. ‘‘Implementation of the 2008 
National Ambient Air Quality Standards 
for Ozone: State Implementation Plan 
Requirements,’’ 80 FR 12264 (March 6, 
2015). 

B. Does the RACT SIP submission meet 
the evaluation criteria? 

MCAQD’s 2016 RACT SIP provides 
the County’s demonstration that the 
applicable SIP for the MCAQD satisfies 
CAA section 182 RACT requirements for 
the 2008 8-hour ozone NAAQS. This 
conclusion is based on MCAQD’s 
analysis of SIP-approved requirements 
that apply to the following: (1) Source 
categories for which a CTG has been 
issued, and (2) major non-CTG 
stationary sources of VOC or NOX 
emissions. 

With respect to CTG source 
categories, MCAQD evaluated rules as 
establishing RACT-level controls for the 
CTGs covering solvent metal cleaning, 
industrial cleaning solvents, 
miscellaneous metal and plastic parts 
coating, can coating, fabric coating, film 
and foil coating, rotogravure and 
flexography, lithographic printing and 
letter press printing, wood furniture 
manufacturing operations, storage of 
petroleum liquids, tank truck gasoline 
loading terminals, bulk gasoline plants, 
gasoline tank trucks and vapor 
collection systems, and gasoline service 
stations. Some of these categories have 

existing SIP-approved rules that 
implement RACT: Rule 331 Solvent 
Cleaning and Rule 337 Graphic Arts. 
MCAQD also submitted for SIP approval 
several rules to implement RACT for 
some of these categories: Rule 336 
Surface Coating Operations, Rule 342 
Coating Wood Furniture and Fixtures, 
Rule 350 Storage and Transfer of 
Organic (Non-Gasoline) at an Organic 
Liquid Distribution Facility, Rule 351 
Storage and Loading of Gasoline at Bulk 
Gasoline Plants and Bulk Gasoline 
Terminals, Rule 352 Gasoline Cargo 
Tank Testing and Use, and Rule 353 
Storage and Loading of Gasoline at 
Gasoline Dispensing Facilities. As 
discussed in section I.D of this notice, 
we have evaluated these rule submittals, 
and finalized or proposed action in 
separate rulemaking actions. Those 
actions and their TSDs have more 
information about our evaluation of 
Rules 336, 337, 342, 350, 351, 352, and 
352. 

In this rulemaking, we propose to find 
that Rules 331, 337, and 342 establish 
RACT-level controls for the sources 
within the following CTG source 
categories: ‘‘Control of Volatile Organic 
Emissions from Solvent Metal Cleaning’’ 
(EPA–450/2–77–022), ‘‘Control 
Techniques Guidelines: Industrial 
Cleaning Solvents’’ (EPA–453/R–06– 
001), ‘‘Control of Volatile Organic 
Emissions from Existing Stationary 
Sources—Volume VIII: Graphic Arts— 
Rotogravure and Flexography’’ (EPA– 
430/2–78–033) and ‘‘Offset Lithographic 
Printing and Letterpress Printing’’ 
(EPA–453/R06–002), and ‘‘Control of 
Volatile Organic Compound Emissions 
from Wood Furniture Manufacturing 
Operations’’ (EPA–453/R–96–007). Our 
TSD has additional information about 
our evaluation of these rules. 

Where there are no existing sources 
covered by a particular CTG document, 
or no major non-CTG sources of NOX or 
VOC, states may, in lieu of adopting 
RACT requirements for those sources, 
adopt negative declarations certifying 
that there are no such sources in the 
relevant nonattainment area. Appendix 
A of the 2016 RACT SIP Analysis and 
Appendix 1A of the submittal lists 
MCAQD’s negative declarations where 
there are no sources subject to the 
applicable CTG for the 2008 8-hour 
ozone NAAQS. These negative 
declarations are re-listed in Table 2 
below. MCAQD concludes that it has no 
sources subject to the CTGs based on a 
review of its permit files and emission 
inventory as well as use of standard 
industrial classification (SIC) codes and 
standard classification codes (SCC) to 
identify applicable businesses. 
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5 85 FR 43692 (July 20, 2020). The EPA has also 
conditionally approved Rule 323 Fuel Burning 
Equipment from Industrial/Commercial/ 
Institutional (ICI) Sources, and Rule 324 Stationary 
Internal Combustion (IC) Engines. Id. However, 
because the EPA has disapproved Rule 322, the 
EPA may not conditionally approve the major 
source NOX category, and must, instead, propose 
disapproval. 

6 These comments can be found in the docket for 
this action. 

In addition, MCAQD determined it 
had sources exceeding the 100 tpy major 
source threshold for both VOC and NOX. 
As described in more detail in our TSD, 
we conclude that MCAQD properly 
identified all major non-CTG sources 
requiring RACT. We also conclude that 
MCAQD has established that RACT- 
level controls apply to all non-CTG 
major sources of VOCs. 

We reviewed MCAQD’s list of major 
source facilities and list of negative 

declarations in the 2016 RACT SIP and 
associated appendices. We also 
searched the EPA’s National Emissions 
Inventory for 2011 and 2014 and 
Maricopa’s list of title V permit sources 
to verify MCAQD’s conclusion that it 
has identified all major sources of VOC 
and NOX and that MCAQD has 
identified that there are no stationary 
sources subject to the CTG source 
categories for which it has adopted a 
negative declaration. We generally agree 

with MCAQD’s negative declarations in 
the 2016 RACT SIP Appendix A. 
However, our review found that there 
are sources in categories where the 
MCAQD incorrectly made a negative 
declaration. Those categories are 
aerospace coating and industrial 
adhesives. These approvability issues 
preclude full approval of the 2016 
RACT SIP. Our TSD has more 
information on our evaluation of the 
2016 RACT SIP. 

TABLE 2—MCAQD NEGATIVE DECLARATIONS 

EPA document No. Title 

EPA–450/2–77–008 .................... Surface Coating of Coils. 
EPA–450/2–77–008 .................... Surface Coating of Paper. 
EPA–450/2–77–008 .................... Surface Coating of Automobiles and Light-Duty Trucks. 
EPA–450/2–77–025 .................... Refinery Vacuum Producing Systems, Wastewater Separators, and Process Unit Turnarounds. 
EPA–450/2–77–032 .................... Surface Coating of Metal Furniture. 
EPA–450/2–77–033 .................... Surface Coating of Insulation of Magnet Wire. 
EPA–450/2–77–034 .................... Surface Coating of Large Appliances. 
EPA–450/2–77–037 .................... Cutback Asphalt. 
EPA–450/2–78–029 .................... Manufacture of Synthesized Pharmaceutical Products. 
EPA–450/2–78–030 .................... Manufacture of Pneumatic Rubber Tires. 
EPA–450/2–78–032 .................... Factory Surface Coating of Flat Wood Paneling. 
EPA–450/2–78–036 .................... Leaks from Petroleum Refinery Equipment. 
EPA–450/3–82–009 .................... Large Petroleum Dry Cleaners. 
EPA–450/3–83–006 .................... Leaks from Synthetic Organic Chemical Polymer and Resin Manufacturing Equipment. 
EPA–450/3–83–007 .................... Leaks from Natural Gas/Gasoline Processing Plants. 
EPA–450/3–83–008 .................... Manufacture of High-Density Polyethylene, Polypropylene, and Polystyrene Resins. 
EPA–450/3–84–015 .................... Air Oxidation Processes in Synthetic Organic Chemical Manufacturing Industry. 
EPA–450/4–91–031 .................... Reactor Processes and Distillation Operations in Synthetic Organic Chemical Manufacturing Industry. 
EPA–453/R–94–032 .................... ACT Surface Coating at Shipbuilding and Ship Repair Facilities. 
61 FR 44050; 8/27/96 ................. Shipbuilding and Ship Repair Operations (Surface Coating). 
EPA–453/R–97–004 * .................. Aerospace MACT and 
59 FR 29216; 6/06/94 * ............... Aerospace (CTG & MACT). 
EPA–453/R–06–003 .................... Flexible Package Printing. 
EPA–453/R–06–004 .................... Flat Wood Paneling Coatings. 
EPA 453/R–07–003 ..................... Paper, Film, and Foil Coatings. 
EPA 453/R–07–004 ..................... Large Appliance Coatings. 
EPA 453/R–07–005 ..................... Metal Furniture Coatings. 
EPA 453/R–08–004 ..................... Fiberglass Boat Manufacturing Materials. 
EPA 453/R–08–005 * ................... Miscellaneous Industrial Adhesives. 
EPA 453/R–08–006 ..................... Automobile and Light-Duty Truck Assembly Coatings. 
EPA 453/B16–001 ....................... Oil and Natural Gas Industry. 

* The EPA is proposing to disapprove the negative declaration for these categories. 

C. What are the RACT deficiencies? 

The following provisions do not 
satisfy the requirements of section 110 
and part D of title I of the Act and 
prevent full approval of the submitted 
2016 RACT SIP. 

1. Negative Declarations were 
incorrectly made for Aerospace Coating 
and Industrial Adhesives because there 
are applicable sources in MCAQD. 

2. The requirement for RACT for 
major sources of NOX has not been 
demonstrated because the EPA has 
disapproved a NOX rule, Rule 322 
Power Plant Operations. Therefore, 
there is no SIP-approved rule 

establishing RACT-level controls for 
major sources regulated by Rule 322.5 

Our TSD has additional information 
on the deficiencies in the RACT SIP. 

D. EPA Recommendations to Further 
Improve the RACT SIP 

On May 24, 2018, July 3, 2018, July 
6, 2018, July 18, 2018, October 24, 2018, 
July 1, 2019, and August 30, 2019, the 
EPA provided comments to MCAQD on 
the approvability issues for the various 

submitted rules. In addition to the 
approvability issues, these comment 
letters included rule revisions that we 
recommend for the next time the local 
agency modifies the rules.6 

E. Proposed Action and Public 
Comment 

For reasons discussed above and 
explained more fully in our TSD, the 
EPA proposes to partially approve and 
partially disapprove the ADEQ’s June 
22, 2017 submittal of the MCAQD 2016 
RACT SIP and negative declarations as 
a revision to the Arizona SIP. 

As authorized in section 110(k)(3) of 
the Act, we are proposing to approve the 
2016 RACT SIP for the following source 
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categories: ‘‘Control of Volatile Organic 
Emissions from Solvent Metal Cleaning’’ 
(EPA–450/2–77–022), ‘‘Control 
Techniques Guidelines: Industrial 
Cleaning Solvents’’ (EPA–453/R–06– 
001), ‘‘Control of Volatile Organic 
Emissions from Existing Stationary 
Sources- Volume VIII: Graphic Arts- 
Rotogravure and Flexography’’ (EPA– 
430/2–78–033) and ‘‘Offset Lithographic 
Printing and Letterpress Printing’’ 
(EPA–453/R06–002), ‘‘Control of 
Volatile Organic Compound Emissions 
from Wood Furniture Manufacturing 
Operations’’ (EPA–453/R–96–007), and 
major non-CTG sources of VOCs. 

In addition, we are proposing to 
approve negative declarations for the 
CTG source categories listed in Table 2, 
with the exception of the categories 
marked with an asterisk. These negative 
declarations, if finalized, will satisfy 
MCAQD’s RACT obligation for these 
source categories. 

Also under CAA section 110(k)(3), we 
propose to disapprove the 2016 RACT 
SIP as it pertains to major NOX sources 
and the following CTG sources: 
‘‘National Emission Standards for 
Hazardous Air Pollutants for Source 
Categories: Aerospace Manufacturing 
and Rework’’ (59 FR 29216), ‘‘Control of 
Volatile Organic Compound Emissions 
from Coating Operations at Aerospace 
Manufacturing and Rework Operations’’ 
(EPA–453/R–97–004), ‘‘Control 
Techniques Guidelines for 
Miscellaneous Industrial Adhesives’’ 
(EPA–453/R–08–005) based on the 
EPA’s finding that these categories were 
not adequately addressed in the 2016 
RACT SIP. 

The EPA is committed to working 
with the ADEQ and MCAQD to resolve 
the identified RACT deficiencies. 
However, should we finalize the 
proposed partial disapproval of the 
above-enumerated elements of the 2016 
RACT SIP, section 110(c) would require 
the EPA to promulgate a federal 
implementation plan within 24 months 
unless we approve subsequent SIP 
revisions that correct the deficiencies 
identified in the final approval. In 
addition, final disapproval would 
trigger the offset sanction in CAA 
section 179(b)(2) 18 months after the 
effective date of a final disapproval, and 
the highway funding sanction in CAA 
section 179(b)(1) six months after the 
offset sanction is imposed. A sanction 
will not be imposed if the EPA 
determines that a subsequent SIP 
submission corrects the deficiencies 
identified in our final action before the 
applicable deadline. 

We will accept comments from the 
public on the proposed partial approval 
and partial disapproval for the next 30 

days. If finalized, this action would 
incorporate the approved portions of the 
2016 RACT SIP and negative 
declarations into the SIP. 

III. Statutory and Executive Order 
Reviews 

Additional information about these 
statutes and Executive Orders can be 
found at http://www2.epa.gov/laws- 
regulations/laws-and-executive-orders. 

A. Executive Order 12866: Regulatory 
Planning and Review and Executive 
Order 13563: Improving Regulation and 
Regulatory Review 

This action is not a significant 
regulatory action and was therefore not 
submitted to the Office of Management 
and Budget (OMB) for review. 

B. Executive Order 13771: Reducing 
Regulations and Controlling Regulatory 
Costs 

This action is not expected to be an 
Executive Order 13771 regulatory action 
because this action is not significant 
under Executive Order 12866. 

C. Paperwork Reduction Act (PRA) 

This action does not impose an 
information collection burden under the 
PRA because this action does not 
impose additional requirements beyond 
those imposed by state law. 

D. Regulatory Flexibility Act (RFA) 

I certify that this action will not have 
a significant economic impact on a 
substantial number of small entities 
under the RFA. This action will not 
impose any requirements on small 
entities beyond those imposed by state 
law. 

E. Unfunded Mandates Reform Act 
(UMRA) 

This action does not contain any 
unfunded mandate as described in 
UMRA, 2 U.S.C. 1531–1538, and does 
not significantly or uniquely affect small 
governments. This action does not 
impose additional requirements beyond 
those imposed by state law. 
Accordingly, no additional costs to 
state, local, or tribal governments, or to 
the private sector, will result from this 
action. 

F. Executive Order 13132: Federalism 

This action does not have federalism 
implications. It will not have substantial 
direct effects on the states, on the 
relationship between the national 
government and the states, or on the 
distribution of power and 
responsibilities among the various 
levels of government. 

G. Executive Order 13175: Coordination 
With Indian Tribal Governments 

This action does not have tribal 
implications, as specified in Executive 
Order 13175, because the SIP is not 
approved to apply on any Indian 
reservation land or in any other area 
where the EPA or an Indian tribe has 
demonstrated that a tribe has 
jurisdiction, and will not impose 
substantial direct costs on tribal 
governments or preempt tribal law. 
Thus, Executive Order 13175 does not 
apply to this action. 

H. Executive Order 13045: Protection of 
Children From Environmental Health 
Risks and Safety Risks 

The EPA interprets Executive Order 
13045 as applying only to those 
regulatory actions that concern 
environmental health or safety risks that 
the EPA has reason to believe may 
disproportionately affect children, per 
the definition of ‘‘covered regulatory 
action’’ in section 2–202 of the 
Executive Order. This action is not 
subject to Executive Order 13045 
because it does not impose additional 
requirements beyond those imposed by 
state law. 

I. Executive Order 13211: Actions That 
Significantly Affect Energy Supply, 
Distribution, or Use 

This action is not subject to Executive 
Order 13211, because it is not a 
significant regulatory action under 
Executive Order 12866. 

J. National Technology Transfer and 
Advancement Act (NTTAA) 

Section 12(d) of the NTTAA directs 
the EPA to use voluntary consensus 
standards in its regulatory activities 
unless to do so would be inconsistent 
with applicable law or otherwise 
impractical. The EPA believes that this 
action is not subject to the requirements 
of section 12(d) of the NTTAA because 
application of those requirements would 
be inconsistent with the CAA. 

K. Executive Order 12898: Federal 
Actions To Address Environmental 
Justice in Minority Populations and 
Low-Income Population 

The EPA lacks the discretionary 
authority to address environmental 
justice in this rulemaking. 

List of Subjects in 40 CFR Part 52 
Environmental protection, Air 

pollution control, Incorporation by 
reference, Intergovernmental relations, 
Nitrogen dioxide, Ozone, Reporting and 
recordkeeping requirements, Volatile 
organic compounds. 

Authority: 42 U.S.C. 7401 et seq. 
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1 75 FR 35520, codified at 40 CFR 50.17(a)–(b). 
2 78 FR 47191, codified at 40 CFR part 81, subpart 

C. 

Dated: August 26, 2020. 
John Busterud, 
Regional Administrator, Region IX. 
[FR Doc. 2020–19343 Filed 9–17–20; 8:45 am] 

BILLING CODE 6560–50–P 

ENVIRONMENTAL PROTECTION 
AGENCY 

40 CFR Part 52 

[EPA–R05–OAR–2016–0321; FRL–10014– 
55–Region 5] 

Air Plan Approval; Michigan; Partial 
Approval and Partial Disapproval of 
the Detroit SO2 Nonattainment Area 
Plan 

AGENCY: Environmental Protection 
Agency (EPA). 
ACTION: Proposed rule. 

SUMMARY: The Environmental Protection 
Agency (EPA) is proposing to partially 
approve and partially disapprove a 
revision to the Michigan State 
Implementation Plan (SIP) for attaining 
the 2010 1-hour primary sulfur dioxide 
(SO2) national ambient air quality 
standard (NAAQS or ‘‘standard’’) for the 
Detroit SO2 nonattainment area (NAA). 
This SIP revision (hereinafter called the 
‘‘Detroit SO2 plan’’ or ‘‘plan’’) includes 
Michigan’s attainment demonstration 
and other elements required under the 
Clean Air Act (CAA). EPA is proposing 
to approve the base year emissions 
inventory, and to affirm that the 
nonattainment new source review 
(NNSR) requirements for the area have 
been met. EPA is proposing to 
disapprove the attainment 
demonstration, as well as the 
requirements for meeting reasonable 
further progress (RFP) toward 
attainment of the NAAQS, reasonably 
available control measures and 
reasonably available control technology 
(RACM/RACT), and contingency 
measures. Finally, EPA is proposing to 
disapprove the plan’s control measures 
for two facilities as not demonstrating 
attainment, and is proposing to approve 
the enforceable control measures for two 
facilities as SIP strengthening. 
DATES: Comments must be received on 
or before October 19, 2020. 
ADDRESSES: Submit your comments, 
identified by Docket ID No. EPA–R05– 
OAR–2016–0321 at http://
www.regulations.gov, or via email to 
Aburano.Douglas@epa.gov. For 
comments submitted at Regulations.gov, 
follow the online instructions for 
submitting comments. Once submitted, 
comments cannot be edited or removed 
from Regulations.gov. For either manner 
of submission, EPA may publish any 

comment received to its public docket. 
Do not submit electronically any 
information you consider to be 
Confidential Business Information (CBI) 
or other information whose disclosure is 
restricted by statute. Multimedia 
submissions (audio, video, etc.) must be 
accompanied by a written comment. 
The written comment is considered the 
official comment and should include 
discussion of all points you wish to 
make. EPA will generally not consider 
comments or comment contents located 
outside of the primary submission (i.e. 
on the web, cloud, or other file sharing 
system). For additional submission 
methods, please contact the person 
identified in the FOR FURTHER 
INFORMATION CONTACT section. For the 
full EPA public comment policy, 
information about CBI or multimedia 
submissions, and general guidance on 
making effective comments, please visit 
http://www2.epa.gov/dockets/ 
commenting-epa-dockets. 
FOR FURTHER INFORMATION CONTACT: 
Sarah Arra, Environmental Scientist, 
Attainment Planning and Maintenance 
Section, Air Programs Branch (AR–18J), 
Environmental Protection Agency, 
Region 5, 77 West Jackson Boulevard, 
Chicago, Illinois 60604, (312) 886–9401, 
Arra.Sarah@epa.gov. The EPA Region 5 
office is open from 8:30 a.m. to 4:30 
p.m., Monday through Friday, excluding 
Federal holidays and facility closures 
due to COVID 19. 
SUPPLEMENTARY INFORMATION: 
Throughout this document whenever 
‘‘we,’’ ‘‘us,’’ or ‘‘our’’ is used, we mean 
EPA. 

I. Why was Michigan required to 
submit a plan for the Detroit SO2 
nonattainment area? 

On June 22, 2010, EPA promulgated a 
new 1-hour primary SO2 NAAQS of 75 
parts per billion (ppb). This standard is 
met at an ambient air quality monitoring 
site when the 3-year average of the 
annual 99th percentile of daily 
maximum 1-hour average 
concentrations does not exceed 75 ppb, 
as determined in accordance with 
appendix T of 40 CFR part 50.1 On 
August 5, 2013, EPA designated a first 
set of 29 areas of the country as 
nonattainment for the 2010 SO2 
NAAQS, including the Detroit SO2 NAA 
within Michigan.2 These area 
designations became effective on 
October 4, 2013. Section 191(a) of the 
CAA directs states to submit SIPs for 
areas designated as nonattainment for 
the SO2 NAAQS (hereinafter called 

‘‘plans’’ or ‘‘nonattainment plans’’) to 
EPA within 18 months of the effective 
date of the designation, i.e., by no later 
than April 4, 2015 in this case. Under 
CAA section 192(a), these plans are 
required to have measures that will 
provide for attainment of the NAAQS as 
expeditiously as practicable, but no later 
than five years from the effective date of 
designation, i.e., October 4, 2018, for the 
Detroit SO2 NAA. 

In response to the requirement for SO2 
nonattainment plan submittals, 
Michigan submitted the Detroit SO2 
plan on May 31, 2016 and submitted 
associated final enforceable measures on 
June 30, 2016. 

For a number of NAAs, including the 
Detroit area, EPA published an action 
on March 18, 2016, effective April 18, 
2016, finding that Michigan and other 
pertinent states had failed to submit the 
required SO2 nonattainment plan by the 
submittal deadline. See 81 FR 14736. 
This finding initiated a deadline under 
CAA section 179(a) for the potential 
imposition of new source review offset 
and highway funding sanctions. 
Additionally, under CAA section 110(c), 
the finding triggered a requirement that 
the EPA promulgate a Federal 
Implementation Plan (FIP) within two 
years of the finding unless, by that time 
(a) the state had made the necessary 
complete submittal and (b) EPA had 
approved the submittal as meeting 
applicable requirements. Michigan’s 
May 31, 2016 submittal was deemed 
administratively complete six months 
after its submission to EPA, which 
stopped the sanctions clock per EPA’s 
sanctions regulations at 40 CFR 52.31 
but did not stop the FIP clock. 

For reasons described in the following 
sections, EPA is proposing to 
disapprove portions of the Detroit 
attainment plan. Finalization of this 
action will start a new sanctions clock 
which can be stopped only if the 
conditions of EPA’s regulations at 40 
CFR 52.31 are met. Only a full SIP 
approval or EPA’s promulgation of a FIP 
can stop FIP clocks, so this action does 
not have any effect on the FIP clock that 
started April 18, 2016. 

The remainder of this preamble 
describes the requirements that 
nonattainment plans must meet in order 
to obtain EPA approval, provides a 
review of the Detroit SO2 plan with 
respect to these requirements, and 
describes EPA’s proposed action on the 
plan. 

II. Requirements for Nonattainment 
Plans 

Nonattainment plans for SO2 must 
meet the applicable requirements of the 
CAA, specifically CAA sections 110, 
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3 57 FR 13498 (April 16, 1992). 
4 Id. at 13548–13549, 13567–13568. 

5 Id. at 13567–13568. 
6 2014 SO2 Guidance, 22–39. 

7 EPA published revisions to appendix W on 
January 17, 2017, 82 FR 5182. 

8 40 CFR 51.112(a)(1). 
9 40 CFR 51.112(a)(2); appendix W, section 3.2. 

172, 191, and 192. EPA’s regulations 
governing nonattainment SIP 
submissions are set forth at 40 CFR part 
51, with specific procedural 
requirements and control strategy 
requirements codified at subparts F and 
G, respectively. Soon after Congress 
enacted the 1990 Amendments to the 
CAA, EPA issued comprehensive 
guidance on SIP revisions in the 
‘‘General Preamble for the 
Implementation of Title I of the Clean 
Air Act Amendments of 1990’’ 
(‘‘General Preamble’’).3 Among other 
things, the General Preamble addressed 
SO2 SIP submissions and fundamental 
principles for SIP control strategies.4 On 
April 23, 2014, EPA issued 
recommended guidance for meeting the 
statutory requirements in SO2 SIP 
submissions, in a document entitled, 
‘‘Guidance for 1-Hour SO2 
Nonattainment Area SIP Submissions’’ 
(‘‘2014 SO2 Guidance’’). In the 2014 SO2 
Guidance, EPA described the statutory 
requirements of CAA section 172(c) for 
a complete nonattainment plan, 
including: An accurate emissions 
inventory of current emissions for all 
sources of SO2 within the NAA; an 
attainment demonstration; a 
demonstration of RFP; implementation 
of RACM (including RACT); new source 
review; enforceable emission limitations 
and control measures; and adequate 
contingency measures for the affected 
area. 

For EPA to fully approve a SIP 
revision as meeting the requirements of 
CAA sections 110, 172, 191, and 192, 
and EPA’s regulations at 40 CFR part 51, 
the plan for an affected area must 
demonstrate to EPA’s satisfaction that 
each of the aforementioned 
requirements has been met. Under CAA 
section 110(l), EPA may not approve a 
plan that would interfere with any 
applicable requirement concerning 
NAAQS attainment and RFP, or any 
other applicable requirement. Under 
CAA section 193, no requirement in 
effect (or required to be adopted by an 
order, settlement, agreement, or plan in 
effect before November 15, 1990) in any 
area that is nonattainment for any air 
pollutant may be modified in any 
manner unless it ensures equivalent or 
greater emission reductions of such air 
pollutant. 

Sections 172(c)(1) and 172(c)(6) of the 
CAA direct states with areas designated 
as nonattainment to demonstrate that 
the submitted plan and the emissions 
limitations and control measures in it 
provide for attainment of the NAAQS. 
40 CFR part 51, subpart G further 

delineates the control strategy 
requirements that plans must meet, and 
EPA has long required that all SIPs and 
control strategies reflect four 
fundamental principles of 
quantification, enforceability, 
replicability, and accountability.5 SO2 
nonattainment plans must consist of 
two components: (1) Emission limits 
and other control measures that ensure 
implementation of permanent, 
enforceable, and necessary emission 
controls, and (2) a modeling analysis 
that meets the requirements of 40 CFR 
part 51, appendix W and demonstrates 
that these emission limits and control 
measures provide for timely attainment 
of the primary SO2 NAAQS as 
expeditiously as practicable, but no later 
than the attainment date for the affected 
area. In cases where the necessary 
emission limits have not previously 
been made a part of the state’s SIP or 
have not otherwise become federally 
enforceable, the plan needs to include 
the necessary enforceable limits in an 
adopted form suitable for incorporation 
into the SIP in order for the plan to be 
approved by EPA. In all cases, the 
emission limits and control measures 
must be accompanied by appropriate 
methods and conditions to determine 
compliance with the respective 
emission limits and control measures 
and must be quantifiable (i.e., a specific 
amount of emission reduction can be 
ascribed to the measures), fully 
enforceable (i.e., specifying clear, 
unambiguous and measurable 
requirements for which compliance can 
be practicably determined), replicable 
(i.e., the procedures for determining 
compliance are sufficiently specific and 
objective so that two independent 
entities applying the procedures would 
obtain the same result), and accountable 
(i.e., source specific limits must be 
permanent and must reflect the 
assumptions used in the SIP 
demonstrations). 

EPA’s 2014 SO2 Guidance 
recommends that the emission limits be 
expressed as short-term average limits 
not to exceed the averaging time for the 
applicable NAAQS that the limit is 
intended to help maintain (e.g., 
addressing emissions averaged over one 
or three hours), but it also describes the 
option to utilize emission limits with 
longer averaging times of up to 30 days 
as long as the state meets various 
suggested criteria.6 The 2014 SO2 
Guidance recommends that, should 
states and sources utilize longer 
averaging times (such as 30 days), the 
longer-term average limit should be set 

at an adjusted level that reflects a 
stringency comparable to the 1-hour 
average limit at the critical emission 
value shown to provide for attainment. 
Additional discussion of EPA’s rationale 
for approving longer term average limits 
in selected cases has been provided in 
several notices of proposed rulemaking, 
for example for the Pekin, Illinois area 
(see 82 FR 46434, Oct. 5, 2017), for the 
Steubenville, Ohio-West Virginia area 
(see 84 FR 29456, June 24, 2019), and 
for the Central New Hampshire area (see 
82 FR 45242, Sep. 28, 2017)). 

Preferred air quality models for use in 
regulatory applications are described in 
appendix A of EPA’s ‘‘Guideline on Air 
Quality Models’’ (40 CFR part 51, 
appendix W (‘‘appendix W’’)).7 In 
general, nonattainment SIP submissions 
must demonstrate the adequacy of the 
selected control strategy using the 
applicable air quality model designated 
in appendix W.8 However, where an air 
quality model specified in appendix W 
is inappropriate for the particular 
application, the model may be modified 
or another model substituted, if EPA 
approves the modification or 
substitution.9 In 2005, EPA promulgated 
the American Meteorological Society/ 
Environmental Protection Agency 
Regulatory Model (AERMOD) as the 
Agency’s preferred near-field dispersion 
model for a wide range of regulatory 
applications addressing stationary 
sources (e.g., in estimating SO2 
concentrations) in all types of terrain 
based on an extensive developmental 
and performance evaluation. 
Supplemental guidance on modeling for 
purposes of demonstrating attainment of 
the SO2 standard is provided in 
appendix A of the 2014 SO2 Guidance. 
Appendix A provides extensive 
guidance on the modeling domain, the 
source inputs, assorted types of 
meteorological data, and background 
concentrations. Consistency with the 
recommendations in the 2014 SO2 
Guidance is generally necessary for the 
attainment demonstration to offer 
adequately reliable assurance that the 
plan provides for attainment. 

As stated previously, attainment 
demonstrations for the 2010 1-hour 
primary SO2 NAAQS must demonstrate 
future attainment and maintenance of 
the NAAQS in the entire area 
designated as nonattainment (i.e., not 
just at the violating monitor) by using 
air quality dispersion modeling (see 
appendix W) to show that the mix of 
sources and enforceable control 
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10 ‘‘Applicability of Appendix W Modeling 
Guidance for the 1-hr SO2 National Ambient Air 
Quality Standard’’ (August 23, 2010). 11 Issued April 29, 2016. 

12 Permit to Install 40–08H, issued on May 3, 
2016. 

13 CAA section 172(c)(3). 

measures and emission rates in an 
identified area will not lead to a 
violation of the SO2 NAAQS. For the 
short-term (i.e., 1-hour) standard, EPA 
believes that dispersion modeling, using 
allowable emissions and addressing 
stationary sources in the affected area 
(and in some cases those sources located 
outside the NAA that may affect 
attainment in the area) is technically 
appropriate. This approach is also 
efficient and effective in demonstrating 
attainment in NAAs because it takes 
into consideration combinations of 
meteorological and source operating 
conditions that may contribute to peak 
ground-level concentrations of SO2. 

The meteorological data used in the 
analysis should generally be processed 
with the most recent version of 
AERMET, which is the meteorological 
data preprocessor for AERMOD. 
Estimated concentrations should 
include ambient background 
concentrations, follow the form of the 
standard, and be calculated as described 
in EPA’s August 23, 2010 clarification 
memorandum.10 

III. Review of Modeled Attainment 
Demonstration 

The majority of Michigan’s submittal 
is a robust modeling demonstration that 
includes an assessment of the air quality 
impacts Michigan expected to result 
from emissions limitations governing 
the following sources: U.S. Steel Ecorse, 
U.S. Steel Zug Island, EES Coke, DTE 
Energy (DTE) River Rouge, DTE Trenton 
Channel, Carmeuse Lime, DTE Monroe, 
Severstal Steel, Dearborn Industrial 
Generation (DIG), and Marathon 
Refinery. From the base case modeling 
scenario, Michigan determined that 
Carmeuse Lime was causing an isolated 
violation in the model, and that U.S. 
Steel, DTE River Rouge, and DTE 
Trenton Channel were all contributing 
to overlapping violations in locations 
separate from the Carmeuse Lime 
violation. No other modeled sources 
were found to be significantly 
contributing to the modeled violations. 
EPA found the modeling to generally 
follow the modeling guidance and 
adhere to the requirements in appendix 
W. 

Michigan ran a variety of control 
scenarios to determine a reduction 
strategy for the area and submitted 
emission limitations for Carmeuse Lime, 
DTE Trenton Channel, DTE River 
Rouge, and U.S. Steel. Michigan 
submitted revised construction permits 
for Charmeuse Lime, DTE Trenton 

Channel, and DTE River Rouge, each of 
which had been agreed to by the source. 

A. U.S. Steel Emission Limits 
Michigan was unsuccessful, however, 

in its efforts to implement more 
stringent SO2 emission limits through a 
construction permit with U.S. Steel. 
Ultimately, Michigan imposed the 
emission limits it had concluded were 
necessary at U.S. Steel to bring the 
Detroit area into attainment by passing 
Michigan Administrative Code (MAC) 
336.1430 (‘‘Rule 430’’). Michigan 
submitted Rule 430 to EPA as an 
enforceable limitation element of its SO2 
plan. 

Subsequently, U.S. Steel challenged 
the legality of Rule 430 in the Michigan 
Court of Claims, which invalidated Rule 
430 on October 4, 2017. United States 
Steel Corp. v. Dept. of Environmental 
Quality, No. 16–000202–MZ, 2017 WL 
5974195 (Mich. Ct. Cl. Oct. 4, 2017). 

To date, Michigan has not submitted 
a substitute enforceable emission 
limitation for the U.S. Steel facility. 
Because the State’s attainment 
demonstration relies on such a 
limitation, EPA must disapprove the 
Detroit SO2 plan. 

B. SIP Strengthening Additional 
Emission Limits 

As noted above, Michigan submitted 
revised permits with more stringent 
emission limitations for three other 
facilities. Although EPA is not able to 
approve any of these limitations as part 
of the state’s Detroit SO2 plan, EPA is 
proposing to approve two of these three 
permits as SIP strengthening, which is 
appropriate for limits that improve air 
quality but do not meet a specific CAA 
requirement. 

For Carmeuse Lime, on March 18, 
2016, the State issued Permit to Install 
193–14A, which requires the 
construction of and venting of emissions 
through a new stack. The permit also 
establishes a more stringent, permanent, 
and enforceable SO2 limit. The State’s 
modeling indicates that the violation 
caused by Carmeuse is resolved by this 
modification, which is well within 
EPA’s regulatory definition of ‘‘good 
engineering practice (GEP)’’ per 40 CFR 
51.100(ii)(1). Because this enforceable 
emissions limitation will lessen ground- 
level impacts, EPA is proposing to 
approve it as SIP strengthening. 

Similarly, EPA is proposing to 
approve as SIP strengthening the DTE 
Trenton Channel permit (Permit to 
Install 125–11C).11 EPA modeling 
demonstrates that attainment at 
violating receptors can be achieved 

when the emission limits in the DTE 
Trenton Channel Permit are analyzed 
together with those contained in a 
recently issued permit for the DTE River 
Rouge facility (Permit to Install 40–08I). 

With regard to the DTE River Rouge 
permit, Michigan submitted an earlier 
version of that permit as part of its 
Detroit SO2 Plan.12 After EPA found an 
error in the long-term averaging 
calculation for this permit, DTE 
corrected the error and, as noted above, 
was issued a new permit. The 2020 
permit has not been submitted as part of 
the Detroit SO2 Plan, however, and is 
not before EPA for consideration. 

Therefore, for the reasons explained 
above, EPA is proposing to disapprove 
the attainment demonstration in the 
Detroit SO2 Plan pursuant to 172(c) and 
192(a), specifically those elements of the 
demonstration that rely on the 
invalidated Rule 430 and the 
superseded 2016 DTE River Rouge 
permit. EPA is proposing to approve the 
Carmeuse Lime and DTE Trenton 
Channel construction permits as SIP 
strengthening. 

IV. Review of Other Plan Requirements 

A. Emissions Inventory 
The emissions inventory and source 

emission rate data for an area serve as 
the foundation for air quality modeling 
and other analyses that enable states to 
estimate the degree to which different 
sources within a NAA contribute to 
violations within the affected area and 
assess the expected improvement in air 
quality within the NAA due to the 
adoption and implementation of control 
measures. The state must develop and 
submit to EPA a comprehensive, 
accurate, and current inventory of actual 
emissions from all sources of SO2 
emissions in each NAA, as well as any 
sources located outside the NAA that 
may affect attainment in the area.13 

The base year inventory establishes a 
baseline that is used to evaluate 
emission reductions achieved by the 
control strategy and to assess RFP 
requirements. Michigan used 2012 as 
the base year for emissions inventory 
preparation. At the time of preparation 
of the plan, 2012 reflected the most 
recent emissions data available to the 
state through its annual emissions 
reporting requirements during periods 
with air quality violations. The 
emissions inventory includes all sources 
over a 100 tons per year (tpy) of SO2 
emission within the NAA, as well as a 
large source, DTE Monroe, outside the 
nonattainment area. Table 1 summarizes 

VerDate Sep<11>2014 16:37 Sep 17, 2020 Jkt 250001 PO 00000 Frm 00019 Fmt 4702 Sfmt 4702 E:\FR\FM\18SEP1.SGM 18SEP1jb
el

l o
n 

D
S

K
JL

S
W

7X
2P

R
O

D
 w

ith
 P

R
O

P
O

S
A

LS



58318 Federal Register / Vol. 85, No. 182 / Friday, September 18, 2020 / Proposed Rules 

14 2014 SO2 Guidance, 40. 15 40 CFR 93.150 to 93.165. 

2012 base year SO2 emissions inventory 
data for the NAA, categorized by 
emission source type (rounded to the 
nearest whole number). 

TABLE 1—SUMMARY OF BASE YEAR 
(2012) SO2 EMISSIONS INVENTORY 
FOR THE DETROIT SO2 NAA 

Source Emissions 
(tpy) 

River Rouge .......................... 8,203 
Trenton Channel ................... 22,426 
Monroe .................................. 49,151 
Carmeuse Lime .................... 700 
Severstal Steel ..................... 677 
DIG ....................................... 598 
Marathon ............................... 137 
U.S. Steel ............................. 2,874 
EES Coke ............................. 1,901 

Total ............................... 86,666 

EPA has evaluated Michigan’s 2012 
base year inventory and finds this 
inventory and the methodologies used 
for their development to be consistent 
with EPA guidance. As a result, EPA is 
proposing to determine that the Detroit 
SO2 plan meets the requirements of 
CAA section 172(c)(3) and (4) for the 
Detroit SO2 NAA. 

B. RACM and RACT and Enforceable 
Emission Limitations and Control 
Measures 

CAA section 172(c)(1) states that 
nonattainment plans should ‘‘provide 
for the implementation of all reasonably 
available control measures as 
expeditiously as practicable (including 
such reductions in emissions from 
existing sources in the area as may be 
obtained through the adoption, at a 
minimum, of reasonably available 
control technology) and shall provide 
for attainment of the national primary 
ambient air quality standards.’’ CAA 
section 172(c)(6) requires plans to 
‘‘include enforceable emissions 
limitations, and such other control 
measures [. . .] as may be necessary or 
appropriate to provide for attainment of 
[the NAAQS].’’ Because the Detroit plan 
is missing enforceable measures for 
some major sources of SO2 and is 
therefore not able to demonstrate 
attainment, the area does not 
demonstrate RACM/RACT or meet the 
requirement for necessary emissions 
limitations or control measures. EPA is 
therefore proposing that the State has 
not satisfied the requirements in CAA 
sections 172(c)(1) and (6) to adopt and 
submit all RACM/RACT and emissions 
limitations or control measures as 
needed to attain the standard as 
expeditiously as practicable. 

C. New Source Review 
Michigan has a fully approved NNSR 

Program. The program is set forth in 
Part 19 of the Michigan SIP (MAC R 
336.2901 through R 336.2908). This 
program was approved by EPA into the 
SIP on December 16, 2013 (78 FR 76064) 
and addresses nonattainment permitting 
requirements for SO2 and other 
pollutants. Therefore, EPA is proposing 
to affirm that the new source review 
requirements for the area have been met. 

D. Reasonable Further Progress 
EPA’s policy, that RFP for SO2 may be 

satisfied by ‘‘adherence to an ambitious 
compliance schedule,’’ is based on the 
fact that, ‘‘for SO2 there is usually a 
single ‘step’ between pre-control 
nonattainment and post-control 
attainment.’’ 14 In this instance, 
however, Michigan has not 
demonstrated that implementation of 
the control measures required under the 
plan is sufficient to provide for 
attainment of the NAAQS in the Detroit 
SO2 NAA. In the absence of a 
demonstration that the required controls 
will lead to attainment, a compliance 
schedule to implement these controls is 
not sufficient to provide for RFP. 
Therefore, we propose to conclude that 
the State has not satisfied the 
requirement in section 172(c)(2) to 
provide for RFP toward attainment in 
the Detroit SO2 NAA. 

E. Contingency Measures 
In the Detroit SO2 plan, Michigan 

explained its rationale for concluding 
that the plan meets the requirement for 
contingency measures. Specifically, 
Michigan relied on the 2014 SO2 
Guidance, which notes the special 
circumstances that apply to SO2 and 
explains on that basis why the 
contingency requirement in CAA 
section 172(c)(9) is met for SO2 by 
having a comprehensive program to 
identify sources of violations of the SO2 
NAAQS and to undertake an aggressive 
follow-up for compliance and 
enforcement of applicable emission 
limitations. Michigan stated that it has 
such an enforcement program pursuant 
to section 5526 of part 55, Air Pollution 
Control, of the Natural Resources and 
Environmental Protection Act, 1994 PA 
451, as amended, Michigan Compiled 
Laws 324.5526. Michigan also stated 
that its enforcement and compliance 
authority is furthered by the State’s Title 
V program, which includes a 
compliance monitoring program, 
periodic inspections, review of 
company monitoring records, reporting, 
and issuance of violation notices for all 

violations shown from inspections or 
data. In addition, Michigan stated that it 
responds promptly to citizen 
complaints, reports all high priority 
violations to EPA, and puts all 
inspection reports and violation notices 
on Michigan’s website. Michigan 
concluded that the plan satisfies 
contingency measure requirements 
under CAA section 172(c)(9). 

Although we agree that the Michigan 
SIP establishes a comprehensive 
enforcement program, allowing for the 
identification of sources of SO2 NAAQS 
violations and aggressive compliance 
and enforcement follow-up, EPA’s 
policy that a comprehensive 
enforcement program can satisfy the 
contingency measures requirement is 
premised on the idea that full 
compliance with the controls required 
in the plan will assure attainment. In 
this case, as explained above, 
Michigan’s plan lacks necessary 
enforceable measures at major sources 
of SO2 and therefore cannot demonstrate 
attainment with the NAAQS. Therefore, 
we propose that the State has not 
satisfied the requirement in section 
172(c)(9) to provide for contingency 
measures to be undertaken if the area 
fails to make RFP or to attain NAAQS 
by the attainment date. 

F. Conformity 

Generally, as set forth in section 
176(c) of the CAA, conformity requires 
that actions by Federal agencies do not 
cause new air quality violations, worsen 
existing violations, or delay timely 
attainment of the relevant NAAQS. 
General conformity applies to Federal 
actions, other than certain highway and 
transportation projects, if the action 
takes place in a NAA or maintenance 
area (i.e., an area which submitted a 
maintenance plan that meets the 
requirements of section 175A of the 
CAA and has been redesignated to 
attainment) for ozone, particulate 
matter, nitrogen dioxide, carbon 
monoxide, lead, or SO2. EPA’s General 
Conformity Rule establishes the criteria 
and procedures for determining if a 
Federal action conforms to the SIP.15 
With respect to the 2010 SO2 NAAQS, 
Federal agencies are expected to 
continue to estimate emissions for 
conformity analyses in the same manner 
as they estimated emissions for 
conformity analyses under the previous 
NAAQS for SO2. EPA’s General 
Conformity Rule includes the basic 
requirement that a Federal agency’s 
general conformity analysis be based on 
the latest and most accurate emission 
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16 40 CFR 93.159(b). 
17 58 FR 3768, 3776 (January 11, 1993). 

estimation techniques available.16 When 
updated and improved emission 
estimation techniques become available, 
EPA expects the Federal agency to use 
these techniques. 

Transportation conformity 
determinations are not required in SO2 
nonattainment and maintenance areas. 
EPA concluded in its 1993 
transportation conformity rule that 
highway and transit vehicles are not 
significant sources of SO2. Therefore, 
transportation plans, transportation 
improvement programs, and projects are 
presumed to conform to applicable 
implementation plans for SO2.17 

V. What action is EPA taking? 
EPA is proposing to approve the base 

year inventory and to affirm that the 
new source review requirements for the 
area have been met. EPA is also 
proposing to approve the DTE Trenton 
Channel and Carmeuse Lime permits as 
SIP strengthening. EPA is proposing to 
disapprove the attainment 
demonstration, as well as the 
requirement for meeting RFP toward 
attainment of the NAAQS, RACM/ 
RACT, contingency measures, the 
invalidated Rule 430 related to U.S. 
Steel, and the superseded 2016 permit 
related to DTE River Rouge. Finalizing 
the proposed disapproval will start new 
sanctions clocks for this area under 
CAA section 179(a)–(b). 

VI. Incorporation by Reference 
In this rule, EPA is proposing to 

include in a final EPA rule regulatory 
text that includes incorporation by 
reference. In accordance with 
requirements of 1 CFR 51.5, EPA is 
proposing to incorporate by reference 
two permits, Permit to Install 193–14A 
issued March 18, 2016 and Permit to 
Install 125–11C issued April 29, 2016. 
EPA has made, and will continue to 
make, these documents generally 
available through www.regulations.gov 
and at EPA Region 5 Office (please 
contact the person identified in the FOR 
FURTHER INFORMATION CONTACT section of 
this preamble for more information). 

VII. Statutory and Executive Order 
Reviews 

Under the CAA, the Administrator is 
required to approve a SIP submission 
that complies with the provisions of the 
CAA and applicable Federal regulations. 
42 U.S.C. 7410(k); 40 CFR 52.02(a). 
Thus, in reviewing SIP submissions, 
EPA’s role is to approve state choices, 
provided that they meet the criteria of 
the CAA. Accordingly, this action 

merely approves state law as meeting 
Federal requirements and does not 
impose additional requirements beyond 
those imposed by state law. For that 
reason, this action: 

• Is not a significant regulatory action 
subject to review by the Office of 
Management and Budget under 
Executive Orders 12866 (58 FR 51735, 
October 4, 1993) and 13563 (76 FR 3821, 
January 21, 2011); 

• Is not an Executive Order 13771 (82 
FR 9339, February 2, 2017) regulatory 
action because it is not a significant 
regulatory action under Executive Order 
12866; 

• Does not impose an information 
collection burden under the provisions 
of the Paperwork Reduction Act (44 
U.S.C. 3501 et seq.); 

• Is certified as not having a 
significant economic impact on a 
substantial number of small entities 
under the Regulatory Flexibility Act (5 
U.S.C. 601 et seq.); 

• Does not contain any unfunded 
mandate or significantly or uniquely 
affect small governments, as described 
in the Unfunded Mandates Reform Act 
of 1995 (Pub. L. 104–4); 

• Does not have federalism 
implications as specified in Executive 
Order 13132 (64 FR 43255, August 10, 
1999); 

• Is not an economically significant 
regulatory action based on health or 
safety risks subject to Executive Order 
13045 (62 FR 19885, April 23, 1997); 

• Is not a significant regulatory action 
subject to Executive Order 13211 (66 FR 
28355, May 22, 2001); 

• Is not subject to requirements of 
Section 12(d) of the National 
Technology Transfer and Advancement 
Act of 1995 (15 U.S.C. 272 note) because 
application of those requirements would 
be inconsistent with the CAA; and 

• Does not provide EPA with the 
discretionary authority to address, as 
appropriate, disproportionate human 
health or environmental effects, using 
practicable and legally permissible 
methods, under Executive Order 12898 
(59 FR 7629, February 16, 1994). 

In addition, the SIP is not approved 
to apply on any Indian reservation land 
or in any other area where EPA or an 
Indian tribe has demonstrated that a 
tribe has jurisdiction. In those areas of 
Indian country, the rule does not have 
tribal implications and will not impose 
substantial direct costs on tribal 
governments or preempt tribal law as 
specified by Executive Order 13175 (65 
FR 67249, November 9, 2000). 

List of Subjects in 40 CFR Part 52 

Environmental protection, Air 
pollution control, Incorporation by 

reference, Intergovernmental relations, 
Reporting and recordkeeping 
requirements, Sulfur oxides. 

Dated: September 14, 2020. 
Kurt Thiede, 
Regional Administrator, Region 5. 
[FR Doc. 2020–20612 Filed 9–17–20; 8:45 am] 

BILLING CODE 6560–50–P 

ENVIRONMENTAL PROTECTION 
AGENCY 

40 CFR Part 52 

[EPA–R04–OAR–2019–0447; FRL–10014– 
51–Region 4 ] 

Air Plan Approval; MS; BART SIP and 
Regional Haze Progress Report 

AGENCY: Environmental Protection 
Agency (EPA). 
ACTION: Proposed rule; reopening of 
public comment period. 

SUMMARY: The Environmental Protection 
Agency (EPA) is reopening the comment 
period until October 5, 2020, for a 
notice of proposed rulemaking (NPRM) 
published in the Federal Register on 
August 4, 2020. In the August 4, 2020, 
NPRM, EPA proposed to approve, 
through parallel processing, a draft 
Mississippi State Implementation Plan 
(SIP) revision, submitted through a 
letter dated April 23, 2020, addressing 
best available retrofit technology 
(BART) determinations for 14 electric 
generating units (‘‘draft BART SIP’’). 
EPA proposed to approve the draft 
BART SIP and find that it corrects the 
deficiencies that led to the limited 
approval and limited disapproval of the 
State’s regional haze SIP; withdraw the 
limited disapproval of the regional haze 
SIP; and replace the prior limited 
approval with a full approval of the 
regional haze SIP as meeting all regional 
haze requirements of the Clean Air Act 
(CAA) for the first implementation 
period. In addition, EPA proposed to 
approve the State’s first periodic report 
describing progress towards reasonable 
progress goals (RPGs) established for 
regional haze and the associated 
determination that the State’s regional 
haze SIP is adequate to meet these RPGs 
for the first implementation period 
(‘‘Progress Report’’). The State 
submitted the Progress Report as a SIP 
revision by letter dated October 4, 2018. 
EPA is reopening the comment period 
based on Sierra Club’s request for 
visibility modeling files and for a 30-day 
extension of the comment period. 
DATES: The comment period for the 
NPRM published August 4, 2020 (85 FR 
47134), is reopened, and comments 
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must be received on or before October 
5, 2020. 
ADDRESSES: Submit your comments, 
identified by Docket ID No. EPA–R04– 
OAR–2019–0447, at http:// 
www.regulations.gov. Follow the online 
instructions for submitting comments. 
Once submitted, comments cannot be 
edited or removed from Regulations.gov. 
EPA may publish any comment received 
to its public docket. Do not submit 
electronically any information you 
consider to be Confidential Business 
Information (CBI) or other information 
whose disclosure is restricted by statute. 
Multimedia submissions (audio, video, 
etc.) must be accompanied by a written 
comment. The written comment is 
considered the official comment and 
should include discussion of all points 
you wish to make. EPA will generally 
not consider comments or comment 
contents located outside of the primary 
submission (i.e., on the web, cloud, or 
other file sharing system). For 
additional submission methods, the full 
EPA public comment policy, 
information about CBI or multimedia 
submissions, and general guidance on 
making effective comments, please visit 
http://www2.epa.gov/dockets/ 
commenting-epa-dockets. 
FOR FURTHER INFORMATION CONTACT: 
Michele Notarianni, Air Regulatory 
Management Section, Air Planning and 
Implementation Branch, Air and 
Radiation Division, U.S. Environmental 
Protection Agency, Region 4, 61 Forsyth 
Street SW, Atlanta, Georgia 30303–8960. 
Ms. Notarianni can be reached via 
telephone at (404) 562–9031 or 
electronic mail at notarianni.michele@
epa.gov. 
SUPPLEMENTARY INFORMATION: EPA 
published a proposed rulemaking on 
August 4, 2020 (85 FR 47134). EPA 
proposed to approve Mississippi’s draft 
BART SIP and find that it corrects 
deficiencies that led to a limited 
approval and limited disapproval of the 
State’s regional haze SIP; withdraw the 
limited disapproval of Mississippi’s 
regional haze SIP; and fully approve 
Mississippi’s regional haze SIP as 
meeting all regional haze requirements 
of the CAA for the first implementation 
period, replacing the prior limited 
approval. EPA also proposed to approve 
Mississippi’s October 4, 2018, regional 
haze Progress Report as meeting the 
applicable regional haze requirements 
set forth in 40 CFR 51.308(g) and to 
approve the State’s negative declaration 
under § 51.308(h). 

EPA is reopening the comment period 
based on a request from Sierra Club for 
visibility modeling files related to the 
proposed rulemaking and for a 30-day 

extension of the comment period until 
October 5, 2020. A copy of Sierra Club’s 
request is in the docket. After reviewing 
this request, EPA has decided to reopen 
the comment period until October 5, 
2020. 

Authority: 42 U.S.C. 7401 et seq. 

Dated: September 1, 2020. 
Mary Walker, 
Regional Administrator, Region 4. 
[FR Doc. 2020–20555 Filed 9–17–20; 8:45 am] 

BILLING CODE 6560–50–P 

ENVIRONMENTAL PROTECTION 
AGENCY 

40 CFR Part 52 

[EPA–R05–OAR–2020–0116; FRL–10013– 
83–Region 5] 

Air Plan Approval; Illinois; Removal of 
Variance for Illinois Power Holdings 
and AmerenEnergy Medina Valley 
Cogen Facilities 

AGENCY: Environmental Protection 
Agency (EPA). 
ACTION: Proposed rule. 

SUMMARY: The Environmental Protection 
Agency (EPA) is proposing to approve a 
revision to the Illinois State 
Implementation Plan (SIP) submitted on 
January 23, 2020, by the Illinois 
Environmental Protection Agency 
(IEPA). The revision removes the 
variance for coal-fired electrical 
generating units (EGUs) owned by the 
Illinois Power Holdings, LLC (IPH) and 
the AmerenEnergy Medina Valley 
Cogen, LLC (Medina Valley) from the 
Illinois SIP, and will reimpose tighter 
limits on all facilities currently in 
operation. 
DATES: Comments must be received on 
or before October 19, 2020. 
ADDRESSES: Submit your comments, 
identified by Docket ID No. EPA–R05– 
OAR–2020–0116 at http:// 
www.regulations.gov or via email to 
blakley.pamela@epa.gov. For comments 
submitted at Regulations.gov, follow the 
online instructions for submitting 
comments. Once submitted, comments 
cannot be edited or removed from 
Regulations.gov. For either manner of 
submission, EPA may publish any 
comment received to its public docket. 
Do not submit electronically any 
information you consider to be 
Confidential Business Information (CBI) 
or other information whose disclosure is 
restricted by statute. Multimedia 
submissions (audio, video, etc.) must be 
accompanied by a written comment. 
The written comment is considered the 
official comment and should include 

discussion of all points you wish to 
make. EPA will generally not consider 
comments or comment contents located 
outside of the primary submission (i.e. 
on the web, cloud, or other file sharing 
system). For additional submission 
methods, please contact the person 
identified in the FOR FURTHER 
INFORMATION CONTACT section. For the 
full EPA public comment policy, 
information about CBI or multimedia 
submissions, and general guidance on 
making effective comments, please visit 
http://www2.epa.gov/dockets/ 
commenting-epa-dockets. 
FOR FURTHER INFORMATION CONTACT: 
Charles Hatten, Environmental 
Engineer, Control Strategies Section, Air 
Programs Branch (AR–18J), 
Environmental Protection Agency, 
Region 5, 77 West Jackson Boulevard, 
Chicago, Illinois 60604, (312) 886–6031, 
hatten.charles@epa.gov. The EPA 
Region 5 office is open from 8:30 a.m. 
to 4:30 p.m., Monday through Friday, 
excluding Federal holidays and facility 
closures due to COVID–19. 
SUPPLEMENTARY INFORMATION: 
Throughout this document whenever 
‘‘we,’’ ‘‘us,’’ or ‘‘our’’ is used, we mean 
EPA. 

I. What is the background for this 
action? 

On November 21, 2013, the Illinois 
Pollution Control Board (Board) granted 
IPH and Medina Valley a variance (PCB 
14–10) from the applicable requirements 
for EGUs in the Ameren MPS Group 
(MPS Group) of 35 Illinois 
Administrative Code (IAC) Section 
225.233(e)(3)(C)(iii) for a period 
beginning January 1, 2015, through 
December 31, 2019, and for EGUs in the 
MPS Group from 35 IAC Section 
225.233(e)(3)(C)(iv) for a period 
beginning January 1, 2017, through 
December 31, 2019, subject to certain 
conditions. The five IPH facilities 
subject to the variance included: 
Coffeen Energy Center (Montgomery 
County), Duck Creek Energy Center 
(Fulton County), E.D. Edwards Energy 
Center (Peoria County), Joppa Energy 
Center (Massac County), and Newton 
Energy Center (Jasper County). The two 
Medina Valley facilities subject to the 
variance were the Meredosia Energy 
Center (Morgan County) and the 
Hutsonville Energy Center (Crawford 
County). 

The variance granted by the Board 
established an overall SO2 annual 
emission rate of 0.35 pounds per million 
British Thermal Units (lbs/mmBtu) from 
January 1, 2015 through December 31, 
2019. On December 21, 2015, EPA 
approved the variance granted to IPH 
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and Medina Valley as a revision to the 
Illinois SIP. See 80 FR 79261. EPA 
determined that the variance would not 
interfere with the attainment, reasonable 
further progress (RFP), or any other 
applicable requirement of the Clean Air 
Act (CAA), and thus, was approvable 
under CAA section 110(l). 

While the variance was in place, the 
MPS Group’s annual reports provided 
by IEPA showed that the MPS Group’s 
actual tons of SO2 emissions emitted 
(using the base line heat inputs) were 
substantially lower than the tons of SO2 
emissions allowed by the variance 
(173,478¥100,881 = 72,597 tons of 
benefit) from October 1, 2013 through 
August 31, 2016. Also, several EGUs 
were permanently retired in 2016. IPH 
permanently retired the operation of 
E.D. Edwards Unit 1 and Newton Unit 
2, and Medina Valley permanently 
retired the Hutsonville Energy Center 
(Units 5 and 6) and the Meredosia 
Energy Center (Units 1, 2, 3, 4, and 5). 

On September 2, 2016, IPH and 
Medina Valley filed a ‘‘Joint Motion to 
Terminate the Variance’’ with the 
Board. On October 27, 2016, the Board 
granted the ‘‘Joint Motion to Terminate 
the Variance,’’ and terminated the 
variance immediately. On January 23, 
2020, Illinois submitted a request to 
EPA to remove the variance from the 
Illinois SIP. 

II. What is EPA’s analysis of the State’s 
submittal? 

EPA has analyzed the historical 
emissions data from the subject facilities 
and assessed the impacts from the 
removal of the variance. Absent the 
variance, SO2 emissions will be reduced 
by reimposing the more stringent limits 
in section 225.233. These reductions 
coupled with the permanent retirement 
of several EGUs will continue to reduce 
regional haze forming emissions in 
Illinois and regional haze impacts 
downwind. 

EPA has also evaluated the potential 
air quality impacts of the removal of the 
variance from the Illinois SIP to ensure 
that the revision meets section 110(l) of 
the CAA, 42 U.S.C. 7410. To be 
approved, a SIP must not interfere with 
any applicable requirement concerning 
attainment, RFP, or any other applicable 
requirement of the CAA. Currently, all 
the facilities owned by IPH that were 
subject to the variance are in areas 
attaining the 2010 SO2 National 
Ambient Air Quality Standard 
(NAAQS). No emission increases from 
the facilities will result from the 
removal of the variance and will not 
adversely impact any nonattainment 
areas or air quality. Therefore, EPA 
finds that the SIP revision meets the 

CAA section 110(l) requirement as it 
will not interfere with attainment, RFP, 
or any other applicable CAA 
requirement. Thus, EPA is proposing to 
approve the removal of the variance 
from the Illinois SIP. 

III. What action is EPA taking? 
EPA is proposing to approve IEPA’s 

January 23, 2020, request to remove PCB 
14–10 from the Illinois SIP, for IPH and 
Medina Valley. 

IV. Incorporation by Reference 
In this document, EPA is proposing to 

amend regulatory text that includes 
incorporation by reference. As described 
in section III of this preamble, EPA is 
proposing to remove provisions of the 
EPA-Approved Illinois Source-Specific 
Requirements from the Illinois SIP, 
which is incorporated by reference in 
accordance with the requirements of 1 
CFR part 51. EPA has made and will 
continue to make the Illinois SIP 
generally available through 
www.epa.gov/sips-il and at the EPA 
Region 5 Office (please contact the 
person identified in the FOR FURTHER 
INFORMATION CONTACT section of this 
preamble for more information). 

V. Statutory and Executive Order 
Reviews 

Under the CAA, the Administrator is 
required to approve a SIP submission 
that complies with the provisions of the 
CAA and applicable Federal regulations. 
42 U.S.C. 7410(k); 40 CFR 52.02(a). 
Thus, in reviewing SIP submissions, 
EPA’s role is to approve state choices, 
provided that they meet the criteria of 
the CAA. Accordingly, this action 
merely approves state law as meeting 
Federal requirements and does not 
impose additional requirements beyond 
those imposed by state law. For that 
reason, this action: 

• Is not a significant regulatory action 
subject to review by the Office of 
Management and Budget under 
Executive Orders 12866 (58 FR 51735, 
October 4, 1993) and 13563 (76 FR 3821, 
January 21, 2011); 

• Is not an Executive Order 13771 (82 
FR 9339, February 2, 2017) regulatory 
action because SIP approvals are 
exempted under Executive Order 12866; 

• Does not impose an information 
collection burden under the provisions 
of the Paperwork Reduction Act (44 
U.S.C. 3501 et seq.); 

• Is certified as not having a 
significant economic impact on a 
substantial number of small entities 
under the Regulatory Flexibility Act (5 
U.S.C. 601 et seq.); 

• Does not contain any unfunded 
mandate or significantly or uniquely 

affect small governments, as described 
in the Unfunded Mandates Reform Act 
of 1995 (Pub. L. 104–4); 

• Does not have federalism 
implications as specified in Executive 
Order 13132 (64 FR 43255, August 10, 
1999); 

• Is not an economically significant 
regulatory action based on health or 
safety risks subject to Executive Order 
13045 (62 FR 19885, April 23, 1997); 

• Is not a significant regulatory action 
subject to Executive Order 13211 (66 FR 
28355, May 22, 2001); 

• Is not subject to requirements of 
Section 12(d) of the National 
Technology Transfer and Advancement 
Act of 1995 (15 U.S.C. 272 note) because 
application of those requirements would 
be inconsistent with the CAA; and 

• Does not provide EPA with the 
discretionary authority to address, as 
appropriate, disproportionate human 
health or environmental effects, using 
practicable and legally permissible 
methods, under Executive Order 12898 
(59 FR 7629, February 16, 1994). 

In addition, the SIP is not approved 
to apply on any Indian reservation land 
or in any other area where EPA or an 
Indian tribe has demonstrated that a 
tribe has jurisdiction. In those areas of 
Indian country, the rule does not have 
tribal implications and will not impose 
substantial direct costs on tribal 
governments or preempt tribal law as 
specified by Executive Order 13175 (65 
FR 67249, November 9, 2000). 

List of Subjects in 40 CFR Part 52 

Environmental protection, Air 
pollution control, Incorporation by 
reference, and Sulfur oxides. 

Dated: September 2, 2020. 
Kurt Thiede, 
Regional Administrator, Region 5. 
[FR Doc. 2020–19866 Filed 9–17–20; 8:45 am] 

BILLING CODE 6560–50–P 

DEPARTMENT OF COMMERCE 

National Oceanic and Atmospheric 
Administration 

50 CFR Part 300 

[Docket No. 2018–00653] 

RIN 0648–BG51 

Commerce Trusted Trader Program; 
Withdrawal 

AGENCY: National Marine Fisheries 
Service (NMFS), National Oceanic and 
Atmospheric Administration (NOAA), 
Commerce. 
ACTION: Proposed rule; withdrawal. 
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SUMMARY: The National Marine 
Fisheries Service (NMFS) withdraws the 
Commerce Trusted Trader Program 
proposed rule, which published in the 
Federal Register on January 17, 2018. 
The proposed voluntary program was 
intended to offer qualified importers 
electing to participate in the program a 
reduction in reporting and 
recordkeeping requirements and 
streamlined entry into U.S. commerce 
for seafood imports subject to the 
Seafood Import Monitoring Program. 
Upon consideration of public comment, 
NMFS has determined that this program 
will not provide the anticipated benefits 
to industry. 
DATES: The proposed rule published on 
January 17, 2018, (83 FR 2412), is 
withdrawn as of September 18, 2020. 
FOR FURTHER INFORMATION CONTACT: 
Rachael Confair or Dale Jones, NOAA 
Fisheries Office of International Affairs 
and Seafood Inspection, (301) 427–8301. 
SUPPLEMENTARY INFORMATION: 

Background 
NMFS published a proposed rule on 

January 17, 2018 (83 FR 2412) 
requesting comment on a voluntary 
Commerce Trusted Trader Program 
(CTTP), which would offer limited 
reductions to the burden of compliance 
in meeting the reporting and 
recordkeeping requirements of the 
Seafood Import Monitoring Program 
(SIMP). Importers electing to participate 
would submit an application package 
including a Compliance Plan, and, once 
approved, would be required to conduct 
internal product trace backs (at least one 
trace-back annually for each SIMP 
species imported) and hire certified 
third party auditors annually to verify 
their adherence to their Compliance 
Plan in order to maintain Commerce 
Trusted Trader (CTT) status. 

In the proposed rule, NMFS estimated 
that the CTTP would financially benefit 
the largest 216 of roughly 2,000 
importers subject to SIMP reporting and 
recordkeeping requirements, and would 
create an annual industry-wide cost 
savings of approximately $806,810. 
However, numerous public comments 
noted that the estimated cost of 
compliance with the proposed CTTP 
was unrealistically low, as NMFS’s 
estimate did not include staff time to 
perform internal product trace backs, 
review and respond to annual third 
party audit reports, and update the 
importer’s Compliance Plan regularly. 
In consideration of these public 
comments, NMFS prepared revised cost 
estimates that incorporated these 
changes. The revised cost estimate 
resulted in an industry-wide cost to 

implement the CTTP, rather than a cost 
savings, when applied to the largest 216 
importers of SIMP species. At this 
revised mid-range estimate, only the 41 
importers (of 2,000 total) with the 
highest quantity of entries subject to 
SIMP in a given year would realize a 
cost savings. One commenter estimated 
that third party trace backs would cost 
$30,000 ($10,000/species for three trace 
backs), which far exceeded the proposed 
rule estimate of $2,240 per species for 
this annual requirement. NMFS finds 
the commenter’s estimate acceptable as 
an upper bound. Using a revised 
$30,000 cost for third party trace backs, 
only the largest three importers of 
seafood products subject to reporting 
and recordkeeping requirements of 
SIMP would financially benefit from the 
CTTP, yielding a negligible estimated 
industry-wide annual cost savings of 
$15,880. 

Reinforcing the limitations of cost 
savings, several commenters expressed 
that the CTTP would not offer sufficient 
relief from SIMP requirements to 
incentivize participation, noting that 
companies have already invested 
substantial resources to comply with the 
requirements of SIMP, and that it may 
not be cost effective for these importers 
to become CTTs as that would entail 
additional investments to comply with 
this voluntary program. NMFS agrees, 
but did not receive suggestions for 
alternative measures to provide 
importers relief from SIMP reporting 
burdens that would not undermine the 
stated objective of SIMP, which is to 
prevent illegally harvested or 
misrepresented seafood from entering 
U.S. commerce. Therefore, NMFS 
decided to withdraw the proposed rule. 

Several commenters discussed the 
connection between Illegal, Unreported, 
and Unregulated (IUU) fishing and 
forced labor, noting the value of SIMP 
data in identifying forced labor in 
seafood supply chains. Commenters are 
correct in their assessment that SIMP 
data has applications in enforcing 
human rights laws; U.S. Customs and 
Border Protection has successfully used 
SIMP entry filing data to identify forced 
labor in seafood supply chains and 
prevented these products from entering 
U.S. commerce. While the consideration 
of impacts to efforts to combat forced 
labor was not a determining factor in the 
decision to withdraw this rule, the 
decision will keep all SIMP entry filing 
data requirements in place, thereby 
eliminating the data availability 
concerns identified by the commenters. 

The withdrawal of this proposed rule 
does not preclude NMFS from 
reinstituting rulemaking concerning the 
issue addressed. Should NMFS decide 

to undertake such rulemaking in the 
future, we will re-propose the action 
and provide new opportunities for 
comment. You may wish to review the 
SIMP website (http:// 
www.iuufishing.noaa.gov) for any 
current guidance on this matter. 

Dated: August 28, 2020. 
Alexa Cole, 
Director, Office of International Affairs and 
Seafood Inspection, National Marine 
Fisheries Service. 
[FR Doc. 2020–19506 Filed 9–17–20; 8:45 am] 

BILLING CODE 3510–22–P 

DEPARTMENT OF COMMERCE 

National Oceanic and Atmospheric 
Administration 

50 CFR Part 679 

[Docket No. 200911–0241] 

RIN 0648 BJ59 

Fisheries of the Exclusive Economic 
Zone Off Alaska; Pacific Cod in the 
Bering Sea and Aleutian Islands 

AGENCY: National Marine Fisheries 
Service (NMFS), National Oceanic and 
Atmospheric Administration (NOAA), 
Commerce. 
ACTION: Proposed rule; request for 
comments. 

SUMMARY: NMFS proposes regulatory 
amendments that would modify Federal 
permit conditions and impose 
participation requirements for certain 
Federally-permitted vessels when 
fishing for Pacific cod in state waters 
adjacent to the exclusive economic zone 
of the Bering Sea and Aleutian Islands 
during the State of Alaska’s parallel 
Pacific cod fishery. This action is 
necessary to enhance Federal 
conservation, management, and catch 
accounting measures previously 
adopted by the North Pacific Fishery 
Management Council (Council) 
regarding license limitation, sector 
allocations, and catch reporting. This 
action is intended to promote the goals 
and objectives of the Magnuson-Stevens 
Fishery Conservation and Management 
Act, the Fishery Management Plan for 
Groundfish of the Bering Sea and 
Aleutian Islands Management Area, and 
other applicable law. 
DATES: Submit comments on or before 
October 19, 2020. 
ADDRESSES: You may submit comments, 
identified by FDMS Docket Number 
NOAA–NMFS–2020–0081, by any of the 
following methods: 

• Federal eRulemaking Portal. Go to 
www.regulations.gov/ 
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#!docketDetail;D=NOAA-NMFS-2020- 
0081, click the ‘‘Comment Now!’’ icon, 
complete the required fields, and enter 
or attach your comments. 

• Mail: Submit written comments to 
Glenn Merrill, Assistant Regional 
Administrator, Sustainable Fisheries 
Division, Alaska Region NMFS, Attn: 
James Bruschi. Mail comments to P.O. 
Box 21668, Juneau, AK 99802–1668. 

Instructions: NMFS may not consider 
comments sent by any other method, to 
any other address or individual, or 
received after the end of the comment 
period. All comments received are a 
part of the public record and will 
generally be posted for public viewing 
on http://www.regulations.gov without 
change. All personal identifying 
information (e.g., name, address), 
confidential business information, or 
otherwise sensitive information 
submitted voluntarily by the sender will 
be publicly accessible. NMFS will 
accept anonymous comments (enter 
N/A in the required fields if you wish 
to remain anonymous). 

Electronic copies of the Categorical 
Exclusion and the Regulatory Impact 
Review (RIR) prepared for this action 
(collectively referred to as the 
‘‘Analysis’’) are available from http://
www.regulations.gov or from the NMFS 
Alaska Region website at http://
alaskafisheries.noaa.gov. 

FOR FURTHER INFORMATION CONTACT: Kurt 
Iverson, 907–586–7210. 
SUPPLEMENTARY INFORMATION: 

Authority for Action 

NMFS manages the groundfish 
fisheries in the U.S. exclusive economic 
zone (EEZ) of the Bering Sea and 
Aleutian Islands (BSAI) under the 
Fishery Management Plan for 
Groundfish of the BSAI Management 
Area (FMP). The Council prepared, and 
NMFS approved, the FMP under the 
authority of the Magnuson-Stevens 
Fishery Conservation and Management 
Act (MSA), 16 U.S.C. 1801 et seq. 
Regulations governing U.S. fisheries and 
implementing the FMP appear at 50 
CFR part 679. General regulations that 
pertain to U.S. fisheries appear at 
subpart H of 50 CFR part 600. 

Background 

NMFS proposes regulatory 
amendments that would modify Federal 
permit conditions and impose 
participation requirements for certain 
Federally-permitted vessels when 
fishing for Pacific cod in state waters 
adjacent to the EEZ of the Bering Sea 
and Aleutian Islands (BSAI) during the 
State of Alaska’s Pacific cod fishery that 
runs concurrent with the Federal Pacific 

cod fishery, commonly known as the 
Pacific cod parallel fishery. Specifically, 
this proposed rule would prohibit (1) a 
hook-and-line, pot, or trawl gear vessel 
named on an Federal Fisheries Permit 
(FFP) or License Limitation Program 
(LLP) license from being used to catch 
and retain BSAI Pacific cod in State of 
Alaska (State) waters adjacent to the 
BSAI during the State’s parallel Pacific 
cod fishery unless the vessel is named 
on an FFP and LLP license that have the 
required endorsements; (2) a hook-and- 
line, pot, or trawl gear vessel named on 
an FFP or LLP license from catching and 
retaining BSAI Pacific cod in state 
waters adjacent to the BSAI EEZ during 
the State’s parallel fishery when NMFS 
has closed the EEZ to directed fishing 
for Pacific cod by the sector to which 
the vessel belongs; (3) the holder of an 
FFP with certain endorsements from 
modifying those endorsements during 
the effective period of the FFP; and (4) 
the reissuance of a surrendered FFP 
with certain endorsements for the 
remainder of the three-year term, or 
cycle, of FFPs. 

Each year, NMFS establishes a Total 
Allowable Catch (TAC) limit and 
allocations to specific fishery sectors for 
Pacific cod in the BSAI. Catch of Pacific 
cod in Federal waters (that is, in the 
EEZ), as well as in the waters of the 
State of Alaska (state waters) under 
specific regulations adopted by the 
State, is deducted from this TAC limit 
and the fishery sector allocations. Note 
that throughout this preamble, ‘‘state 
waters’’ refers to the maritime waters 
from 0 to 3 nautical miles off Alaska, 
and ‘‘EEZ’’ and ‘‘Federal waters’’ are 
used interchangeably, and refer to the 
maritime waters from 3 to 200 nautical 
miles off Alaska. In addition, ‘‘parallel 
fisheries’’ in this preamble refers to the 
state waters Pacific cod parallel fisheries 
in the State of Alaska Bering Sea- 
Aleutian Islands Area, presently that is 
in the Dutch Harbor Subdistrict of the 
Bering Sea and within the Aleutian 
Islands Subdistrict of the Aleutian 
Islands, respectively. 

During the Federal Pacific cod TAC 
fisheries, the State of Alaska creates 
parallel Pacific cod fisheries by 
generally adopting NMFS management 
actions in state waters. The State has 
management authority for groundfish 
resources within state waters, and the 
Commissioner of the Alaska Department 
of Fish and Game (ADF&G) opens 
parallel fisheries through emergency 
order under the Parallel Groundfish 
Fishery Emergency Order Authority at 5 
AAC 28.086. These emergency orders 
establish parallel fisheries that allow 
vessels to fish for groundfish, including 
Pacific cod, within state waters during 

the concurrent Federal seasons. In 
addition, the Commissioner is 
authorized to open or close the fisheries 
under emergency order to adapt to 
unanticipated openings or closures of 
the Federal fisheries. Because the State’s 
parallel Pacific cod fisheries closely 
follow the Federal Pacific cod fishery, 
NMFS deducts all catch of Pacific cod 
caught in Federal waters and in state 
waters during the parallel fisheries from 
the Federal Pacific cod TAC and the 
fishery sector allocations. This allows a 
vessel to fish seamlessly between 
Federal and state waters, provided the 
vessel meets participation requirements. 
There are no limits on the proportion of 
the Pacific cod TAC that may be 
harvested in state waters. 

This action would require trawl, 
hook-and-line, and pot gear vessels that 
have Federal Fishing Permits (FFPs) or 
License Limitation Program (LLP) 
licenses and that fish in the BSAI state 
waters Pacific cod parallel fisheries to 
have a properly endorsed FFP and LLP 
license and to adhere to BSAI Pacific 
cod fishery sector closures in Federal 
waters when fishing in the State’s 
parallel Pacific cod fishery. The 
following sections describe the Federal 
BSAI Pacific cod fishery, the BSAI state 
waters Pacific cod fisheries, the need for 
this action, and the proposed rule and 
its effects. 

BSAI Federal Waters Pacific Cod 
Fishery 

Management of the Federal BSAI Pacific 
Cod Fishery 

Pacific cod (Gadus macrocephalus) is 
one of the most abundant and valuable 
groundfish species harvested in the 
BSAI. Vessels harvest Pacific cod using 
trawl and non-trawl gear. Non-trawl 
gear includes hook-and-line, jig, and pot 
gear. Vessels harvesting BSAI Pacific 
cod operate as catcher vessels (CVs) that 
harvest and deliver the fish for 
processing, or as catcher processors (C/ 
Ps) that harvest and process the catch on 
board. 

The FMP and its implementing 
regulations at § 679.20(c) establish a 
process where NMFS, after consultation 
with the Council, annually specifies an 
overfishing level (OFL), an acceptable 
biological catch (ABC), and a TAC for 
each target species or species group of 
groundfish, including Pacific cod. The 
OFL is the level above which 
overfishing is occurring for a species or 
species group. The ABC is the level of 
a species’ or species group’s annual 
catch that accounts for the scientific 
uncertainty in the estimate of OFL, and 
any other scientific uncertainty. Under 
the FMP, the ABC is set below the OFL. 

VerDate Sep<11>2014 16:37 Sep 17, 2020 Jkt 250001 PO 00000 Frm 00025 Fmt 4702 Sfmt 4702 E:\FR\FM\18SEP1.SGM 18SEP1jb
el

l o
n 

D
S

K
JL

S
W

7X
2P

R
O

D
 w

ith
 P

R
O

P
O

S
A

LS

http://alaskafisheries.noaa.gov
http://alaskafisheries.noaa.gov
http://www.regulations.gov
http://www.regulations.gov
http://www.regulations.gov


58324 Federal Register / Vol. 85, No. 182 / Friday, September 18, 2020 / Proposed Rules 

The TAC is the annual catch target for 
a species or species group, derived from 
the ABC by considering social and 
economic factors and management 
uncertainty. Under the FMP, the TAC 
must be set lower than or equal to the 
ABC. 

In the case of Pacific cod, separate 
OFLs, ABCs, and TACs are established 
for the Bering Sea subarea and the 
Aleutian Islands subarea. The TACs for 
the Bering Sea and Aleutian Islands 
subareas are set after deducting from the 
ABCs any harvest allocations for 
guideline harvest level (GHL) fisheries 
managed by the State and occurring 
only within state waters. A detailed 
description of the annual harvest 
specification process for BSAI Pacific 
cod is provided in the final 2020 harvest 
specifications for groundfish of the 
BSAI (83 FR 13553, March 9, 2020) and 
in section 2.7.1 of the Analysis. A more 
detailed description of the State GHL 

fisheries is found in this preamble 
below. 

Once the Bering Sea and Aleutian 
Islands TACs are established, 
regulations at § 679.20(a)(7)(i) allocate 
10.7 percent of the Bering Sea Pacific 
cod TAC and 10.7 percent of the 
Aleutian Islands Pacific cod TAC to the 
Community Development Quota (CDQ) 
Program for the exclusive harvest by 
Western Alaska CDQ groups. Section 
305(i) of the Magnuson-Stevens Act 
specifies the methods for allocating 
these harvest privileges. Once allocated, 
CDQ groups must ensure that they do 
not exceed their allocations. 

The portion that remains after 
subtraction of the CDQ allocation from 
each TAC is the initial TAC, or ITAC, 
for the Bering Sea and Aleutian Islands. 
NMFS combines the Bering Sea ITAC 
and the Aleutian Islands ITAC into one, 
BSAI non-CDQ Pacific cod TAC. This 
combined BSAI non-CDQ Pacific cod 

TAC is then allocated among, and 
available for harvest by, nine non-CDQ 
fishery sectors. Regulations at 
§ 679.20(a)(7)(ii)(A) define the nine non- 
CDQ fishery sectors and specify the 
percentage of the BSAI non-CDQ Pacific 
cod TAC allocated to each. The non- 
CDQ fishery sectors are defined by a 
combination of gear type (e.g., trawl, 
hook-and-line), operation type (i.e., 
catcher vessel or catcher/processor), and 
vessel size categories (e.g., vessels 
greater than or equal to 60 feet (ft) in 
length overall or less than 60 ft in length 
overall). Through the annual harvest 
specifications process, NMFS allocates 
an amount of the BSAI non-CDQ Pacific 
cod TAC to each of these nine non-CDQ 
fishery sectors. The nine non-CDQ 
fishery sectors and the percentage of the 
BSAI non-CDQ Pacific cod TAC 
allocated to each sector are shown in 
Table 1 below. 

TABLE 1—ALLOCATIONS OF THE BSAI NON-CDQ PACIFIC COD TAC TO THE NON-CDQ FISHERY SECTORS 

Non-CDQ fishery sector 

Percentage 
allocation 

of the BSAI 
non-CDQ TAC 

Hook-and-line catcher vessels greater than or equal to 60 ft length overall (LOA) ........................................................................... 0.2 
Jig gear ................................................................................................................................................................................................ 1.4 
Pot catcher/processors ........................................................................................................................................................................ 1.5 
Hook-and-line and pot catcher vessels less than 60 ft LOA .............................................................................................................. 2.0 
American Fisheries Act (AFA) trawl catcher/processors ..................................................................................................................... 2.3 
Pot catcher vessels greater than or equal to 60 ft LOA ..................................................................................................................... 8.4 
Non-AFA trawl catcher/processors (Amendment 80 C/Ps) ................................................................................................................. 13.4 
Trawl catcher vessels .......................................................................................................................................................................... 22.1 
Hook-and-line catcher processors ....................................................................................................................................................... 48.7 

NMFS manages each of the fishery 
sectors in Table 1 to ensure harvest of 
Pacific cod does not exceed the sector’s 
annual allocation. NMFS monitors 
harvests that occur by vessels being 
used to conduct directed fishing for 
Pacific cod (that is, participants are 
specifically targeting and retaining 
Pacific cod above specific threshold 
levels) and harvests that occur by 
vessels being used to conduct directed 
fishing for other species and 
incidentally catching Pacific cod (e.g., 
the incidental catch of Pacific cod in the 
directed pollock fishery). Section 679.2 
provides the regulatory definition of 
‘‘directed fishing.’’ For the non-AFA 
trawl catcher/processor sector, also 
known as the Amendment 80 sector, 
NMFS allocates exclusive harvest 
privileges to participants within that 
sector that cannot be exceeded. For the 
other non-CDQ fishery sectors, NMFS 
carefully tracks both directed and 
incidental catch of Pacific cod. An 
allocation to a non-CDQ fishery sector 
may be harvested in either the Bering 

Sea or the Aleutian Islands, subject to 
the Pacific cod ITAC specified for the 
Bering Sea or the Aleutian Islands. 
NMFS takes appropriate management 
measures, such as closing directed 
fishing for a fishery sector, to ensure 
that total directed fishing and incidental 
fishing harvests do not exceed that 
sector’s allocation. Section 2.7 of the 
Analysis describes NMFS’ management 
of the non-CDQ fishery sectors. 

Allocations of Pacific cod to the CDQ 
Program and to the non-CDQ fishery 
sectors are further apportioned by 
season dates established at 
§ 679.23(e)(5). In general, regulations 
apportion CDQ and non-CDQ fishery 
sector allocations among three seasons 
that correspond to the early (A-season), 
middle (B-season), and late (C-season) 
portions of the year. The specific season 
dates established for the CDQ Program 
and each of the non-CDQ fishery sectors 
are provided in the final 2020 and 2021 
harvest specifications for groundfish of 
the BSAI (83 FR 13553, March 9, 2020). 
Depending on the specific CDQ Program 

or non-CDQ fishery sector allocation, 
between 40 percent and 70 percent of 
the Pacific cod allocations are 
apportioned to the A-season, 
historically the most lucrative fishing 
season due to the presence of valuable 
roe in the fish and the good quality of 
the flesh during that time of year. 

The allocation of Pacific cod among 
the CDQ Program and the nine non-CDQ 
fishery sectors, as well as the seasonal 
apportionment of those allocations, 
create a large number of distinct sector 
and season allocations. To help ensure 
the efficient management of these 
allocations, regulations allow NMFS to 
reallocate (rollover) any unused portion 
of a seasonal apportionment from any 
non-CDQ fishery sector (except the jig 
sector) to that sector’s next season 
during the current fishing year, unless 
the Regional Administrator determines a 
non-CDQ fishery sector will not be able 
to harvest its allocation (see 
§ 679.20(a)(7)(iv)(B)). 
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Permits and Licenses 

To monitor compliance with harvest 
catch limits, prohibited species (non- 
retained) catch limits, and sideboard 
regulations that limit participation in 
other fisheries, NMFS requires various 
permits that authorize or restrict access 
to the groundfish fisheries in the 
Federal waters of the BSAI. The two 
most relevant permits for this proposed 
action are Federal Fisheries Permits 
(FFP) and License Limitation Program 
(LLP) licenses. 

1. Federal Fisheries Permit 

All vessels that retain BSAI Pacific 
cod in the EEZ are required to have an 
FFP on board the vessel at all times 
(§ 679.4(b)(1)). An FFP authorizes a 
vessel owner to deploy a vessel to 
conduct fishing operations in the EEZ of 
the BSAI in accordance with the 
endorsements on the FFP. An FFP 
includes many endorsements, such as 
type of gear (e.g. pot, hook-and-line, and 
trawl), vessel operation category 
(catcher vessel, catcher/processor, 
mothership, tender vessel, or support 
vessel), and regulatory area of operation 
(e.g., BSAI) in which a permitted vessel 
is eligible to fish. In some fisheries, a 
species endorsement is also required. 
For example, the owners and operators 
of harvesting vessels that participate in 
the directed BSAI Pacific cod fisheries, 
except vessels using jig gear, are 
required to have an FFP endorsement 
for Pacific cod, along with 
endorsements for the gear type used to 
fish for Pacific cod, the vessel operation 
type, and the regulatory area(s) in which 
the fishery is prosecuted. All CDQ 
vessels and all vessels in the non-jig 
sectors listed in Table 1 are required to 
have an FFP onboard that is endorsed 
for Pacific cod. A vessel may not be 
operated in a category other than what 
is specified on the FFP. 

The operators of harvesting vessels 
that possess an FFP are required to 
comply with NMFS observer coverage 
requirements (§ 679.50(a)). In addition, 
FFP holders participating in a pollock, 
Atka mackerel, or Pacific cod fishery in 
the BSAI are required to have on board 
the vessel a transmitting vessel 
monitoring system (VMS), as described 
at § 679.28(f)(6). A VMS consists of a 
NMFS-approved transmitter that 
automatically determines a vessel’s 
position and transmits that information 
to NMFS. While Pacific cod directed 
fisheries are open, all harvesting vessels 
with an FFP endorsed with a hook-and- 
line, pot, or trawl Pacific cod 
endorsement are required to have an 
operational VMS, regardless of where 
the vessel is fishing at the time or what 

the vessel is targeting, as described at 
§ 679.28(f)(6). Thus, a VMS is required 
of all vessels with an FFP endorsed for 
Pacific cod hook-and-line, pot, or trawl 
gear while fishing in state waters (0 to 
3 nm) adjacent to the BSAI. However, 
because these Federal requirements 
apply as a condition of being issued an 
FFP, operators of vessels that have not 
been issued an FFP and that fish 
exclusively in state waters are not 
required to possess an FFP or have an 
FFP on board the vessel, and the 
operator of such a vessel is not subject 
to Federal observer, VMS, or 
recordkeeping and reporting 
requirements unless specified by the 
State. 

FFPs are valid for three years and, 
unless revoked, suspended, or 
surrendered, are in effect from the date 
of issuance through the end of the three- 
year cycle. The current cycle of FFPs 
issued for vessels that operate in Alaska 
waters is January 1, 2018, through 
December 31, 2020. A vessel operator 
with an FFP can surrender the permit at 
any time and have NMFS reissue the 
FFP any number of times within the 
three-year cycle. 

While any vessel owner can apply for 
an FFP with any combination of vessel 
operation, area, gear, or species 
endorsements, an FFP, by itself, does 
not necessarily authorize the FFP holder 
or the vessel named on the FFP to 
participate in the Federal Pacific cod 
fisheries. Most of the vessels that are 
used to participate in the Federal Pacific 
cod fisheries in the BSAI are also are 
required to have a groundfish LLP 
license. 

2. License Limitation Program (LLP) 
License 

A groundfish LLP license authorizes a 
vessel to be used in a directed fishery 
for groundfish in the BSAI in 
accordance with the specific area and 
species endorsements, the vessel and 
gear designations, the maximum length 
overall (MLOA) specified on the license, 
and any exemption from the MLOA 
specified on the license. Most vessel 
operators fishing for groundfish in the 
BSAI must have an LLP license on 
board at all times when the vessel is 
engaged in fishing activities (§ 679.4(k)). 
LLP licenses are issued by NMFS to 
qualified persons. Exemptions to the 
LLP license requirement in the BSAI are 
listed at § 679.4(k)(2), including an 
exemption for any vessel that does not 
exceed 32 feet length overall (LOA), and 
an exemption for jig vessels less than or 
equal to 60 feet (18.3 m) LOA that use 
a maximum of 5 jig machines, one line 
per jig machine, and a maximum of 15 
hooks per line. 

In order to participate in the BSAI 
Pacific cod fisheries, several 
endorsements are required to be 
specified on an LLP license, such as 
vessel operation type, area, gear 
designation, and maximum length 
overall (MLOA). The endorsements for 
operation type on LLP licenses are 
either catcher vessel or catcher/ 
processor. A catcher vessel endorsement 
allows a vessel to harvest but not 
process fish on board. A catcher/ 
processor endorsement allows both 
harvesting and onboard processing, and 
also allows a vessel to deliver the catch 
to a separate processor. Area 
endorsements on BSAI groundfish LLP 
licenses authorize a vessel to fish in 
either the Bering Sea, the Aleutian 
Islands, or both areas. Gear 
endorsements for BSAI groundfish LLP 
licenses are either for trawl, non-trawl, 
or both gear types. For groundfish 
vessels with non-trawl endorsed 
licenses, NMFS implemented 
regulations in 2002 that require a Pacific 
cod endorsement for hook-and-line and 
pot gear LLP licenses on catcher/ 
processor vessels and catcher vessels 
that are 60 feet LOA or greater and that 
are used to participate in the BSAI 
Pacific cod fisheries (67 FR 18130, April 
15, 2002). Catcher vessels less than 60 
feet are exempt from the required 
Pacific cod endorsement on their LLP 
license. 

Groundfish LLP licenses also identify 
whether the license is associated with 
the Amendment 80, American Fisheries 
Act, or Gulf of Alaska Rockfish license 
limitation programs. BSAI groundfish 
LLP licenses further specify whether the 
license is restricted by regulatory 
sideboards from being used in other 
fisheries. 

Unlike the FFP, the endorsements on 
an LLP license are not generally 
severable from the license. An LLP 
license, with its associated 
endorsements, can be reassigned to a 
different vessel only once per year. In 
general, a vessel is authorized to only 
use gear consistent with the gear 
designation on the LLP license. Like 
FFPs, because these Federal 
requirements apply as a condition of 
holding an LLP license, operators of 
vessels that have not been issued an LLP 
license and that fish exclusively in state 
waters fisheries are not required to 
comply with Federal requirements for 
LLP licenses. 

BSAI State Waters Pacific Cod Fisheries 
The Bering Sea ABC and the Aleutian 

Islands ABC are apportioned between 
the State’s GHL Pacific cod fisheries and 
the Federal fisheries, which includes 
catch of Pacific cod in the State’s 
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parallel Pacific cod fisheries. In the state 
waters adjacent to the BSAI EEZ, the 
State manages two parallel Pacific cod 
fisheries and three GHL fisheries under 
Alaska statutes and regulations 
developed by the Alaska Board of 
Fisheries. Two of the GHL fisheries are 
held in the Alaska Department of Fish 
and Game (ADF&G) Dutch Harbor 
Subdistrict of the Bering Sea; the third 
is within the Aleutian Islands 
Subdistrict of the Aleutian Islands. 

Parallel Pacific Cod Fisheries 
During the Federal BSAI Pacific cod 

fisheries in the EEZ, the State creates 
concurrent, or parallel, Pacific cod 
fisheries in state waters by generally 
adopting NMFS management actions for 
state waters. The initial Federal BSAI 
Pacific cod season (‘‘A-Season’’) opens 
January 1 for vessels using hook-and- 
line, pot, and jig gear, and January 20 for 
vessels using trawl gear. Unless 
specifically prohibited by State 
regulation, (e.g., nonpelagic trawl gear is 
prohibited in state waters by 5 AAC 
39.164 (4)), the State authorizes the 
same gear types, seasons, and bycatch 
limits that apply in the adjacent Federal 
BSAI Pacific cod season during a 
parallel fishery. During a State parallel 
Pacific cod fishery in state waters 
adjacent to the BSAI, vessels using 
longline gear may not exceed 58 feet in 
overall length (OAL) (5 AAC 28.690(c)). 
Except for vessels using mechanical 
jigging machines, State regulations 
require all vessels that participate in a 
parallel Pacific cod fishery to have an 
activated vessel monitoring system 
(VMS) (5 AAC 28.087(c)). 

Although the State adopts many of the 
management measures applicable to 
vessels participating in the Federal 
BSAI Pacific cod fisheries in the EEZ, 
the State does not require vessels that 
participate in the State’s parallel Pacific 
cod fisheries to possess an FFP or an 
LLP license. Effective as of January 1, 
2012, NMFS implemented regulations at 
§ 679.7 that prohibit Federally- 
permitted catcher/processor pot and 
catcher/processor hook-and-line vessels 
from being used to catch and retain 
Pacific cod in state waters during the 
State’s parallel fisheries unless the 
vessel is designated on an FFP and an 
LLP license that have the required 
endorsements (76 FR 73513, November 
29, 2011). Additionally, regulations at 
§ 679.7 require Federal permit holders 
who operate vessels in these two 
catcher/processor sectors to adhere to 
the Federal BSAI Pacific cod opening 
and closing periods when they 
participate in the State’s parallel 
fisheries. At this time, vessels in other 
non-CDQ fishery sectors may participate 

in the State’s Pacific cod parallel 
fisheries without having an FFP, an LLP 
license, and endorsements necessary to 
participate in the Federal fishery. 

As mentioned above, Pacific cod 
harvested during the State’s parallel 
fishery accrue toward the Federal 
Pacific cod TAC. The State closes its 
parallel Pacific cod fishery by gear 
sector when NMFS determines the TAC 
for Federal fishery sectors using that 
gear type has been reached or when 
incidental species allowances are met. 

Section 2.7 of the Analysis provides 
specific details on the number of vessels 
that have participated in the State’s 
BSAI Pacific cod parallel fisheries, by 
vessel sector, over the 2010–2019 
period. For all sectors combined, the 
total number of participating vessels in 
the BSAI Pacific cod parallel fisheries 
has ranged from 13 to 39 vessels per 
year. The proportion of Pacific cod that 
these vessels have caught in state waters 
during the concurrent BSAI Federal 
waters Pacific cod fishery and State 
parallel fisheries over that period has 
ranged from 2 percent to 5 percent those 
sectors’ BSAI Pacific cod catch. 

Between 1 and 11 jig vessels have 
participated annually in the State’s 
Pacific cod parallel fisheries over the 
2010–2018 period. Among all of the 
nine non-CDQ fishery sectors, jig vessels 
appear to be the most dependent on 
Pacific cod harvested in state waters 
during the concurrent Federal fishery 
and Pacific cod parallel fisheries; 
however, to protect confidential 
information, all but three years of the 
harvest data for jig vessels cannot be 
published in the analysis. It was the 
Council’s intent that all jig vessels 
currently and historically fishing in 
Federal or state waters during the 
parallel fishery would not be subject to 
the provisions of this proposed rule. As 
mentioned previously, jig vessels less 
than 60 feet (18.3) LOA are exempt from 
LLP license requirements in the BSAI. 

The hook-and-line and pot catcher 
vessels less than 60 ft (HAL/pot < 60) 
sector was the next most dependent on 
the State’s Pacific cod parallel fisheries. 
On an annual basis from 2010 through 
2018, between 9 and 18 vessels from 
this sector recorded landings in the 
parallel fisheries, with harvests that 
ranged from 18 percent to 43 percent of 
the sector’s total annual Pacific cod 
catch from the Federal and State parallel 
fisheries. Trawl catcher vessels were the 
next most numerous participants in the 
State’s parallel fisheries, with annual 
vessel participation that ranged from 3 
to 15 vessels. The proportion of the 
Pacific cod trawl catcher vessel harvest 
taken from the parallel fisheries appears 
to be small, however, ranging from less 

than 1 percent to 4 percent of this 
sector’s overall targeted Federal and 
State parallel Pacific cod harvest. The 
other fishery sectors potentially affected 
by this proposed rule include pot 
catcher vessels greater than or equal to 
60 feet LOA, hook-and-line catcher 
vessels greater than 60 feet LOA, and 
Amendment 80 vessels. Each of these 
sectors has very limited participation in 
the State’s parallel fisheries during the 
period analyzed. Additional details on 
participation and harvests can be found 
in Tables 2–6 and 2–7 of the analysis. 

GHL Fisheries 
State GHL fisheries for Pacific cod are 

also prosecuted in state waters, but 
occur when fishing by specific Pacific 
cod sectors in the Federal and parallel 
fisheries is closed. The State currently 
manages GHL fisheries in state waters 
adjacent to both the Bering Sea and 
Aleutian Islands subareas. 

1. Dutch Harbor Subdistrict 
The Alaska Board of Fisheries (BOF) 

established the Dutch Harbor 
Subdistrict state waters Pacific cod GHL 
fishery in 2013 (5 AAC 28.648). Vessels 
in the state waters Dutch Harbor 
Subdistrict GHL fishery may not exceed 
58 feet LOA unless modified by ADF&G 
after October 1. Pot and jig gear are the 
only legal gear types. 

Current State regulations set the pot 
gear harvest at 8 to 15 percent of the 
Bering Sea Pacific cod ABC, with 
annual step-up increments of an 
additional 1 percent of the Bering Sea 
ABC if the GHL is harvested in the 
previous year. At present, the 2020 GHL 
allocation is 9 percent of the Bering Sea 
Pacific cod ABC. In 2018, the BOF also 
adopted regulations for a separate and 
additional allocation of 100,000 pounds 
of Pacific cod for the jig fishery in the 
Dutch Harbor Subdistrict. This 
allocation went into effect in 2019. 

By State regulations, the GHL fishery 
for pot gear in the Dutch Harbor 
Subdistrict opens seven days after 
NMFS closes the initial BSAI Federal 
season to directed fishing for Pacific cod 
by hook-and-line and pot vessels less 
than 60 feet long. For vessels fishing jig 
gear, the State GHL fishery opens May 
1. The GHL fisheries may re-open and 
close as needed to coordinate with 
Federal fishery openings. 

2. Aleutian Islands Subdistrict 
The State manages the Aleutian 

Islands Subdistrict GHL fishery (5 AAC 
28.647) similar to the DHS fishery. 
Under current State regulations, the 
Aleutian Islands Subdistrict GHL is 31 
percent of the Aleutian Islands ABC, 
with annual step-up provisions in 4 
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percent increments if the Aleutian 
Islands Subdistrict GHL is fully 
harvested the previous year, up to a 
maximum of 15 million pounds or 39 
percent of the Aleutian Islands ABC, 
whichever is less. The annual 
percentage remains in place so long as 
the GHL is fully harvested (i.e., harvest 
is 90 percent or more of the GHL). If the 
GHL is not fully harvested during two 
consecutive years, the regulations 
include a 4 percent step-down 
provision. The minimum GHL in the 
AIS is set to be no less that 15 percent 
of the Aleutian Islands ABC. 

Regulations limit the length overall of 
vessels that can participate in the GHL 
fisheries in the AIS. Pot vessels are 
restricted to a maximum of 125 feet; 
trawl vessels to a maximum of 100 feet; 
and longline and jig vessels to a 
maximum of 58 feet. 

More information on Pacific cod 
harvests and participation in the GHL 
fisheries in the Dutch Harbor and 
Aleutian Islands Subdistricts can be 
found in Section 2.6 of the Analysis. 

Need for This Action 
This proposed rule would prohibit 

some Federally-permitted vessels from 
fishing for Pacific cod in the State of 
Alaska’s parallel fishery. Under current 
regulations, Federal FFPs and LLP 
licenses are only required for fishing 
activity in the EEZ. As a result, some 
vessels without an FFP or LLP license, 
or other vessels that have an FFP and 
LLP license but the LLP license is not 
endorsed for Pacific cod fishing in the 
adjacent BSAI Federal waters, have 
participated in the State’s parallel 
fisheries. Additionally, the State is 
legally constrained from allocating 
resources within a single fishery, and as 
a result does not recognize sector 
allocations based on operation types, 
such as catcher vessel versus catcher/ 
processor designations. This 
circumstance has inadvertently allowed 
fishing in the State parallel fisheries by 
catcher vessels even when the Federal 
fishery sector for those vessels has fully 
achieved its Federal Pacific cod 
allocation. This has been most common 
among hook-and-line vessels. The 
Council determined, and NMFS agrees, 
that this fishing activity has negative 
effects on the Federal management 
regime for BSAI Pacific cod and must be 
curtailed to maintain the conservation 
and management benefits intended by 
the Council and implemented by NMFS. 

For example, the Federal Pacific cod 
seasons for the hook-and-line catcher/ 
processor sector typically remain open 
to directed fishing for much of the year, 
whereas the seasons for hook-and-line 
catcher vessel sectors, which fish under 

much smaller allocations, normally 
close earlier in the year. Because the 
State does not recognize sector 
allocations based on operation types, 
the State parallel Pacific cod fishery 
remains open for much of the year, so 
long as the catcher/processor hook-and- 
line season is open. Therefore, when the 
catcher vessel hook-and-line allocation 
has been achieved, and NMFS closes 
that sector’s season in Federal waters, 
some of those vessels have continued to 
fish for Pacific cod in state waters. 
When this has occurred, NMFS has been 
obligated to reallocate Pacific cod from 
other sectors to prevent overharvest of 
the area TAC. The Council determined 
that this complicates Federal 
conservation and management measures 
that are intended to hold sectors to their 
allocations. It also undermines the 
intent of previous Council decisions 
regarding license limitation, sector 
allocations, and catch reporting. The 
proposed regulations would address 
these issues. 

When evaluating these issues, the 
Council also considered the terms under 
which FFPs are issued. Under current 
regulations, an FFP is issued in a three- 
year cycle, but within that period, a 
vessel operator can surrender the FFP at 
any time, then reapply for a reissuance 
of the permit any number of times 
within the three-year cycle. This would 
provide an opportunity for vessel 
operators to avoid the prohibitions 
proposed in this rule. Lengthening the 
amount of time that must pass between 
the period when a person surrenders an 
FFP and later reapplies for a new FFP 
would create a disincentive for vessel 
owners to circumvent Federal 
regulations by temporarily surrendering 
the FFP. Similar concerns apply to FFP 
amendments. 

These proposed regulations are 
similar to regulations implemented by 
NMFS in 2011 as part of Amendment 83 
to the Fishery Management Plan for 
Groundfish of the Gulf of Alaska (76 FR 
74670, December 1, 2011), and also 
similar to regulations that apply to pot 
and hook-and-line catcher/processors in 
the BSAI (76 FR 73513, November 29, 
2011). 

Description of the Proposed Rule and 
Effects 

FFP Requirements and LLP License 

This proposed rule would prohibit a 
trawl, hook-and-line, or pot gear vessel 
that is named on an FFP or LLP license 
to catch and retain BSAI Pacific cod in 
state waters during the State’s parallel 
Pacific cod fishery unless the vessel is 
named on an FFP and LLP license that 
have the required endorsements. In 

addition, the proposed rule would 
prohibit a Federally-permitted hook- 
and-line, pot, or trawl gear vessel from 
catching and retaining BSAI Pacific cod 
in state waters during the State’s 
parallel fishery when NMFS has closed 
the EEZ to directed fishing for Pacific 
cod by the sector to which the vessel 
belongs. Through this permit condition, 
Federally-permitted vessels would be 
required to adhere to Federal seasonal 
Pacific cod closures and other 
management measures for their fishery 
sector when participating in the State’s 
parallel fisheries. 

Additionally, the proposed 
regulations would limit the number of 
times in which a vessel owner may 
relinquish an FFP and then reapply for 
a new FFP. Specifically, if an FFP is 
issued to a pot or hook-and-line catcher 
vessel with a Bering Sea or Aleutian 
Islands Pacific cod endorsement, or to a 
trawl vessel with a Bering Sea or 
Aleutian Islands endorsement, and if 
the FFP for the vessel is surrendered, 
then the vessel will not be eligible to 
receive a new FFP until after the 
expiration date of the surrendered FFP. 

As noted above, the Council intended 
the regulatory amendments included in 
this proposed rule to expand upon rules 
already in place for BSAI catcher/ 
processor vessels that fish for Pacific 
cod with pot or hook-and-line gear. 
Federal regulations currently require 
these two catcher/processor sectors to 
have an FFP and LLP license with 
correct Federal Pacific cod 
endorsements in order to fish in the 
parallel fisheries (76 FR 73513, 
November 29, 2011). These two Pacific 
cod catcher/processor sectors are also 
subject to the FFP relinquish and 
reapply rules mentioned above. 

The Council did not intend, and 
NMFS does not propose, to modify 
regulatory requirements for vessels 
using jig gear in the BSAI under this 
proposed rule. Additionally, this 
proposed rule does not limit 
participation in the state waters GHL 
fisheries. 

Section 2.7.6 of the Analysis provides 
details on the number and type of 
vessels that would potentially be 
affected by the regulations proposed in 
this rule. Over the 2010 to 2019 period, 
138 vessels participated in the BSAI 
Pacific cod parallel fisheries. Among 
this group, 30 vessels are expected to be 
directly impacted by this proposed rule 
and might choose to adjust their permit 
and license holdings. Twenty-six of 
these vessels are hook-and-line/pot 
catcher vessels < 60 ft., three are pot 
catcher vessels ≥ 60 ft., and one is a 
trawl catcher vessel. 
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The Analysis indicates that 5 of the 30 
vessels are potentially affected because 
they have participated in the State’s 
parallel fisheries and they each have an 
LLP license that is valid for their sector 
in BSAI Federal waters, but they do not 
have an FFP. If they do not acquire an 
FFP they could continue to participate 
only in the parallel fishery as a state 
vessel, and not in Federal waters. 
However, if these vessels obtain an FFP 
they would be permitted to fish 
seamlessly in both Federal and state 
waters during the concurrent Federal 
waters and Pacific cod parallel fisheries. 
NMFS issues FFPs free of charge; 
however, among other things, the FFP 
stipulates the use of fishery observers 
and observer fee obligations, along with 
some recordkeeping requirements. To 
these vessels, the added flexibility and 
potential gains in revenue associated 
with an FFP are expected to outweigh 
the costs. 

The remaining affected vessels have 
FFPs, but they either: (1) Do not have an 
LLP license assigned to them; or, (2) 
have an LLP license but the LLP license 
does not have the correct endorsements; 
or, (3) they have an LLP license with the 
correct endorsements but they have a 
history of Pacific cod fishing in the 
State’s parallel fishery when their sector 
is closed to Pacific cod fishing in the 
adjacent Federal waters. The Analysis 
indicates there are 8 vessels in the first 
group (assigned to an FFP but no LLP 
license). Each of these vessels has a 
history of participation in the halibut 
IFQ fishery, as well as participation in 
the BSAI Pacific cod parallel fishery 
during the 2010–2019 period. The 
Analysis indicates that for these vessels, 
Pacific cod is retained as an incidental 
species during the targeted halibut and/ 
or sablefish fisheries. Under this 
proposed rule, these 8 vessels would 
need to acquire a properly endorsed LLP 
license in order to continue to retain 
Pacific cod in the parallel fisheries. The 
remaining vessels in the groups 
described above are assigned to FFPs 
and LLPs, and have fished for Pacific 
cod in state waters during the parallel 
fisheries at times when they were 
prohibited from Pacific cod fishing in 
Federal waters. Fifteen of these vessels 
are hook-and-line catcher vessels < 60 
ft., and have a history of fishing in the 
parallel fisheries in the scenario 
described previously: When their 
catcher vessel sector was closed in 
Federal waters, they continued to fish in 
the parallel fishery because the catcher/ 
processor hook-and-line sector 
remained open. Under this proposed 
rule, these catcher vessels could 
continue to fish for Pacific cod in the 

parallel fishery, but they would be 
required to adhere to the seasonal 
closures and other management 
measures that apply to their LLP sector 
in Federal waters. 

Amending, Surrendering, and Reissuing 
an FFP 

The regulations proposed in this rule 
would also prohibit amendment of an 
FFP during its effective period and 
would create a disincentive for a vessel 
operator to surrender, or relinquish, the 
FFP during its effective period. Under 
current regulations, an FFP holder could 
avoid Federal FFP and LLP license, 
vessel observer, and catch reporting 
requirements by amending or 
surrendering the FFP to fish in the 
Pacific cod parallel fishery, and then 
requesting that NMFS amend or reissue 
the FFP so that the vessel can be used 
to resume fishing in the EEZ. Amending 
or surrendering an FFP may degrade the 
quality of information available to 
NMFS to manage the Pacific cod fishery 
and provide an opportunity to 
undermine the intent of this proposed 
rule. As noted above, FFPs are currently 
issued on a three-year cycle; however, a 
vessel operator with an FFP can amend 
or surrender the permit at any time and 
have the FFP reissued any number of 
times within the three-year cycle. 
Prohibiting amendment of an issued 
FFP during the three-year cycle and 
lengthening the amount of time that 
must pass before a person can reapply 
for a surrendered FFP would make it 
more difficult for FFP holders to 
circumvent the proposed regulations by 
temporarily amending or surrendering 
the FFP. These proposed provisions for 
FFPs would address situations where a 
vessel owner could choose to amend or 
surrender the FFP before fishing in the 
State parallel or GHL fisheries to avoid 
NMFS observer or recordkeeping and 
reporting requirements, and then seek to 
amend or reissue the FFP for the 
opening of the Federal waters fishery. 

Proposed Regulations 
This proposed rule would amend 

paragraphs (b)(3)(ii)(B) and (b)(3)(iii)(B) 
in 50 CFR 679.4 by expanding the scope 
of the applicable FFP vessel operation 
types to include both catcher/processors 
and catcher vessels. The proposed 
revisions would also specify that the 
applicable FFP gear types include trawl, 
pot, and hook-and-line gears. Note this 
proposed rule explicitly excludes 
vessels using jig gear from the suggested 
regulatory actions. 

This proposed rule would also amend 
paragraphs (c)(3) and (4) in 50 CFR 
679.7 to expand the scope vessels that 
would be prohibited from participating 

in the BSAI parallel fisheries without 
properly endorsed LLP licenses. The 
current regulations that restrict fishing 
in the Pacific cod parallel fisheries 
apply only to catcher/processor vessels 
fishing pot or hook-and-line gear in the 
parallel waters of the BSAI. The 
proposed action would change these 
regulations to identify both catcher/ 
processor and catcher vessel operation 
types, and to include vessels using 
trawl, pot, and hook-and-line gear types 
in the regulations. 

Modifying the regulations currently at 
§ 679.7(c)(4)(i) to include trawl, pot, and 
hook-and-line gear types would provide 
an opportunity to simplify the 
regulations by deleting paragraph 
(c)(4)(ii) in § 679.7. 

Finally, this proposed rule would 
amend paragraph (b)(3)(i) in 50 CFR 
679.4 to specifically reference the three- 
year cycle NMFS uses for issuance of 
FFPs. Regulations at § 679.4(b) govern 
issuance of FFPs, and for many years 
specifically referenced the three-year 
cycle followed by NMFS for issuing 
FFPs. NMFS proposed to maintain the 
three-year cycle when it published a 
proposed rule to modify recordkeeping 
and reporting regulations in 2007 (72 FR 
35747; June 29, 2007). However, the 
specific reference to the three-year cycle 
was inadvertently omitted in the 
supplemental proposed rule (73 FR 
55368; September 24, 2008) and not 
included in the final rule (73 FR 76136; 
December 15, 2008). NMFS has 
continued to use a three-year cycle for 
issuing FFPs and this proposed rule 
would reinsert the specific reference to 
this cycle. 

Classification 
Pursuant to Section 304(b)(1)(A) of 

the Magnuson-Stevens Act, the NMFS 
Assistant Administrator has determined 
that this proposed rule is consistent 
with the BSAI FMP, other provisions of 
the Magnuson-Stevens Act, and other 
applicable law, subject to further 
consideration of comments received 
during the public comment period. 

This proposed rule has been 
determined to be not significant for 
purposes of Executive Order 12866. 

This proposed rule is not an 
Executive Order 13771 regulatory action 
because this rule is not significant under 
Executive Order 12866. 

Regulatory Impact Review (RIR) 
An RIR was prepared to assess the 

costs and benefits of available regulatory 
alternatives. A copy of this analysis is 
available from NMFS (see ADDRESSES). 
NMFS is recommending the action 
alternative over the status quo, and is 
recommending the regulatory revisions 
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in this proposed rule based on those 
measures that maximized net benefits to 
the Nation. Specific aspects of the 
economic analysis are discussed below 
in the Initial Regulatory Flexibility 
Analysis section. 

Initial Regulatory Flexibility Analysis 
(IRFA) 

This Initial Regulatory Flexibility 
Analysis (IRFA) was prepared for this 
action, as required by Section 603 of the 
Regulatory Flexibility Act (RFA) to 
describe the economic impact this 
proposed rule, if adopted, would have 
on small entities. This IRFA describes 
the action; the reasons why this action 
is proposed; the objectives and legal 
basis for this proposed rule; the number 
and description of directly regulated 
small entities to which this proposed 
rule would apply; the recordkeeping, 
reporting, and other compliance 
requirements of this proposed rule; and 
the relevant Federal rules that may 
duplicate, overlap, or conflict with this 
proposed rule. This IRFA also describes 
significant alternatives to this proposed 
rule that would accomplish the stated 
objectives of the Magnuson-Stevens Act, 
and any other applicable statutes, and 
that would minimize any significant 
economic impact of this proposed rule 
on small entities. The description of the 
proposed action, its purpose, and the 
legal basis are explained in the 
preamble and in the Analysis and are 
not repeated here. 

For RFA purposes only, NMFS has 
established a small business size 
standard for businesses, including their 
affiliates, whose primary industry is 
commercial fishing (see 50 CFR 200.2). 
A business primarily engaged in 
commercial fishing (NAICS code 11411) 
is classified as a small business if it is 
independently owned and operated, is 
not dominant in its field of operation 
(including its affiliates), and has 
combined annual receipts not in excess 
of $11 million for all its affiliated 
operations worldwide. 

This proposed rule would directly 
regulate individuals and entities that 
participate, or would seek to participate, 
in the BSAI Pacific cod parallel fisheries 
with vessels using trawl, hook-and-line, 
and pot gear. As noted above, 192 
vessels have a history of participation in 
the Pacific cod parallel fisheries over 
the 2010 through 2019 period. Based 
upon the estimated ex-vessel earnings of 
these vessels, the Analysis indicates 71 
vessels are considered small entities. Of 
the 30 vessels that would be directly 
impacted by the proposed regulations in 
this rule, 29 are considered small 
entities, based on SBA criteria. 

The proposed rule, which would 
prohibit certain Federally-permitted 
vessels from catching and retaining 
Pacific cod in the parallel fishery unless 
the vessel has the required permits, 
licenses, and endorsements, is intended 
to reflect the intent of previous 
recommendations by the Council 
regarding license limitation, vessel 
sector allocations of Pacific cod, and 
catch reporting. Additionally, the 
proposed rule is expected to enhance 
the conservation and management of the 
fisheries by holding vessel sectors to 
their allocations and to promote the 
goals and objectives of the BSAI FMP 
for the Federal Pacific cod fishery. In 
2011, NMFS implemented provisions 
similar to this proposed rule as part of 
Amendment 83 to the Fishery 
Management Plan for Groundfish of the 
Gulf of Alaska. Similarly, these 
proposed regulations for the BSAI 
would add hook-and-line catcher 
vessels, pot catcher vessels, and trawl 
gear vessels to existing BSAI Pacific cod 
fishing regulations, which currently 
regulate catcher processor hook-and-line 
and pot gear vessels in a similar fashion 
as the suggested regulations in this 
proposed rule. 

The majority of the 30 vessel owners 
who would be directly impacted by this 
proposed rule currently have LLP 
licenses that would allow them to 
participate in the parallel fisheries 
under this proposed rule. Five of the 30 
vessels currently do not have FFPs, 
which prevents them from fishing in 
Federal waters. Under the proposed 
rule, these vessels could continue to fish 
as they do now, solely in state waters. 
However, if the vessel owners choose to 
obtain an FFP, their vessels would have 
the flexibility to fish in both state and 
Federal waters during the directed 
Federal Pacific cod fishery for their 
sector. Also among the 30 directly 
impacted vessels, 15 other vessels are 
currently associated with FFPs and are 
linked to LLP licenses that would allow 
them to continue to fish for Pacific cod 
in both Federal and state waters during 
the concurrent Federal and parallel 
fisheries; however, in previous years, an 
incremental portion of their 
participation has occurred in the 
parallel fishery when their sector was 
closed to fishing in Federal waters. 
Under this proposed rule, these vessels 
would no longer be able to circumvent 
seasonal closures for their sector by 
participating in the parallel fishery after 
their Federal sector has been closed. 
This would ensure that their Pacific cod 
harvests would be attributed to the 
appropriate sector, as designated on 
their LLP license. 

Vessel owners most likely to be 
impacted by this proposed rule are 
those whose vessels have an FFP and 
participate in the parallel fishery, but 
who do not have the appropriate LLP 
license to fish for Pacific cod in the 
BSAI Federal waters. These vessels 
could either exit the parallel fishery and 
therefore the BSAI Pacific cod fishery 
entirely, or they could forfeit their FFP 
(and therefore fish solely in state waters, 
but also forfeit Federal fishing 
opportunities associated with their 
FFP), or they could obtain a valid LLP 
license that would allow them the 
flexibility to participate in both the 
Federal and parallel Pacific cod 
fisheries. Because LLP licenses are a 
transferable and marketable asset, the 
owners’ decisions would likely be 
influenced by the cost and availability 
of an LLP license. 

List of Subjects in 50 CFR Part 679 

Alaska, Fisheries, Reporting and 
recordkeeping requirements. 

Dated: September 14, 2020. 
Samuel D. Rauch, III, 
Deputy Assistant Administrator for 
Regulatory Programs, National Marine 
Fisheries Service. 

For the reasons set out in the 
preamble, NMFS proposes to amend 50 
CFR part 679 as follows: 

PART 679—FISHERIES OF THE 
EXCLUSIVE ECONOMIC ZONE OFF 
ALASKA 

■ 1. The authority citation for part 679 
continues to read as follows: 

Authority: 16 U.S.C. 773 et seq.; 1801 et 
seq.; 3631 et seq.; Pub. L. 108–447; Pub. L. 
111–281. 

■ 2. In § 679.4, revise paragraphs 
(b)(3)(i), (b)(3)(ii)(B), and (b)(3)(iii)(B) to 
read as follows: 

§ 679.4 Permits. 

* * * * * 
(b) * * * 
(3) * * * 
(i) Length of permit effectiveness. 

NMFS issues FFPs on a three-year cycle 
and an FFP is in effect from the effective 
date through the expiration date, as 
indicated on the FFP, unless the FFP is 
revoked, suspended, surrendered in 
accordance with paragraph (a)(9) of this 
section, or modified under § 600.735 or 
§ 600.740 of this chapter. 

(ii) * * * 
(B) For the BSAI, NMFS will not 

reissue a surrendered FFP to the owner 
or authorized representative of a vessel 
named on an FFP that has been issued 
with endorsements for catcher/ 
processor or catcher vessel operation 

VerDate Sep<11>2014 16:37 Sep 17, 2020 Jkt 250001 PO 00000 Frm 00031 Fmt 4702 Sfmt 4702 E:\FR\FM\18SEP1.SGM 18SEP1jb
el

l o
n 

D
S

K
JL

S
W

7X
2P

R
O

D
 w

ith
 P

R
O

P
O

S
A

LS



58330 Federal Register / Vol. 85, No. 182 / Friday, September 18, 2020 / Proposed Rules 

type; trawl, pot, and/or hook-and-line 
gear type; and the BSAI area, until after 
the expiration date of the surrendered 
FFP as initially issued. 
* * * * * 

(iii) * * * 
(B) In the BSAI, NMFS will not 

approve an application to amend an FFP 
to remove a catcher/processor or catcher 
vessel operation type endorsement, 
trawl gear type endorsement, pot gear 
type endorsement, hook-and-line gear 
type endorsement, or BSAI area 
endorsement from an FFP that has been 
issued with endorsements for catcher/ 
processor or catcher vessel operation 
type, trawl, pot, or hook-and-line gear 
type, and the BSAI area. 
* * * * * 
■ 3. In § 679.7, revise paragraphs (c)(3) 
and (4) to read as follows: 

§ 679.7 Prohibitions. 
* * * * * 

(c) * * * 
(3) Parallel Pacific cod fisheries— 

participation requirements. Use a vessel 
named or required to be named on an 
FFP to catch and retain Pacific cod from 
State of Alaska waters adjacent to the 
BSAI, when Pacific cod caught by that 

vessel is deducted from the Federal TAC 
specified under § 679.20(a)(7)(ii)(A)(2) 
through (9), unless: 

(i) That non-trawl vessel is designated 
on both: 

(A) An LLP license issued under 
§ 679.4(k), unless that vessel is using jig 
gear and exempt from the LLP license 
requirement under § 679.4(k)(2)(iii). 
Each vessel required to have an LLP 
license must be designated with the 
following endorsements: 

(1) The BSAI area endorsement for the 
BSAI area adjacent to the parallel 
fishery where the harvest occurred; and 

(2) A BSAI catcher/processor Pacific 
cod hook-and-line endorsement, a BSAI 
catcher/processor Pacific cod pot 
endorsement, or a BSAI Pacific cod 
catcher vessel endorsement if that 
catcher vessel is 60 feet or greater length 
overall; and 

(B) An FFP issued under § 679.4(b) 
with the following endorsements: 

(1) A catcher/processor or catcher 
vessel operation type endorsement; 

(2) A BSAI area endorsement; and 
(3) A pot or hook-and-line gear type 

endorsement. 
(ii) Or, that trawl vessel is designated 

on both: 

(A) An LLP license issued under 
§ 679.4(k) endorsed for trawl gear with 
the BSAI area endorsement for the BSAI 
area adjacent to the parallel fishery 
where the harvest occurred; and 

(B) An FFP issued under § 679.4(b) 
with the following endorsements: 

(1) The BSAI area endorsement; 
(2) An operational type endorsement; 
(3) A trawl gear type endorsement; 

and 
(4) A Pacific cod gear type 

endorsement. 
(4) Parallel Pacific cod fisheries— 

closures. Use a vessel named or required 
to be named on an FFP to catch and 
retain Pacific cod with trawl, pot, or 
hook-and-line gear from State of Alaska 
waters adjacent to the BSAI when 
Pacific cod caught by that vessel is 
deducted from the Federal TAC 
specified under § 679.20(a)(7)(ii)(A) for 
trawl, pot, or hook-and-line gear, if 
directed fishing for Pacific cod is not 
open for the sector to which the vessel 
belongs in Federal waters. 
* * * * * 
[FR Doc. 2020–20571 Filed 9–17–20; 8:45 am] 

BILLING CODE 3510–22–P 
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DEPARTMENT OF AGRICULTURE 

Submission for OMB Review; 
Comment Request 

September 15, 2020. 
The Department of Agriculture has 

submitted the following information 
collection requirement(s) to OMB for 
review and clearance under the 
Paperwork Reduction Act of 1995, 
Public Law 104–13. Comments are 
required regarding; whether the 
collection of information is necessary 
for the proper performance of the 
functions of the agency, including 
whether the information will have 
practical utility; the accuracy of the 
agency’s estimate of burden including 
the validity of the methodology and 
assumptions used; ways to enhance the 
quality, utility and clarity of the 
information to be collected; and ways to 
minimize the burden of the collection of 
information on those who are to 
respond, including through the use of 
appropriate automated, electronic, 
mechanical, or other technological 
collection techniques or other forms of 
information technology. 

Comments regarding this information 
collection received by October 19, 2020 
will be considered. Written comments 
and recommendations for the proposed 
information collection should be 
submitted within 30 days of the 
publication of this notice on the 
following website www.reginfo.gov/ 
public/do/PRAMain. Find this 
particular information collection by 
selecting ‘‘Currently under 30-day 
Review—Open for Public Comments’’ or 
by using the search function 

An agency may not conduct or 
sponsor a collection of information 
unless the collection of information 
displays a currently valid OMB control 
number and the agency informs 
potential persons who are to respond to 
the collection of information that such 
persons are not required to respond to 
the collection of information unless it 

displays a currently valid OMB control 
number. 

Farm Service Agency 

Title: Disaster Assistance—General (7 
CFR part 1945–A). 

OMB Control Number: 0560–0170. 
Summary of Collection: The 

regulation at 7 CFR 759, defines the 
responsibilities of the Secretary of 
Agriculture in making disaster area 
determinations, the types of incidents 
that can result in a disaster area 
determination, and the factors used in 
making disaster area determinations. 
The determination of a disaster area is 
prerequisite to authorizing emergency 
(EM) loans to qualified farmers as 
outlined in 7 CFR 764. EM loan funds 
may be used to restore or replace 
essential property, pay all or part of 
production costs incurred by the farmer 
or rancher in the year of the disaster, 
pay for essential family living expenses, 
pay to reorganize the farming operation 
or refinance USDA and non-USDA 
creditors. The information collection 
occurs when the Secretary receives a 
letter from an individual farmer, local 
government officials, State Governor, 
State Agriculture Commissioners, State 
Secretaries of Agriculture, other State 
government officials, and Indian Tribal 
Council, requesting a Secretarial natural 
disaster determination. Supporting 
documentation of losses for all counties 
having disaster is provided by the 
County Emergency Boards in the form of 
a report entitled ‘‘Loss Assessment 
Report’’ (LAR). 

Need and Use of the Information: The 
Farm Service Agency (FSA) will collect 
the following information to determine 
if the county is eligible to qualify for a 
natural disaster designation: (1) The 
nature and extent of production losses; 
(2) the number of farmers who have 
sustained qualifying production losses; 
and (3) the number of farmers that have 
sustained qualifying production losses 
that other lenders in the county have 
indicated that they will not be in a 
position to finance. The collection of 
information is necessary to determine 
whether the counties did sustain 
sufficient production losses to qualify 
for a natural disaster designation. 

Description of Respondents: State, 
Local or Tribal Government. 

Number of Respondents: 1,312. 
Frequency of Responses: Reporting: 

On occasion; Annually. 

Total Burden Hours: 626. 

Ruth Brown, 
Departmental Information Collection 
Clearance Officer. 
[FR Doc. 2020–20637 Filed 9–17–20; 8:45 am] 

BILLING CODE 3410–05–P 

DEPARTMENT OF AGRICULTURE 

Office of Inspector General 

Succession, Delegations of Authority, 
and Signature Authorities 

AGENCY: Office of Inspector General 
(OIG), USDA. 
ACTION: Notice. 

SUMMARY: On June 24, 2020, pursuant to 
the Federal Vacancies Reform Act of 
1998 and the Inspector General Act of 
1978, as amended, U.S. Department of 
Agriculture (USDA) Inspector General 
(IG) Phyllis K. Fong issued C–20–001– 
1313, Revision of Succession Order and 
Delegation of Authority. The bulletin 
revised the succession order and 
delegation authorities described in IG– 
1313, Change 8, Succession, Delegations 
of Authority, and Signature Authorities, 
which provides guidance on the transfer 
of functions and duties of the IG, as well 
as other OIG central management 
functions, regardless of what events 
necessitate such transfer. This 
publication supersedes the USDA OIG’s 
prior notice of succession order. 
DATES: The revised bulletin referenced 
in this notice was issued on June 24, 
2020. 
FOR FURTHER INFORMATION CONTACT: 
Christy A. Slamowitz, Counsel to the 
Inspector General, U.S. Department of 
Agriculture, 1400 Independence Avenue 
SW, Room 441–E, Washington, DC 
20250–2308, Telephone: (202) 720– 
9110. 
SUPPLEMENTARY INFORMATION: USDA 
OIG is issuing this notice to publish an 
updated line of succession and 
delegations of authority within USDA 
OIG. This publication supersedes the 
prior notice of succession order for 
USDA OIG published at 81 FR 87531 
(December 5, 2016). Accordingly, 
pursuant to the Federal Vacancies 
Reform Act of 1998 (5 U.S.C. 3345– 
3349d) and the Inspector General Act of 
1978, as amended (5 U.S.C. app. 3), the 
IG has designated the detailed sequence 
of succession as follows: 
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I. During any period in which the 
USDA IG, dies, resigns, or is otherwise 
unable to perform the functions and 
duties of the office, and unless the 
President shall designate another officer 
to perform the functions and duties of 
the position, the Deputy IG, as the 
designated first assistant to the IG, shall 
temporarily perform the IG’s functions 
and duties in an acting capacity, 
pursuant to and subject to the Federal 
Vacancies Reform Act (5 U.S.C. 3345– 
3349d). However, the Deputy IG does 
not become the acting IG if, during the 
365-day period preceding the IG’s death, 
resignation, or the beginning of the 
period in which the IG is unable to 
serve, the Deputy IG served as Deputy 
IG for less than 90 days and the 
President has nominated that Deputy IG 
as the new IG. In the absence of the IG 
and Deputy IG, the officials designated 
below, in the order listed, shall become 
the acting Deputy IG and so shall 
temporarily perform the functions and 
duties of the IG. This order may be 
changed by a delegation in writing from 
the IG, or by the Deputy IG while acting 
in the absence of the IG: 

1. Assistant IG for Audit (AIG/A); 
2. Assistant IG for Investigations 

(AIG/I); 
3. Assistant IG for Analytics and 

Innovation (AIG/AI); 
4. Assistant IG for Management (AIG/ 

M); 
5. Counsel to the IG; 
6. Deputy Assistant IG for Audit 

(DAIG/A), by seniority; 
7. Deputy Assistant IG for 

Investigations (DAIG/I); 
8. Deputy Assistant IG for Analytics 

and Innovation (DAIG/AI); The 
following officials for the listed 
locations in the following order: 

9. Audit Directors, by seniority, then 
Investigations Director, Technical 
Crimes Division—Kansas City, Missouri; 

10. Special Agent-in-Charge (SAC)— 
Temple, Texas; 

11. Audit Director—Beltsville, 
Maryland; 

12. SAC—New York, New York; 
13. Audit Director, then SAC— 

Oakland, California; 
14. Audit Director, then SAC— 

Atlanta, Georgia; 
15. Audit Director, then SAC— 

Chicago, Illinois; 
16. Director, Office of Compliance and 

Integrity; 
17. Director, Office of Diversity and 

Conflict Resolution. 
II. For purposes of this order of 

succession, a designated official is a 
person holding a permanent 
appointment to the position. Persons 
filling positions in an acting capacity do 
not substitute for officials holding a 

permanent appointment to a position. If 
a position is vacant or an official 
occupying the position on a permanent 
basis is absent or unavailable, authority 
passes to the next available official 
occupying a position in the order of 
succession. 

III. This delegation is not in 
derogation of any authority residing in 
the above officials relating to the 
operation of their respective programs, 
nor does it affect the validity of any 
delegations currently in force and effect 
and not specifically cited as revoked or 
revised herein. 

IV. The authorities delegated herein 
may not be re-delegated. 

Authority: 5 U.S.C. 3345–3349d; 5 U.S.C. 
app. 3. 

Dated: September 11, 2020. 
Phyllis K. Fong, 
Inspector General. 
[FR Doc. 2020–20522 Filed 9–17–20; 8:45 am] 

BILLING CODE 3410–23–P 

COMMISSION ON CIVIL RIGHTS 

Notice of Public Meeting of the Hawai’i 
Advisory Committee 

AGENCY: U.S. Commission on Civil 
Rights. 
ACTION: Announcement of meeting. 

SUMMARY: Notice is hereby given, 
pursuant to the provisions of the rules 
and regulations of the U.S. Commission 
on Civil Rights (Commission) and the 
Federal Advisory Committee Act 
(FACA) that a teleconference meeting of 
the Hawai’i Advisory Committee 
(Committee) to the Commission will be 
held at 11:00 a.m. on Friday, September 
28, 2020 (Hawai’i Time). The purpose of 
the meeting will be to begin planning 
for their hearing on COVID–19 and 
Pacific Islander communities. 
DATES: The meeting will be held on 
Friday, September 28, 2020 at 11:00 
a.m. HST. 

Public Call Information: 
Dial: 800–367–2403. 
Conference ID: 9745833. 

FOR FURTHER INFORMATION CONTACT: Ana 
Victoria Fortes, Designated Federal 
Officer (DFO) at afortes@usccr.gov or 
(202) 681–0857. 
SUPPLEMENTARY INFORMATION: This 
meeting is available to the public 
through the following toll-free call-in 
number: 800–367–2403, conference ID 
number: 9745833. Any interested 
member of the public may call this 
number and listen to the meeting. 
Callers can expect to incur charges for 
calls they initiate over wireless lines, 
and the Commission will not refund any 

incurred charges. Callers will incur no 
charge for calls they initiate over land- 
line connections to the toll-free 
telephone number. Persons with hearing 
impairments may also follow the 
proceedings by first calling the Federal 
Relay Service at 1–800–877–8339 and 
providing the Service with the 
conference call number and conference 
ID number. 

Members of the public are entitled to 
make comments during the open period 
at the end of the meeting. Members of 
the public may also submit written 
comments; the comments must be 
received in the Regional Programs Unit 
within 30 days following the meeting. 
Written comments may be mailed to the 
Western Regional Office, U.S. 
Commission on Civil Rights, 300 North 
Los Angeles Street, Suite 2010, Los 
Angeles, CA 90012 or email Ana 
Victoria Fortes at afortes@usccr.gov. 

Records and documents discussed 
during the meeting will be available for 
public viewing prior to and after the 
meeting at https://
www.facadatabase.gov/FACA/ 
FACAPublicViewCommittee
Details?id=a10t0000001gzl0AAA. Please 
click on ‘‘Committee Meetings’’ tab. 
Records generated from this meeting 
may also be inspected and reproduced 
at the Regional Programs Unit, as they 
become available, both before and after 
the meeting. Persons interested in the 
work of this Committee are directed to 
the Commission’s website, https://
www.usccr.gov, or may contact the 
Regional Programs Unit at the above 
email or street address. 

Agenda 

I. Welcome 
II. Implementation Stage Presentation 
III. Planning Discussion 

a. Potential Speakers 
b. Potential Dates 
c. Potential Panels 

IV. Public Comment 
V. Next Steps 
VI. Adjournment 

Dated: September 14, 2020. 

David Mussatt, 
Supervisory Chief, Regional Programs Unit. 
[FR Doc. 2020–20598 Filed 9–17–20; 8:45 am] 

BILLING CODE P 
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DEPARTMENT OF COMMERCE 

Economic Development Administration 

Notice of Petitions by Firms for 
Determination of Eligibility To Apply 
for Trade Adjustment Assistance 

AGENCY: Economic Development 
Administration, U.S. Department of 
Commerce. 

ACTION: Notice and opportunity for 
public comment. 

SUMMARY: The Economic Development 
Administration (EDA) has received 
petitions for certification of eligibility to 
apply for Trade Adjustment Assistance 
from the firms listed below. 
Accordingly, EDA has initiated 
investigations to determine whether 

increased imports into the United States 
of articles like or directly competitive 
with those produced by each of the 
firms contributed importantly to the 
total or partial separation of the firms’ 
workers, or threat thereof, and to a 
decrease in sales or production of each 
petitioning firm. 

SUPPLEMENTARY INFORMATION: 

LIST OF PETITIONS RECEIVED BY EDA FOR CERTIFICATION OF ELIGIBILITY TO APPLY FOR TRADE ADJUSTMENT 
ASSISTANCE 

[9/3/2020 through 9/14/2020] 

Firm name Firm address 
Date accepted 

for 
investigation 

Product(s) 

Foremost Manufacturing Company, 
Inc.

941 Ball Avenue, Union, NJ 07083 9/3/2020 The firm manufactures metal reflectors for lamps 
and light fixtures. 

The Schwerdtle Stamp Company .. 41 Benham Avenue, Bridgeport, 
CT 06605.

9/8/2020 The firm manufactures dies, stamps, and tooling 
used in decorating consumer products. 

Stewart Acquisition, LLC, d/b/a 
CIMA Plastics Group and d/b/a 
Endura Plastics.

2146 Enterprise Parkway, 
Twinsburg, OH 44087.

9/10/2020 The firm manufactures miscellaneous injection mold-
ed plastic products. 

Zippercord, LLC ............................. 1801 South 12th Street, Allentown, 
PA 18103.

9/14/2020 The firm manufactures yarn and cord of synthetic fi-
bers. 

Any party having a substantial 
interest in these proceedings may 
request a public hearing on the matter. 
A written request for a hearing must be 
submitted to the Trade Adjustment 
Assistance Division, Room 71030, 
Economic Development Administration, 
U.S. Department of Commerce, 
Washington, DC 20230, no later than ten 
(10) calendar days following publication 
of this notice. These petitions are 
received pursuant to section 251 of the 
Trade Act of 1974, as amended. 

Please follow the requirements set 
forth in EDA’s regulations at 13 CFR 
315.9 for procedures to request a public 
hearing. The Catalog of Federal 
Domestic Assistance official number 
and title for the program under which 
these petitions are submitted is 11.313, 
Trade Adjustment Assistance for Firms. 

Bryan Borlik, 
Director. 
[FR Doc. 2020–20589 Filed 9–17–20; 8:45 am] 

BILLING CODE 3510–WH–P 

DEPARTMENT OF COMMERCE 

Foreign-Trade Zones Board 

[S–98–2020] 

Approval of Subzone Status; Signature 
Express Transport, LLC; Fairfield, 
Alabama 

On June 8, 2020, the Executive 
Secretary of the Foreign-Trade Zones 
(FTZ) Board docketed an application 

submitted by the City of Birmingham 
Alabama, grantee of FTZ 98, requesting 
subzone status subject to the existing 
activation limit of FTZ 98, on behalf of 
Signature Express Transport, LLC, in 
Fairfield, Alabama. 

The application was processed in 
accordance with the FTZ Act and 
Regulations, including notice in the 
Federal Register inviting public 
comment (85 FR 35898–35899, June 12, 
2020). The FTZ staff examiner reviewed 
the application and determined that it 
meets the criteria for approval. Pursuant 
to the authority delegated to the FTZ 
Board Executive Secretary (15 CFR Sec. 
400.36(f)), the application to establish 
Subzone 98F was approved on 
September 14, 2020, subject to the FTZ 
Act and the Board’s regulations, 
including Section 400.13, and further 
subject to FTZ 98’s 612-acre activation 
limit. 

Dated: September 14, 2020. 

Andrew McGilvray, 
Executive Secretary. 
[FR Doc. 2020–20648 Filed 9–17–20; 8:45 am] 

BILLING CODE 3510–DS–P 

DEPARTMENT OF COMMERCE 

International Trade Administration 

[A–570–114] 

Certain Glass Containers From the 
People’s Republic of China: Final 
Affirmative Determination of Sales at 
Less Than Fair Value 

AGENCY: Enforcement and Compliance, 
International Trade Administration, 
Department of Commerce. 
SUMMARY: The Department of Commerce 
(Commerce) determines that certain 
glass containers (glass containers) from 
the People’s Republic of China (China) 
are being, or are likely to be, sold in the 
United States at less than fair value 
(LTFV). 

DATES: Applicable September 18, 2020. 

FOR FURTHER INFORMATION CONTACT: Lilit 
Astvatsatrian or Aleksandras Nakutis, 
AD/CVD Operations, Office IV, 
Enforcement and Compliance, 
International Trade Administration, 
U.S. Department of Commerce, 1401 
Constitution Avenue NW, Washington, 
DC 20230; telephone: (202) 482–6412 or 
(202) 482–3147, respectively. 

SUPPLEMENTARY INFORMATION: 

Background 

Commerce published the Preliminary 
Determination in this investigation on 
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1 See Certain Glass Containers From the People’s 
Republic of China: Preliminary Affirmative 
Determination of Sales at Less Than Fair Value, 
Postponement of Final Determination and 
Extension of Provisional Measures, 85 FR 23759 
(April 20, 2020) (Preliminary Determination). 

2 See Certain Glass Containers from the People’s 
Republic of China: Amended Preliminary 
Determination of Sales at Less Than Fair Value, 85 
FR 33117 (June 1, 2020). 

3 See Memorandum, ‘‘Certain Glass Containers 
from the People’s Republic of China: Issues and 
Decision Memorandum for the Final Affirmative 
Determination of Sales at Less-Than-Fair-Value,’’ 
dated concurrently with, and hereby adopted by, 
this notice (Issues and Decision Memorandum). 

4 See Memorandum, ‘‘Certain Glass Containers 
from the People’s Republic of China: Final Scope 
Decision Memorandum’’ dated May 11, 2020. 

5 See Memorandum, ‘‘Cancellation of 
Verification,’’ dated June 19, 2020. 

6 See Preliminary Determination; and 
Enforcement and Compliance’s Policy Bulletin No. 
05.1, regarding, ‘‘Separate-Rates Practice and 
Application of Combination Rates in Antidumping 
Investigations involving Non-Market Economy 
Countries,’’ dated April 4, 2005 (Policy Bulletin 
05.1), available on Commerce’s website at http://
enforcement.trade.gov/policy/bull05-1.pdf. 

April 29, 2020.1 In response to 
ministerial error comments, Commerce 
amended its preliminary determination 
on May 22, 2020.2 After issuance of the 
amended preliminary determination, 
interested parties filed comments and 
rebuttal comments regarding 
Commerce’s determination. For a 
complete description of the events that 
followed the preliminary determination, 
see the Issues and Decision 
Memorandum.3 

Period of Investigation 

The period of investigation (POI) is 
January 1, 2019 through June 30, 2019. 

Scope of the Investigation 

The products covered by this 
investigation are certain glass containers 
from China. For a complete description 
of the scope of this investigation, see 
Appendix I. 

Scope Comments 

Commerce already addressed all 
scope comments and rebuttal comments 
in a memorandum dated May 11, 2020.4 
We made no changes to the scope since 
the Preliminary Determination. 

Analysis of Comments Received 

All issues raised in the case and 
rebuttal briefs that were submitted by 
parties in this investigation are 
addressed in the Issues and Decision 
Memorandum. A list of the issues 
addressed in the Issues and Decision 
Memorandum is attached to this notice 
at Appendix II. The Issues and Decision 
Memorandum is a public document and 
is on file electronically via Enforcement 
and Compliance’s Antidumping and 
Countervailing Duty Centralized 
Electronic Service System (ACCESS). 
ACCESS is available to registered users 
at https://access.trade.gov. In addition, a 
complete version of the Issues and 
Decision Memorandum can be accessed 
directly at http://enforcement.trade.gov/ 
frn/. The signed and the electronic 
versions of the Issues and Decision 
Memorandum are identical in content. 

Changes Since the Preliminary 
Determination 

Based on our review and analysis of 
the comments received from parties, we 
made certain changes to our 
calculations of the dumping margins for 
Huaxing and Qixia Changyu. As a result 
of these changes, the dumping margin 
for separate rate companies has also 
changed. For a discussion of these 
changes, see the Issues and Decision 
Memorandum. 

Verification 
Commerce normally verifies 

information relied upon in making its 
final determination, pursuant to section 
782(i) of the Tariff Act of 1930, as 
amended (the Act). However, during the 
course of this investigation, a Level 4 
travel advisory was imposed for all of 
China, preventing Commerce personnel 
from traveling to China to conduct 
verification. Due to this, as well as the 
impending statutory deadline for the 
completion of the final determination, 
Commerce was unable to conduct 
verifications in this case. Therefore, on 
June 19, 2020, Commerce cancelled its 
verifications of the information 
submitted by the mandatory 
respondents Guangdong Huaxing Glass 
Co., Ltd. (Huaxing) and Qixia Changyu 
Glass Co., Ltd. (Qixia Changyu).5 

Pursuant to section 776(a)(2)(D) of the 
Act, in situations where information has 
been provided but the information 
cannot be verified, Commerce may use 
‘‘facts otherwise available’’ in reaching 
the applicable determination. Since we 
were unable to conduct verifications in 
this investigation, as facts available we 
relied upon the record information used 
in reaching our preliminary 
determination in reaching our final 
determination. 

China-Wide Entity and Use of Adverse 
Facts Available 

We continue to find that the use of 
facts available is warranted in 
determining the rate of the China-wide 
entity pursuant to sections 776(a)(1) and 
(a)(2)(A)–(C) of the Act. Further, use of 
adverse facts available (AFA) is 
warranted because the China-wide 
entity did not cooperate to the best of 

its ability to comply with our requests 
for information and, accordingly, we 
applied adverse inferences in selecting 
from the facts available, pursuant to 
section 776(b) of the Act and 19 CFR 
351.308(a). As AFA, we are assigning 
the China-wide entity a dumping 
margin of 255.68 percent, which is the 
highest petition rate. 

Separate Rates 

In addition to the mandatory 
respondents Huaxing and Qixia 
Changyu, we have continued to grant 
certain non-individually examined 
respondents a separate rate. Also, we 
have continued to deny certain 
respondents a separate rate. See the 
Issues and Decision memorandum for 
details. 

In calculating the rate for non- 
individually examined separate rate 
respondents in a non-market economy 
AD investigation, Commerce normally 
looks to section 735(c)(5)(A) of the Act, 
which pertains to the calculation of the 
all-others rate in a market economy AD 
investigation. Pursuant to section 
735(c)(5)(A) of the Act, normally this 
rate shall be an amount equal to the 
weighted average of the estimated 
antidumping duty (AD) rates established 
for those companies individually 
examined, excluding zero and de 
minimis rates and any rates based 
entirely under section 776 of the Act. 
Pursuant to the guidance in section 
735(c)(5)(A) of the Act, we based the 
separate rate respondents’ dumping 
margin on the dumping margins that we 
calculated for the mandatory 
respondents Huaxing and Qixia 
Changyu. See the table in the ‘‘Final 
Determination’’ section of this notice. 

Combination Rates 

Consistent with the Preliminary 
Determination and Policy Bulletin 05.1, 
we calculated combination rates for the 
respondents that are eligible for a 
separate rate.6 

Final Determination 

Commerce determines that the 
following weighted-average dumping 
margins exist: 
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Producer Exporter 

Estimated 
weighted- 
average 
dumping 
margin 

(percent) 

Guangdong Huaxing Glass Co., Ltd ........................................... Guangdong Huaxing Glass Co., Ltd .......................................... 44.10 
Foshan Huaxing Glass Co., Ltd ................................................. Guangdong Huaxing Glass Co., Ltd .......................................... 44.10 
Qixia Changyu Glass Co., Ltd .................................................... Qixia Changyu Glass Co., Ltd ................................................... 31.07 
Anhui Longrui Glass Co., Ltd ..................................................... Anhui Longrui Glass Co., Ltd .................................................... 35.71 
Xuzhou Ruijing Glass Products Co., Ltd .................................... Golden Ace Industrial Co., Ltd .................................................. 35.71 
Shandong Huapeng Glass Co., Ltd ............................................ Happyann Crafts Int’l Co., Ltd ................................................... 35.71 
Shenyang Hongye Glass Containers Co., Ltd ........................... Happyann Crafts Int’l Co., Ltd ................................................... 35.71 
Shandong Pharmaceutical Glass Co., Ltd ................................. Hongkong Happyann Trading Company Limited ...................... 35.71 
Shandong Jingbo Groups Co., Ltd ............................................. Hongkong Happyann Trading Company Limited ...................... 35.71 
Taixing Jili Glass Products Co., Ltd ........................................... Hongkong Happyann Trading Company Limited ...................... 35.71 
Shanxi Qi County Guanghua Glassware Co., Ltd ...................... Meridian International Ltd .......................................................... 35.71 
Hejian Jiarui Glassware Factory ................................................. Meridian International Ltd .......................................................... 35.71 
Shijiazhuang Langxu Arts & Crafts Co., Ltd ............................... Meridian International Ltd .......................................................... 35.71 
Xuzhou Youcheng Glass Products Co., Ltd ............................... Photo USA Electronic Graphic Inc. ........................................... 35.71 
Zibo Deli Glass Products Co., Ltd .............................................. Qingdao Gemmy Imp. & Exp. Co., Ltd ...................................... 35.71 
Shandong Fulong Glass Technology Co., Ltd ........................... Qingdao Gemmy Imp. & Exp. Co., Ltd ...................................... 35.71 
Shandong Hongda Glass Product Co., Ltd ................................ Qingdao Gemmy Imp. & Exp. Co., Ltd ...................................... 35.71 
Zibo Shengjie Glass Product Co., Ltd ........................................ Qingdao Gemmy Imp. & Exp. Co., Ltd ...................................... 35.71 
Jinan Guanheping Glass Product Co., Ltd ................................. Qingdao Gemmy Imp. & Exp. Co., Ltd ...................................... 35.71 
Xuzhou Jiuding Glass Product Co., Ltd ..................................... Qingdao Gemmy Imp. & Exp. Co., Ltd ...................................... 35.71 
Zibo Jiurun Glass Product Co., Ltd ............................................ Qingdao Gemmy Imp. & Exp. Co., Ltd ...................................... 35.71 
Shandong Zibo Boshan Jiuyuan Company ................................ Qingdao Gemmy Imp. & Exp. Co., Ltd ...................................... 35.71 
Xuzhou Yichen Glass Product Co., Ltd ...................................... Qingdao Gemmy Imp. & Exp. Co., Ltd ...................................... 35.71 
Laiwu Dongjing Industry & Trade Co., Ltd ................................. Qingdao Gemmy Imp. & Exp. Co., Ltd ...................................... 35.71 
Shandong Dingxin Electronic Glass Group Co., Ltd .................. Qingdao Huoyan Phoenix Import & Export Co., Ltd ................. 35.71 
Zhejiang Caifu Glass Co., Ltd .................................................... Qingdao Huoyan Phoenix Import & Export Co., Ltd ................. 35.71 
Shangdong Changshengtai Glass Products Co., Ltd ................. Shandong Changshengtai Glass Products Co., Ltd .................. 35.71 
Shandong Dingxin Electronic Glass Group Co., Ltd .................. Shandong Dingxin Electronic Glass Group Co., Ltd ................. 35.71 
Shandong Hongda Glass Ware Co., Ltd .................................... Shandong Excel Light Industrial Products Co., Ltd ................... 35.71 
Shandong Hongda Glass Ware Co., Ltd .................................... Shandong Glassware Corporation ............................................. 35.71 
Shangdong Changshengtai Glass Products Co., Ltd ................. Shandong Glassware Corporation ............................................. 35.71 
Shandong Luguan Glass Products Co., Ltd ............................... Shandong Glassware Corporation ............................................. 35.71 
Jinan Yida Glass Products Co., Ltd ........................................... Shandong Glassware Corporation ............................................. 35.71 
Shandong Heishan Glass Group Co., Ltd .................................. Shandong Heishan Glass Group Co., Ltd ................................. 35.71 
Shandong Hongda Glass Products Co., Ltd .............................. Shandong Honghan International Trading Co., Ltd ................... 35.71 
Shandong Jusheng Glass Co., Ltd ............................................. Shandong Honghan International Trading Co., Ltd ................... 35.71 
Xuzhou Zhuoxin Glass Products Co., Ltd .................................. Shandong Honghan International Trading Co., Ltd ................... 35.71 
Shandong Huapeng Glass Co., Ltd ............................................ Shandong Huapeng Glass Co., Ltd ........................................... 35.71 
Zibo Hongda Glass Products Co., Ltd ........................................ Shandong Injoy Houseware Co., Ltd ......................................... 35.71 
Zibo Zhide Light Industry Products Co., Ltd ............................... Shandong Injoy Houseware Co., Ltd ......................................... 35.71 
Shandong Fulong Glass Technology Co., Ltd ........................... Shandong Injoy Houseware Co., Ltd ......................................... 35.71 
Xuzhou Ruijing Glass Products Co., Ltd .................................... Shandong Injoy Houseware Co., Ltd ......................................... 35.71 
Cao County Jiefeng Crafts Co., Ltd ........................................... Shandong Injoy Houseware Co., Ltd ......................................... 35.71 
Zibo Longsheng Glass Products Co., Ltd .................................. Shandong Injoy Houseware Co., Ltd ......................................... 35.71 
Zibo Boshan Shengjie Glass Products Co., Ltd ......................... Shandong Injoy Houseware Co., Ltd ......................................... 35.71 
Shandong Baoxiang Glass Co., Ltd ........................................... Shandong Injoy Houseware Co., Ltd ......................................... 35.71 
Shandong Jiaye General Merchandise Co., Ltd ........................ Shandong Jiaye General Merchandise Co., Ltd ....................... 35.71 
Shandong Pharmaceutical Glass Co., Ltd ................................. Shandong Pharmaceutical Glass Co., Ltd ................................ 35.71 
Shandong Hongda Glass Factory .............................................. Shandong Shine Chin Glassware Co., Ltd ................................ 35.71 
Shandong Juli Glass Co. Ltd ...................................................... Shandong Top-Peak Enterprises Co., Ltd ................................. 35.71 
Shandong Wenbao Technology Products Co., Ltd .................... Shandong Wenbao Technology Products Co., Ltd ................... 35.71 
Changxing Hua Zhong Glass Co., Ltd ....................................... Sinoglass Housewares Co., Ltd ................................................ 35.71 
Xuzhou Xupeng Glass Products Co., Ltd ................................... Xuzhou Credible Glass Products Co., Ltd ................................. 35.71 
Xuzhou Sanheshun Glass Products Co., Ltd ............................. Xuzhou Credible Glass Products Co., Ltd ................................. 35.71 
Shandong Pharmaceutical Glass Co., Ltd ................................. Xuzhou Das Packing Solutions Co., Ltd ................................... 35.71 
Taizhou Paishen Printing Industry Co., Ltd ................................ Xuzhou Das Packing Solutions Co., Ltd ................................... 35.71 
Xuzhou Runtong Cap Manufacturing Co., Ltd ........................... Xuzhou Das Packing Solutions Co., Ltd ................................... 35.71 
Xuzhou Jiuding Glass Products Co., Ltd .................................... Xuzhou Das Packing Solutions Co., Ltd ................................... 35.71 
Xuzhou Juli Bottle Cap Factory .................................................. Xuzhou Das Packing Solutions Co., Ltd ................................... 35.71 
Yangzhou Jiangyang Plastic Products Factory .......................... Xuzhou Das Packing Solutions Co., Ltd ................................... 35.71 
Yiwu Hongyuan Glass Products Co., Ltd ................................... Xuzhou Das Packing Solutions Co., Ltd ................................... 35.71 
Xuzhou Zhending Glass Products Co., Ltd ................................ Xuzhou Das Packing Solutions Co., Ltd ................................... 35.71 
Xuzhou Rongjian Glass Products Co., Ltd ................................. Xuzhou Das Packing Solutions Co., Ltd ................................... 35.71 
Xuzhou Tepu Glass Products Co., Ltd ....................................... Xuzhou Das Packing Solutions Co., Ltd ................................... 35.71 
Zibo Zhulifei International Trade Co., Ltd ................................... Xuzhou Das Packing Solutions Co., Ltd ................................... 35.71 
Nantong Shunyu Packing Materials Co., Ltd ............................. Xuzhou Das Packing Solutions Co., Ltd ................................... 35.71 
Ningbo Letao Packing Co., Ltd ................................................... Xuzhou Das Packing Solutions Co., Ltd ................................... 35.71 
Xuzhou Supeng Yongxu Glass Products Co., Ltd ..................... Xuzhou Huihe International Trade Co., Ltd ............................... 35.71 
Yamamura Glass Qinhuangdao Co., Ltd ................................... Yamamura Glass Qinhuangdao Co., Ltd .................................. 35.71 
Feicheng Jingying Glass Products Co., Ltd ............................... Zibo Ace International Co., Ltd .................................................. 35.71 
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Producer Exporter 

Estimated 
weighted- 
average 
dumping 
margin 

(percent) 

Zibo Boshan Shengjie Glass Products Co., Ltd ......................... Zibo Ace International Co., Ltd .................................................. 35.71 
Zibo Anto Glass Industry Co., Ltd .............................................. Zibo Anto Glass Industry Co., Ltd ............................................. 35.71 
Shandong Heishan Glass Group Co., Ltd .................................. Zibo Comm-Mountain Glassware Co., Ltd ................................ 35.71 
Yantai NBC Glass Packaging CO., LTD .................................... Zibo Creative International Trade Co., Ltd ................................ 35.71 
Shandong Taishan Shengliyuan Glass CO., LTD ...................... Zibo Creative International Trade Co., Ltd ................................ 35.71 
Shanghai Esjoi Industry CO., LTD ............................................. Zibo Creative International Trade Co., Ltd ................................ 35.71 
Longkou Shengda Glass Products CO., LTD ............................ Zibo Creative International Trade Co., Ltd ................................ 35.71 
Shandong Pharmaceutical Glass CO., LTD ............................... Zibo Creative International Trade Co., Ltd ................................ 35.71 
Qingdao Yutai Pharmaceutical Packaging Technology CO., 

LTD.
Zibo Creative International Trade Co., Ltd ................................ 35.71 

Shandong Jingbo Group Co., Ltd ............................................... Zibo Creative International Trade Co., Ltd ................................ 35.71 
Shandong Huapeng Glass Co., Ltd ............................................ Zibo Derola Houseware Co., Ltd ............................................... 35.71 
Hebei Xinji Tianyu Glass Ltd ...................................................... Zibo Derola Houseware Co., Ltd ............................................... 35.71 
Zibo Hongda Glass Products Co., Ltd ........................................ Zibo E&T General Merchandise Co., Ltd .................................. 35.71 
Xuzhou Hengyi Glass Products Co. LTD. .................................. Zibo Fecund Trading Co., Ltd .................................................... 35.71 
Xuzhou Yichen Glass Products Co., Ltd .................................... Zibo Fortune Trading Co., Ltd ................................................... 35.71 
Zibo Longsheng Glass Products Co., Ltd .................................. Zibo Grandeur Light Industrial Products Co., Ltd ...................... 35.71 
Shandong Hongda Glass Products Co., Ltd .............................. Zibo Green Light Industrial Co., Ltd .......................................... 35.71 
Shandong Baoxiang Glass Co., Ltd also known as Zibo 

Gongmao Glass Factory.
Zibo Green Light Industrial Co., Ltd .......................................... 35.71 

Zibo Haichang Light Industry Products Co., Ltd ........................ Zibo Hicheon Homeware Corp., Ltd .......................................... 35.71 
Shandong Longyu Glass Co., Ltd .............................................. Zibo Hicheon Homeware Corp., Ltd .......................................... 35.71 
Zibo Hesheng Glass Products Co., Ltd ...................................... Zibo Hicheon Homeware Corp., Ltd .......................................... 35.71 
Xuzhou Xindong Glass Products Co., Ltd .................................. Zibo Hicheon Homeware Corp., Ltd .......................................... 35.71 
Zibo Jintian Light Industry Products Co., Ltd ............................. Zibo Hicheon Homeware Corp., Ltd .......................................... 35.71 
Zhangqiu City Huacheng Glass Products Factory ..................... Zibo Hicheon Homeware Corp., Ltd .......................................... 35.71 
Qingdao Golden Sunshine Paper Products Co., Ltd ................. Zibo Hicheon Homeware Corp., Ltd .......................................... 35.71 
Shandong Yiyuan Oukai Glass Products Co., Ltd ..................... Zibo Hicheon Homeware Corp., Ltd .......................................... 35.71 
Shandong Hongda Glassware Co., Ltd ...................................... Zibo Intrue Light Industrial Products Co., Ltd ............................ 35.71 
Feicheng Jingying Glass Products Co., Ltd ............................... Zibo Intrue Light Industrial Products Co., Ltd ............................ 35.71 
Shandong Changshengtai Glass Products Co., Ltd ................... Zibo Intrue Light Industrial Products Co., Ltd ............................ 35.71 
Jinan Yida Glassware Co., Ltd ................................................... Zibo Intrue Light Industrial Products Co., Ltd ............................ 35.71 
Jiangsu Luobote Glass Technology Co., Ltd ............................. Zibo Intrue Light Industrial Products Co., Ltd ............................ 35.71 
Jiangsu Zheng Mao Glass Technology Co., Ltd ........................ Zibo Intrue Light Industrial Products Co., Ltd ............................ 35.71 
Shandong Luguan Glass Co., Ltd .............................................. Zibo Intrue Light Industrial Products Co., Ltd ............................ 35.71 
Shandong Mount Tai Sheng Li Yuan Glass Co., Ltd ................. Zibo Intrue Light Industrial Products Co., Ltd ............................ 35.71 
Xuzhou Heng Yi Glassware Co., Ltd .......................................... Zibo Intrue Light Industrial Products Co., Ltd ............................ 35.71 
Jiangsu Honghua Glass Technology Co., Ltd ............................ Zibo Intrue Light Industrial Products Co., Ltd ............................ 35.71 
Xuzhou Shengbang Glass Technology Co., Ltd ........................ Zibo Intrue Light Industrial Products Co., Ltd ............................ 35.71 
Xuzhou Sheng Shi Glass Products Co., Ltd .............................. Zibo Intrue Light Industrial Products Co., Ltd ............................ 35.71 
Shandong Baoxiang Glass Co., Ltd ........................................... Zibo Intrue Light Industrial Products Co., Ltd ............................ 35.71 
Zibo Longyu Glass Co., Ltd ........................................................ Zibo Intrue Light Industrial Products Co., Ltd ............................ 35.71 
Shandong Yueshi Glass Products Co., Ltd ................................ Zibo Intrue Light Industrial Products Co., Ltd ............................ 35.71 
Zibo Lijiang Light Industrial Products Co., Ltd ........................... Zibo Lijiang Light Industrial Products Co., Ltd .......................... 35.71 
Zibo Boshan Shengjie Glass Products Co., Ltd ......................... Zibo Lucky Ship International Trading Co., Ltd ......................... 35.71 
Jiangsu Rongtai Glass Products Co., Ltd .................................. Zibo Lucky Ship International Trading Co., Ltd ......................... 35.71 
Jinan Yida Glass Products Co., Ltd ........................................... Zibo Lucky Ship International Trading Co., Ltd ......................... 35.71 
Shandong Luguan Glass Products Co., Ltd ............................... Zibo Lucky Ship International Trading Co., Ltd ......................... 35.71 
Qingdao Weipaike Glass Trading Co., Ltd ................................. Zibo Meienlanda International Trading Co., Ltd ........................ 35.71 
Xuzhou Hongrun Glass Products Co., Ltd ................................. Zibo Melory Import & Export Trade Co., Ltd ............................. 35.71 
Jinan Yida Glass Products Co., Ltd ........................................... Zibo Melory Import & Export Trade Co., Ltd ............................. 35.71 
Shangdong Mounttai Sheng Li Yuan Glass Co., Ltd ................. Zibo Modern International Co., Ltd ............................................ 35.71 
Shandong Hongda Glassware Co., Ltd ...................................... Zibo Modern International Co., Ltd ............................................ 35.71 
Shandong Longyu Glassware Co., Ltd ....................................... Zibo Modern International Co., Ltd ............................................ 35.71 
Xuzhou Supengyongxu Glass Products Co., Ltd ....................... Zibo Modern International Co., Ltd ............................................ 35.71 
Shandong Aolian Packaging Joint Stock Co., Ltd ...................... Zibo Modern International Co., Ltd ............................................ 35.71 
Shandong Changshengtai Glass Products Co, Ltd .................... Zibo Modern International Co., Ltd ............................................ 35.71 
Shandong Luguan Glassware Co., Ltd ...................................... Zibo Redisland General Merchandise Co., Ltd ......................... 35.71 
Shandong Xukun Zhaoming Co., Ltd ......................................... Zibo Redisland General Merchandise Co., Ltd ......................... 35.71 
Jinan Yaotai Light Industrial Products Co., Ltd .......................... Zibo Sailing Pacific Import And Export Co., Ltd ........................ 35.71 
Zibo Shelley Light Industrial Products Co., Ltd .......................... Zibo Shelley Trading Co., Ltd .................................................... 35.71 
Deqing Hangxiang Glass Products Co., Ltd ............................... Zibo Sunfect International Trade Co., Ltd ................................. 35.71 
Hebei Fangyuan Glass Products Co., Ltd .................................. Zibo Sunfect International Trade Co., Ltd ................................. 35.71 
Shandong Mounttai Sheng Li Yuan GLA ................................... Zibo Sunfect International Trade Co., Ltd ................................. 35.71 
Wendeng Wensheng Glass Co., Ltd .......................................... Zibo Sunfect International Trade Co., Ltd ................................. 35.71 
Yantai NBC Glass Packaging Co. Ltd ........................................ Zibo Sunfect International Trade Co., Ltd ................................. 35.71 
Shandong Changshengtai Glass Products Co., Ltd ................... Zibo Top Arts Co., Ltd ............................................................... 35.71 
Zibo Top Glass Industry Co., Ltd ............................................... Zibo Top Glass Industry Co., Ltd .............................................. 35.71 
ZiBo Boshan Shengjie Glass Product Co.,Ltd ........................... Zibo Top-Peak Enterprises Ltd .................................................. 35.71 
Zibo Truely Light Industrial Products Co., Ltd ............................ Zibo Truely Light Industrial Products Co., Ltd ........................... 35.71 
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7 See Glass Containers from China, 85 FR 39932 
(July 2, 2020). 

Producer Exporter 

Estimated 
weighted- 
average 
dumping 
margin 

(percent) 

Shandong Hongda Glassware Co., Ltd ...................................... Zibo Uni-Shine Industry Co., Ltd ............................................... 35.71 
Xuzhou Juhui Glassware Co., Ltd .............................................. Zibo Uni-Shine Industry Co., Ltd ............................................... 35.71 
Xuzhou Dazheng Glassware Co., Ltd ........................................ Zibo Uni-Shine Industry Co., Ltd ............................................... 35.71 
Xuzhou Haoboyang Glass Products Co., Ltd ............................. Zibo Uni-Shine Industry Co., Ltd ............................................... 35.71 
Zibo Guge Glass Products Co., Ltd ........................................... Zibo Uni-Shine Industry Co., Ltd ............................................... 35.71 
Hejian Fuling Glassware Co., Ltd ............................................... Zibo Uni-Shine Industry Co., Ltd ............................................... 35.71 
Xuzhou Rongheng Glass Products Co., Ltd .............................. Zibo Yadong Import and Export Trade Co., Ltd ........................ 35.71 
Zibo Boshan Shengjie Glass Products Co., Ltd ......................... Zibo Yadong Import and Export Trade Co., Ltd ........................ 35.71 
Zibo Yede Light Industrial Products Co., Ltd ............................. Zibo Yadong Import and Export Trade Co., Ltd ........................ 35.71 
Shandong Longyu Glass Products Co., Ltd ............................... Zibo Yadong Import and Export Trade Co., Ltd ........................ 35.71 
Shandong Hongda GlassProducts Co., Ltd ............................... Zibo Yuedai Shangmao Company Ltd ...................................... 35.71 
Zibo Baoquan Light Industrial Products Co., Ltd ....................... Zibo Yuedai Shangmao Company Ltd ...................................... 35.71 
Shandong Juli Glass Co., Ltd ..................................................... Zibo Yuedai Shangmao Company Ltd ...................................... 35.71 
Zibo Boshan Shengjie Glass Products Co., Ltd ......................... Zibo Yuedai Shangmao Company Ltd ...................................... 35.71 
Xuzhou Xi’ao Glass Products Co., Ltd ....................................... Zibo Yuedai Shangmao Company Ltd ...................................... 35.71 
Shandong Pingping Anan Trading Co., Ltd ................................ Zibo Yuedai Shangmao Company Ltd ...................................... 35.71 
Xuzhou Yichen Glass Products Co., Ltd .................................... Zibo Yuedai Shangmao Company Ltd ...................................... 35.71 
Shandong Taishan Shengliyuan Glass Co., Ltd ........................ Zibo Yuedai Shangmao Company Ltd ...................................... 35.71 
Zibo Mingxuan Light Industrial Products Co., Ltd ...................... Zibo Yuedai Shangmao Company Ltd ...................................... 35.71 
Zibo Yufeng Arts & Crafts Factory ............................................. Zibo Yuedai Shangmao Company Ltd ...................................... 35.71 
Zibo Jiewei Light Industrial Products Co., Ltd ............................ Zibo Yuedai Shangmao Company Ltd ...................................... 35.71 
Zibo Boshan Fujie Metal Crafts Factory ..................................... Zibo Yuedai Shangmao Company Ltd ...................................... 35.71 
Cixi Shunrun Plastic Product Factory ......................................... Zibo Yuedai Shangmao Company Ltd ...................................... 35.71 
Zibo Xuanye Industry and Trade Co., Ltd .................................. Zibo Yuedai Shangmao Company Ltd ...................................... 35.71 
Xuzhou Tianyi Zhigai Co., Ltd .................................................... Zibo Yuedai Shangmao Company Ltd ...................................... 35.71 
Zibo Xinshun Light Industrial Products Factory .......................... Zibo Yuedai Shangmao Company Ltd ...................................... 35.71 
Cixi Xinju Plastic Product Factory .............................................. Zibo Yuedai Shangmao Company Ltd ...................................... 35.71 
Yiwu Hongzhi Jewelry Co., Ltd ................................................... Zibo Yuedai Shangmao Company Ltd ...................................... 35.71 
Shandong Fulong Glass Technology Co. Ltd ............................ Zibo Zhaohai Light Industrial Products Co., Ltd ........................ 35.71 
Shandong Taishan Shengliyuan Glass Co. Ltd ......................... Zibo Zhaohai Light Industrial Products Co., Ltd ........................ 35.71 
Changshengtai Glass Products Co. Ltd ..................................... Zibo Zhaohai Light Industrial Products Co., Ltd ........................ 35.71 
Zibo Zhaohai Light Industrial Products Co., Ltd ......................... Zibo Zhaohai Light Industrial Products Co., Ltd ........................ 35.71 
China-wide Entity ........................................................................ China-wide Entity ....................................................................... 255.68 

Disclosure 

Commerce intends to disclose its 
calculations and analysis performed to 
interested parties in this final 
determination within five days of any 
public announcement or, if there is no 
public announcement, within five days 
of the date of publication of this notice 
in accordance with 19 CFR 351.224(b). 

Continuation of Suspension of 
Liquidation 

In accordance with section 
735(c)(1)(B) of the Act, Commerce will 
instruct U.S. Customs and Border 
Protection (CBP) to continue to suspend 
liquidation of all appropriate entries of 
certain glass containers from China, as 
described in the scope in Appendix I of 
this notice, entered, or withdrawn from 
warehouse, for consumption on or after 
April 29, 2020, the date of publication 
of the Preliminary Determination notice 
in the Federal Register. 

Pursuant to section 735(c)(1)(B)(ii) of 
the Act, upon the publication of this 
notice, Commerce will instruct CBP to 
require a cash deposit equal to the 
weighted-average amount by which the 
normal value exceeds U.S. price as 

follows: (1) The cash deposit rate for the 
exporter/producer combinations listed 
in the table above will be the rate 
identified in the table; (2) for all 
combinations of Chinese exporters/ 
producers of subject merchandise that 
have not received their own separate 
rate, the cash deposit rate will be the 
cash deposit rate established for the 
China-wide entity; and (3) for all non- 
Chinese exporters of subject 
merchandise which have not received 
their own separate rate, the cash deposit 
rate will be the cash deposit rate 
applicable to the Chinese exporter/ 
producer combination that supplied that 
non-Chinese exporter. These suspension 
of liquidation instructions will remain 
in effect until further notice. 

Although Commerce normally adjusts 
the estimated weighted-average 
dumping margins by the amount of 
domestic subsidy pass-through and 
export subsidies determined in a 
companion countervailing duty (CVD) 
proceeding when CVD provisional 
measures are in effect, in this case, the 
International Trade Commission (ITC) 
reached a negative determination in the 

companion CVD proceeding.7 Therefore, 
we have not adjusted the final cash 
deposit rates listed in the table above for 
domestic subsidy pass-through or export 
subsidies. 

International Trade Commission 
Notification 

In accordance with section 735(d) of 
the Act, Commerce will notify the ITC 
of its final affirmative determination of 
sales at LTFV. Commerce will allow the 
ITC access to all privileged and business 
proprietary information in our files, 
provided the ITC confirms that it will 
not disclose such information, either 
publicly or under an administrative 
protective order (APO), without the 
written consent of the Assistant 
Secretary for Enforcement and 
Compliance. Because Commerce’s final 
determination is affirmative, in 
accordance with section 735(b)(2) of the 
Act, the ITC will make its final 
determination as to whether the 
domestic industry in the United States 
is materially injured, or threatened with 
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material injury, by reason of imports or 
sales (or the likelihood of sales) for 
importation of certain glass containers 
from China no later than 45 days after 
this final determination. If the ITC 
determines that such injury does not 
exist, this proceeding will be 
terminated, and all cash deposits posted 
will be refunded. If the ITC determines 
that such injury does exist, Commerce 
will issue an AD order directing CBP to 
assess, upon further instructions by 
Commerce, antidumping duties on all 
imports of the subject merchandise 
entered, or withdrawn from warehouse, 
for consumption on or after the effective 
date of the suspension of liquidation, as 
discussed above in the ‘‘Continuation of 
Suspension of Liquidation’’ section of 
this notice. 

Notification Regarding Administrative 
Protective Orders 

This notice will serve as a final 
reminder to the parties subject to an 
APO of their responsibility concerning 
the disposition of proprietary 
information disclosed under APO in 
accordance with 19 CFR 351.305. 
Timely written notification of return or 
destruction of APO materials or 
conversion to judicial protective order is 
hereby requested. Failure to comply 
with the regulations and the terms of an 
APO is a sanctionable violation. 

Notification to Interested Parties 

This determination is issued and 
published in accordance with sections 
735(d) and 777(i)(1) of the Act and 19 
CFR 351.210(c). 

Dated: September 11, 2020. 
Jeffrey I. Kessler, 
Assistant Secretary for Enforcement and 
Compliance. 

Appendix I 

Scope of the Investigation 

The merchandise covered by this 
investigation is certain glass containers with 
a nominal capacity of 0.059 liters (2.0 fluid 
ounces) up to and including 4.0 liters 
(135.256 fluid ounces) and an opening or 
mouth with a nominal outer diameter of 14 
millimeters up to and including 120 
millimeters. The scope includes glass jars, 
bottles, flasks and similar containers; with or 
without their closures; whether clear or 
colored; and with or without design or 
functional enhancements (including, but not 
limited to, handles, embossing, labeling, or 
etching). 

Excluded from the scope of the 
investigation are: (1) Glass containers made 
of borosilicate glass, meeting United States 
Pharmacopeia requirements for Type 1 
pharmaceutical containers; (2) glass 
containers without ‘‘mold seams,’’ ‘‘joint 
marks,’’ or ‘‘parting lines;’’ and (3) glass 
containers without a ‘‘finish’’ (i.e., the 

section of a container at the opening 
including the lip and ring or collar, threaded 
or otherwise compatible with a type of 
closure to seal the container’s contents, 
including but not limited to a lid, cap, or 
cork). 

Glass containers subject to the 
investigation are specified within the 
Harmonized Tariff Schedule of the United 
States (HTSUS) under subheadings 
7010.90.5005, 7010.90.5009, 7010.90.5015, 
7010.90.5019, 7010.90.5025, 7010.90.5029, 
7010.90.5035, 7010.90.5039, 7010.90.5045, 
7010.90.5049, and 7010.90.5055. The HTSUS 
subheadings are provided for convenience 
and customs purposes only. The written 
description of the scope of the investigation 
is dispositive. 

Appendix II 

List of Topics Discussed in the Issues and 
Decision Memorandum 
I. Summary 
II. Background 
III. Scope of the Investigation 
IV. Discussion of Issues 

Comment 1: Selection of Primary Surrogate 
Country 

Comment 2: Whether to Adjust Mexican 
Import Values Used as Surrogates to CIF 
Values 

Comment 3: Commerce Should Correct 
Qixia Changyu’s Brokerage and Handling 
Calculation 

Comment 4: Adjustment of Flint Cullet 
Surrogate Value 

Comment 5: Treatment of Molds as a 
Factor of Production (FOP) 

Comment 6: The Appropriate Surrogate 
Value for Calcium Carbonate 

Comment 7: Incorrect Application of 
Moving Expenses to Huaxing’s Ex-Works 
Sales 

Comment 8: Double Counted Brokerage 
and Handling Expenses 

Comment 9: Decision Not to Grant a 
Double-Remedy Offset 

Comment 10: Decision Not to Grant 
Separate Rate Status for Certain 
Applicants 

Comment 11: Missing Producer in a 
Combination Rate 

V. Recommendation 

[FR Doc. 2020–20644 Filed 9–17–20; 8:45 am] 

BILLING CODE 3510–DS–P 

DEPARTMENT OF COMMERCE 

National Institute of Standards and 
Technology 

[Docket Number: 200911–0239] 

Draft NIST Framework and Roadmap 
for Smart Grid Interoperability 
Standards, Release 4.0 

AGENCY: National Institute of Standards 
and Technology, Department of 
Commerce. 
ACTION: Notice; request for comments. 

SUMMARY: The National Institute of 
Standards and Technology (NIST) seeks 

comments on the Draft NIST Framework 
and Roadmap for Smart Grid 
Interoperability Standards, Release 4.0. 
This document is available online at: 
https://www.nist.gov/el/smart-grid/ 
smart-grid-framework. 
DATES: Comments must be received on 
or before 5:00 p.m. Eastern Time on 
November 2, 2020. Written comments in 
response to this Request for Comments 
(RFC) should be submitted according to 
the instructions in the ADDRESSES and 
SUPPLEMENTARY INFORMATION sections 
below. Submissions received after that 
date may not be considered. 
ADDRESSES: Written comments may be 
sent to the Smart Grid and Cyber 
Physical Systems Program Office, 
National Institute of Standards and 
Technology, 100 Bureau Drive, Mail 
Stop 8200, Gaithersburg, MD 20899– 
8200 or by email at 
smartgridframework@nist.gov. 
Comments containing references, 
studies, research, and other empirical 
data that are not widely published 
should include copies of the referenced 
materials. 

All submissions, including 
attachments and other supporting 
materials, will become part of the public 
record and subject to public disclosure. 
NIST reserves the right to publish 
relevant comments, unedited and in 
their entirety. All relevant comments 
received in response to the RFC will be 
made publicly available at https://
www.nist.gov/el/smart-grid/smart-grid- 
framework. Personal information, such 
as account numbers or Social Security 
numbers, or names of other individuals, 
should not be included. Do not submit 
confidential business information or 
otherwise sensitive or protected 
information. Comments that contain 
profanity, vulgarity, threats, or other 
inappropriate language or content will 
not be considered. 
FOR FURTHER INFORMATION CONTACT: Mr. 
Cuong Nguyen, Smart Grid and Cyber- 
Physical Systems Program Office, 
National Institute of Standards and 
Technology, 100 Bureau Drive, Mail 
Stop 8200, Gaithersburg, MD 20899– 
8200; telephone 301–975–2254, fax 
301–948–5668; or via email at 
smartgridframework@nist.gov. 
SUPPLEMENTARY INFORMATION: Section 
1305 of the Energy Independence and 
Security Act (EISA) of 2007 (Pub. L. 
110–140) directs NIST ‘‘to coordinate 
the development of a framework that 
includes protocols and model standards 
for information management to achieve 
interoperability of smart grid devices 
and systems.’’ To meet these statutory 
goals, in January 2010, NIST published 
the NIST Framework and Roadmap for 
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Smart Grid Interoperability Standards, 
Release 1.0 (Release 1.0), and in 
February 2012, NIST published the 
NIST Framework and Roadmap for 
Smart Grid Interoperability Standards, 
Release 2.0 (Release 2.0), which updated 
the material discussed in Release 1.0. 
The most recent update of the 
framework, Release 3.0, was released in 
2014 and introduced new 
interoperability requirements among the 
generation, distribution, and customer 
domains. 

NIST now announces publication of 
the Draft NIST Framework and 
Roadmap for Smart Grid Interoperability 
Standards, Release 4.0 (Draft Release 
4.0) for public review and comment. 
Draft Release 4.0 is available online at: 
https://www.nist.gov/el/smart-grid/ 
smart-grid-framework. 

Draft Release 4.0 is a substantial 
revision of previous releases to address 
structural changes and increasing 
system complexity in the grid. This 
release includes a description of 
communications scenarios inspired by 
different grid architectures, which are 
used to more closely examine unique 
interoperability requirements. The 
interoperability implications of 
expanding grid communications in four 
key areas—grid cybersecurity, 
operations, economics, and associated 
requirements for testing and 
certification—are also explored. 

Draft Release 4.0 reflects changes 
taking place in the grid, including the 
accelerating pace of technological 
change, rapidly falling prices for 
modern energy technologies such as 
solar photovoltaic (PV) and other 
distributed energy resources (DER), 
increased proliferation of low-cost 
sensors and network enabled devices, 
and the resulting surge in granularity 
and amount of data being generated. 
The issues surrounding empowered 
consumers, the coordination of tens of 
thousands of devices operating across 
the system, and multi-directional power 
flows are also considered. 

Request For Comments: 
NIST seeks comments on the Draft 

NIST Framework and Roadmap for 
Smart Grid Interoperability Standards, 
Release 4.0. In particular, the agency 
requests that comments be categorized 
as (1) technical; (2) editorial; or (3) 
general. If a comment is not a general 
comment, please identify the relevant 
page, line number, and section of Draft 
Release 4.0 that is addressed by the 
comment. NIST will also accept 
proposed solutions along with the 
comments. Comments should be 
submitted in accordance with 
instructions in the DATES and ADDRESSES 
sections of this notice. All relevant 

responses that comply with the 
requirements listed in the DATES and 
ADDRESSES sections of this RFC will be 
considered. 

Authority: Section 1305 of the Energy 
Independence and Security Act (EISA) of 
2007 (Pub. L. 110–140) 

Kevin A. Kimball, 
Chief of Staff. 
[FR Doc. 2020–20587 Filed 9–17–20; 8:45 am] 

BILLING CODE 3510–13–P 

DEPARTMENT OF COMMERCE 

National Oceanic and Atmospheric 
Administration 

[RTID 0648–XA496] 

New England Fishery Management 
Council; Public Meeting 

AGENCY: National Marine Fisheries 
Service (NMFS), National Oceanic and 
Atmospheric Administration (NOAA), 
Commerce. 
ACTION: Notice of public meeting. 

SUMMARY: The New England Fishery 
Management Council (Council) is 
scheduling a public meeting affecting 
New England fisheries in the exclusive 
economic zone (EEZ). 
Recommendations from this group will 
be brought to the full Council for formal 
consideration and action, if appropriate. 
DATES: This webinar will be held on 
Monday, October 5, 2020 at 4 p.m. 
Webinar registration URL information: 
https://attendee.gotowebinar.com/ 
register/5690522839117472784. 
ADDRESSES: The meeting will be held 
via webinar. 

Council address: New England 
Fishery Management Council, 50 Water 
Street, Mill 2, Newburyport, MA 01950. 
FOR FURTHER INFORMATION CONTACT: 
Thomas A. Nies, Executive Director, 
New England Fishery Management 
Council; telephone: (978) 465–0492. 
SUPPLEMENTARY INFORMATION: 

Agenda 
The New England Fishery 

Management Council will host a public 
meeting on Monday, October 5, 2020, 
from 4 p.m.–6 p.m., focusing on the 
recreational Northeast Multispecies 
(groundfish) fishery. The purpose of the 
meeting is for Tidal Bay Consulting, 
LLC to announce the development of a 
‘‘strawman’’ for a potential limited entry 
program for party/charter vessels 
participating in the recreational 
groundfish fishery and solicit feedback 
from the public. There will be an 
opportunity for the public to ask 
questions and solicit feedback on a draft 

limited entry template. The draft 
template is based on stakeholder 
feedback received at listening sessions 
held by the Council in April and May 
of 2019, and input from the Recreational 
Advisory Panel. 

Although non-emergency issues not 
contained in this agenda may come 
before this group for discussion, those 
issues may not be the subject of formal 
action during this meeting. Action will 
be restricted to those issues specifically 
listed in this notice and any issues 
arising after publication of this notice 
that require emergency action under 
section 305(c) of the Magnuson-Stevens 
Act, provided the public has been 
notified of the Council’s intent to take 
final action to address the emergency 

Special Accommodations 

This meeting is physically accessible 
to people with disabilities. Requests for 
sign language interpretation or other 
auxiliary aids should be directed to 
Thomas A. Nies, Executive Director, at 
(978) 465–0492, at least 5 days prior to 
the meeting date. This meeting will be 
recorded. Consistent with 16 U.S.C. 
1852, a copy of the recording is 
available upon request. 

Authority: 16 U.S.C. 1801 et seq. 

Dated: September 14, 2020. 
Tracey L. Thompson, 
Acting Deputy Director, Office of Sustainable 
Fisheries, National Marine Fisheries Service. 
[FR Doc. 2020–20549 Filed 9–17–20; 8:45 am] 

BILLING CODE 3510–22–P 

DEPARTMENT OF COMMERCE 

National Oceanic and Atmospheric 
Administration 

[RTID: 0648–XA462] 

Draft Supplemental Programmatic 
Environmental Assessment for 
Fisheries Research Conducted and 
Funded by the Northeast Fisheries 
Science Center 

AGENCY: National Marine Fisheries 
Service (NMFS), National Oceanic and 
Atmospheric Administration (NOAA), 
Commerce. 
ACTION: Notice of availability, request 
for comments. 

SUMMARY: NMFS announces the 
availability of the ‘‘Draft Supplemental 
Programmatic Environmental 
Assessment (SPEA) for Fisheries 
Research Conducted and Funded by the 
Northeast Fisheries Science Center.’’ 
Publication of this notice begins the 
official public comment period for this 
SPEA. The purpose of this Draft SPEA 
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is to evaluate potential direct, indirect, 
and cumulative effects of changes in 
research that were not analyzed in the 
2016 NEFSC Programmatic 
Environmental Assessment (PEA), or 
new research activities along the U.S. 
East Coast, from North Carolina to Nova 
Scotia, Canada. Where necessary, 
updates to certain information on 
species, stock status or other 
components of the affected environment 
that may result in different conclusions 
from the 2016 PEA are presented in this 
analysis. 
DATES: Comments and information must 
be received no later than October 19, 
2020. 
ADDRESSES: Comments on the Draft 
SPEA should be addressed to Victor A. 
Nordahl Jr, Environmental Compliance 
Specialist, 166 Water St. Woods Hole, 
MA 02543. 

The mailbox address for providing 
email comments is: nmfs.nefsc.spea@
noaa.gov. NMFS is not responsible for 
email comments sent to addresses other 
than the one provided here. Comments 
sent via email, including all 
attachments, must not exceed a 10- 
megabyte file size. 

A copy of the Draft SPEA may be 
obtained by writing to the address 
specified above, telephoning the contact 
listed below (see FOR FURTHER 
INFORMATION CONTACT), or visiting the 
internet at: www.fisheries.noaa.gov/ 
action/draft-supplemental- 
programmatic-environmental- 
assessment-nefsc-research-now- 
available. Documents cited in this 
notice may also be viewed, by 
appointment, during regular business 
hours at the aforementioned address. 
FOR FURTHER INFORMATION CONTACT: 
Victor A. Nordahl Jr., email: 
vic.nordahl@noaa.gov, phone: (508– 
495–2350). 
SUPPLEMENTARY INFORMATION: The 
NEFSC is the research arm of NMFS in 
the Northeast Region. The purpose of 
NEFSC fisheries research is to produce 
scientific information necessary for the 
management and conservation of living 
marine resources along the U.S. East 
Coast Exclusive Economic Zone (EEZ) 
Federal waters from North Carolina to 
Nova Scotia, Canada. NEFSC’s research 
is needed to promote both the long-term 
sustainability of the resource and the 
recovery of certain species, while 
generating social and economic 
opportunities and benefits from their 
use. Primary research activities include: 
seasonal bottom trawl surveys to 
support assessments of ground fish; a 
summer bottom trawl survey to support 
the assessment of Northern Shrimp; 
seasonal mid-water pelagic surveys to 

support the assessment of semi-pelagic 
fish species; summer dredge and optical 
surveys to support the assessment of 
Deep-sea scallops; summer hydraulic 
dredge surveys to support assessment of 
surf clams and ocean quahogs; bottom 
longline surveys for ground fish in the 
Gulf of Maine; bottom and pelagic Apex 
Predator long line surveys; 
opportunistic trawl comparison studies; 
ecosystem based plankton surveys; 
inshore Penobscot Bay trawl and 
acoustic surveys; and Fisheries Observer 
Training trips (all gears) in the EEZ. 

NMFS has prepared the Draft SPEA 
under NEPA to evaluate two alternatives 
for conducting and funding fisheries 
and ecosystem research activities as the 
primary Federal action. Additionally in 
the Draft SPEA, NMFS evaluates a 
related action—also called a ‘‘connected 
action’’ under 40 CFR 1508.25 of the 
Council on Environmental Quality’s 
regulations for implementing the 
procedural provisions of NEPA (42 
U.S.C. 4321 et seq.)—which is the 
proposed promulgation of regulations 
and authorization of the take of marine 
mammals incidental to the fisheries 
research under the Marine Mammal 
Protection Act (MMPA). Additionally, 
because the proposed research activities 
occur in areas inhabited by species of 
marine mammals, birds, sea turtles and 
fish listed under the Endangered 
Species Act (ESA) as threatened or 
endangered, this Draft SPEA evaluates 
activities that could result in 
unintentional takes of ESA-listed 
marine species. 

The following (2) alternatives are 
currently evaluated in the Draft SPEA. 

• Alternative 1—Continue current 
fisheries and ecosystem research (Status 
Quo/no action) as described in the 2016 
NEFSC PEA. 

• Alternative 2—Conduct current 
research with some modifications as 
well as new research activities that are 
planned for the future (i.e., 2021–2026). 
New future research proposed under 
Alternative 2 was not previously 
analyzed in the 2016 PEA. 

The alternatives include a program of 
fisheries and ecosystem research 
projects conducted or funded by the 
NEFSC as the primary Federal action. 
Because this primary action is 
connected to a secondary Federal 
action, to consider authorizing 
incidental take of marine mammals 
under the MMPA, NMFS must identify 
as part of this evaluation the means of 
effecting the least practicable adverse 
impact on the species or stock and its 
habitat. (Section 101(a)(5)(A) of the 
MMPA;16 U.S.C. 1361 et seq.) NMFS 
must therefore identify and evaluate a 
reasonable range of mitigation measures 

to minimize impacts to protected 
species that occur in NEFSC research 
areas. These mitigation measures are 
considered as part of the identified 
alternatives in order to evaluate their 
effectiveness to minimize potential 
adverse environmental impacts. The 
two action alternatives also include 
mitigation measures intended to 
minimize potentially adverse 
interaction with other protected species 
that occur within the action area. 
Protected species include all marine 
mammals, which are covered under the 
MMPA, all species listed under the 
ESA, and bird species protected under 
the Migratory Bird Treaty Act. 

Potential direct and indirect effects on 
the environment are evaluated under 
each alternative in the Draft SPEA. The 
environmental effects on the following 
resources are considered: Physical 
environment, special resource areas, 
fish, marine mammals, birds, sea turtles, 
invertebrates, and the social and 
economic environment. Cumulative 
effects of external actions and the 
contribution of fisheries research 
activities to the overall cumulative 
impact on the aforementioned resources 
is also evaluated in the Draft SPEA for 
the geographic regions in which NEFSC 
surveys are conducted. 

NMFS requests comments on the 
Draft SPEA for Fisheries Research 
Conducted and Funded by the National 
Marine Fisheries Service, Northeast 
Fisheries Science Center. Please 
include, with your comments, any 
supporting data or literature citations 
that may be informative in 
substantiating your comment. 

Dated: September 9, 2020. 
Garth Edwin Smelser, 
Chief Operations, Management and 
Information Division, National Marine 
Fisheries Service. 
[FR Doc. 2020–20636 Filed 9–17–20; 8:45 am] 

BILLING CODE 3510–22–P 

DEPARTMENT OF COMMERCE 

National Oceanic and Atmospheric 
Administration 

[RTID 0648–XA489] 

Marine Mammals; File No. 23447 

AGENCY: National Marine Fisheries 
Service (NMFS), National Oceanic and 
Atmospheric Administration (NOAA), 
Commerce. 
ACTION: Notice; receipt of application. 

SUMMARY: Notice is hereby given that 
the Alliance of Marine Mammal Parks 
and Aquariums, 218 N. Lee Street, Suite 
200, Alexandria, Virginia 22314 
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1 47 U.S.C. 1422(b). 
2 47 U.S.C. 1424(b). 
3 47 U.S.C. 1424(b)(2)(B). 

(Responsible Party: Kathleen Dezio), has 
applied in due form for a permit to 
receive, import, and export marine 
mammal parts for scientific research. 
DATES: Written, telefaxed, or email 
comments must be received on or before 
October 19, 2020. 
ADDRESSES: The application and related 
documents are available for review by 
selecting ‘‘Records Open for Public 
Comment’’ from the ‘‘Features’’ box on 
the Applications and Permits for 
Protected Species (APPS) home page, 
https://apps.nmfs.noaa.gov, and then 
selecting File No. 23447 from the list of 
available applications. These documents 
are also available upon written request 
via email to NMFS.Pr1Comments@
noaa.gov. 

Written comments on this application 
should be submitted via email to 
NMFS.Pr1Comments@noaa.gov. Please 
include File No. 23447 in the subject 
line of the email comment. 

Those individuals requesting a public 
hearing should submit a written request 
via email to NMFS.Pr1Comments@
noaa.gov. The request should set forth 
the specific reasons why a hearing on 
this application would be appropriate. 
FOR FURTHER INFORMATION CONTACT: 
Jennifer Skidmore or Courtney Smith, 
(301) 427–8401. 
SUPPLEMENTARY INFORMATION: The 
subject permit is requested under the 
authority of the Marine Mammal 
Protection Act of 1972, as amended 
(MMPA; 16 U.S.C. 1361 et seq.), the 
regulations governing the taking and 
importing of marine mammals (50 CFR 
part 216), the Endangered Species Act of 
1973, as amended (ESA; 16 U.S.C. 1531 
et seq.), the regulations governing the 
taking, importing, and exporting of 
endangered and threatened species (50 
CFR parts 222–226), and the Fur Seal 
Act of 1966, as amended (16 U.S.C. 1151 
et seq.). 

The applicant proposes to receive, 
import, and export marine mammal 
parts (unlimited samples from up to 700 
individual cetaceans and 400 individual 
pinnipeds [excluding walrus]) to study 
and enhance the health and biology of 
both wild marine mammals and those in 
public display, research, and stranding 
facilities. Research topics include 
diseases of marine mammals, pathology, 
health diagnostics, endocrinology, 
effects of environmental contaminants, 
immunology, toxicology, stock 
structure, distribution, age 
determination, reproduction, sperm 
preservation, artificial insemination, 
feeding habits and nutrition. Specimens 
and parts will come from the following 
U. S. or foreign sources: Animals in 
captivity (samples taken during routine 

husbandry procedures or under separate 
authorization); animals in foreign 
countries stranded alive or dead or that 
died during rehabilitation; animals 
killed during legal subsistence harvests; 
animals killed incidental to legal 
commercial fishing operations; or 
samples from other authorized persons 
or collections. It is expected that the 
majority of samples would be 
exchanged between designated Alliance 
of Marine Mammal Parks and 
Aquariums members (from captive 
animals) and their collaborators. The 
proposed action will not result in 
additional takes of individual animals. 
The applicant has requested a 5-year 
permit. 

In compliance with the National 
Environmental Policy Act of 1969 (42 
U.S.C. 4321 et seq.), an initial 
determination has been made that the 
activity proposed is categorically 
excluded from the requirement to 
prepare an environmental assessment or 
environmental impact statement. 

Concurrent with the publication of 
this notice in the Federal Register, 
NMFS is forwarding copies of the 
application to the Marine Mammal 
Commission and its Committee of 
Scientific Advisors. 

Dated: September 14, 2020. 
Julia Marie Harrison, 
Chief, Permits and Conservation Division, 
Office of Protected Resources, National 
Marine Fisheries Service. 
[FR Doc. 2020–20563 Filed 9–17–20; 8:45 am] 

BILLING CODE 3510–22–P 

DEPARTMENT OF COMMERCE 

National Telecommunications and 
Information Administration 

Recruitment of First Responder 
Network Authority Board Members 

AGENCY: National Telecommunications 
and Information Administration, U.S. 
Department of Commerce. 
ACTION: Notice. 

SUMMARY: The National 
Telecommunications and Information 
Administration (NTIA) issues this 
Notice on behalf of the First Responder 
Network Authority (FirstNet Authority) 
to initiate the annual process to seek 
expressions of interest from individuals 
who would like to serve on the FirstNet 
Authority Board (Board). The terms of 
four of the 12 non-permanent members 
to the FirstNet Authority Board will 
expire in January 2021. 
DATES: To be considered for a January 
2021 appointment, expressions of 
interest must be electronically 

transmitted on or before October 19, 
2020. 

ADDRESSES: Applicants should submit 
expressions of interest as described 
below to: Michael Dame, Deputy 
Associate Administrator, Office of 
Public Safety Communications, National 
Telecommunications and Information 
Administration, by email to 
FirstNetBoardApplicant@ntia.doc.gov. 
FOR FURTHER INFORMATION CONTACT: 
Michael Dame, Deputy Associate 
Administrator, Office of Public Safety 
Communications, National 
Telecommunications and Information 
Administration; telephone: (202) 482– 
1181; email: mdame@ntia.gov. Please 
direct media inquiries to NTIA’s Office 
of Public Affairs, (202) 482–7002. 
SUPPLEMENTARY INFORMATION: 

I. Background and Authority 

The Middle Class Tax Relief and Job 
Creation Act of 2012 (Act) created the 
First Responder Network Authority 
(FirstNet Authority) as an independent 
authority within NTIA. The Act charged 
FirstNet Authority with ensuring the 
building, deployment, and operation of 
a nationwide, interoperable public 
safety broadband network, based on a 
single, national network architecture.1 
The FirstNet Authority holds the single 
nationwide public safety license granted 
for wireless public safety broadband 
deployment. The FirstNet Authority 
Board is responsible for providing 
overall policy direction and oversight of 
the FirstNet Authority to ensure that the 
nationwide network continuously meets 
the needs of public safety. 

II. Structure 

The FirstNet Authority Board is 
composed of 15 voting members. The 
Act names the Secretary of the 
Department of Homeland Security, the 
Attorney General of the United States, 
and the Director of the Office of 
Management and Budget as permanent 
members of the FirstNet Authority 
Board. The Secretary of Commerce 
(Secretary) appoints the 12 non- 
permanent members of the FirstNet 
Authority Board.2 

The Act requires each Board member 
to have experience or expertise in at 
least one of the following substantive 
areas: public safety, network, technical, 
and/or financial.3 Additionally, the 
composition of the FirstNet Authority 
Board must satisfy the other 
requirements specified in the Act, 
including that: (i) At least three Board 
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4 47 U.S.C. 1424(b)(2)(A). 
5 47 U.S.C. 1424(c)(2)(A)(ii). 

6 47 U.S.C. 1424(g). 
7 See, Revised Guidance on Appointment of 

Lobbyists to Federal Advisory Committees, Boards, 
and Commissions, Office of Management and 
Budget, 79 FR 47482 (Aug. 13, 2014). 

members have served as public safety 
professionals; (ii) at least three members 
represent the collective interests of 
states, localities, tribes, and territories; 
and (iii) its members reflect geographic 
and regional, as well as rural and urban, 
representation.4 An individual Board 
member may satisfy more than one of 
these requirements. The current non- 
permanent FirstNet Authority Board 
members are (noting expiration of term): 

• Robert Tipton Osterthaler, Board 
Chair, Business/technology executive, 
network (Term expires: January 2021) 

• Matt Slinkard, Executive Assistant 
Chief of Police, City of Houston Police 
Department (Term expires: January 
2021) 

• David Zolet, CEO, CentralSquare 
(Term expires: January 2021) 

• Vacant, vice former Sheriff Richard 
W. Stanek, resigned August 2020 (Term 
expires: January 2021) 

• Richard Carrizzo, Board Vice Chair, 
Fire Chief, Southern Platte Fire 
Protection District, MO (Term expires: 
August 2021) 

• Neil E. Cox, Telecommunications/ 
technology executive (Term expires: 
August 2021) 

• Brian Crawford, SVP and Chief 
Administrative Officer for Willis 
Knighton Health System/former Fire 
Chief and municipal government 
executive (Term expires: August 2021) 

• Billy Hewes, Mayor of Gulfport, MS 
(Term expires: August 2021) 

• Edward Horowitz, Venture capital/ 
technology executive (Term expires: 
August 2021) 

• Paul Patrick, Division Director, 
Family Health and Preparedness, Utah 
Department of Health (Term expires: 
August 2021) 

• Brigadier General Welton Chase, 
Retired, U. S. Army, Army Information 
Technology (Term expires: September 
2021) 

• Karima Holmes, Director, Office of 
Unified Communications, District of 
Columbia (Term expires: August 2022) 

Board members will be appointed for 
a term of three years. Board members 
may not serve more than two 
consecutive full three-year terms.5 More 
information about the FirstNet 
Authority Board is available at 
www.firstnet.gov/about/Board. 

IV. Compensation and Status as 
Government Employees 

FirstNet Authority Board members are 
appointed as special government 
employees. FirstNet Authority Board 
members are compensated at the daily 
rate of basic pay for level IV of the 

Executive Schedule (approximately 
$170,800 per year) for each day worked 
on the FirstNet Authority Board.6 Each 
Board member must be a United States 
citizen, cannot be a registered lobbyist, 
and cannot be a registered agent of, 
employed by, or receive payments from, 
a foreign government.7 

IV. Financial Disclosure and Conflicts 
of Interest 

FirstNet Authority Board members 
must comply with certain federal 
conflict of interest statutes and ethics 
regulations, including some financial 
disclosure requirements. A FirstNet 
Authority Board member will generally 
be prohibited from participating on any 
particular FirstNet Authority matter that 
will have a direct and predictable effect 
on his or her personal financial interests 
or on the interests of the appointee’s 
spouse, minor children, or non-federal 
employer. 

V. Selection Process 
At the direction of the Secretary, 

NTIA will conduct outreach to the 
public safety community, state and local 
organizations, and industry to solicit 
nominations for candidates to the Board 
who satisfy the statutory requirements 
for membership. In addition, the 
Secretary, through NTIA, will accept 
expressions of interest from any 
individual, or from any organization 
proposing a candidate who satisfies the 
statutory requirements for membership 
on the FirstNet Authority Board. To be 
considered for a January 2021 
appointment, expressions of interest 
must be electronically transmitted on or 
before October 19, 2020. 

All parties submitting an expression 
of interest should submit the 
candidate’s (i) full name, address, 
telephone number, email address; (ii) 
current resume; (iii) statement of 
qualifications that references how the 
candidate satisfies the Act’s expertise, 
representational, and geographic 
requirements for FirstNet Authority 
Board membership, as described in this 
Notice; and (iv) a statement describing 
why the candidate wants to serve on the 
FirstNet Authority Board, affirming 
their ability and availability to take a 
regular and active role in the Board’s 
work. 

The Secretary will select FirstNet 
Authority Board candidates based on 
the eligibility requirements in the Act 
and recommendations submitted by 
NTIA. NTIA will recommend 

candidates based on an assessment of 
qualifications as well as demonstrated 
ability to work in a collaborative way to 
achieve the goals and objectives of the 
FirstNet Authority as set forth in the 
Act. NTIA may consult with FirstNet 
Authority Board members or executives 
in making its recommendation. Board 
candidates will be vetted through the 
Department of Commerce and are 
subject to an appropriate background 
check for security clearance. 

Dated: September 15, 2020. 
Kathy Smith, 
Chief Counsel,National Telecommunications 
and Information Administration. 
[FR Doc. 2020–20670 Filed 9–17–20; 8:45 am] 

BILLING CODE 3510–10–P 

DEPARTMENT OF COMMERCE 

National Telecommunications and 
Information Administration 

First Responder Network Authority 

Combined Board and Board 
Committees Meeting 

AGENCY: First Responder Network 
Authority (FirstNet Authority), National 
Telecommunications and Information 
Administration (NTIA), U.S. 
Department of Commerce. 

ACTION: Announcement of meeting. 

SUMMARY: The FirstNet Authority Board 
will convene an open public meeting of 
the Board and Board Committees. 

DATES: September 30, 2020; 11:00 a.m. 
to 1:00 p.m. Eastern Standard Time 
(EST); WebEx. 

ADDRESSES: The public meeting will be 
conducted via teleconference and 
WebEx only. Members of the public may 
listen to the meeting by dialing toll-free: 
1–800–369–1723 and enter participant 
code 2081846#. If you experience 
technical difficulty, please contact the 
Conferencing Center Customer Service 
at: 1–866–900–1011. To view the slide 
presentation, the public may visit the 
URL: https://www.mymeetings.com/nc/ 
join/ and enter Conference Number: 
PWXW1405740 and Audience Passcode: 
2081846. Alternately, members of the 
public may view the slide presentation 
directly by visiting the URL: https://
www.mymeetings.com/nc/join.php?i=
PWXW1405740&p=2081846&t=c. The 
teleconference and WebEx information 
can also be found on the FirstNet 
website (FirstNet.gov). 

FOR FURTHER INFORMATION CONTACT: For 
General Information: Janell Smith, (202) 
257–5929, Janell.Smith@FirstNet.gov. 
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For Media Inquiries: Ryan Oremland, 
(571) 665–6186, Ryan.Oremland@
FirstNet.gov. 

SUPPLEMENTARY INFORMATION: 
Background: The Middle Class Tax 
Relief and Job Creation Act of 2012 
(codified at 47 U.S.C. 1401 et seq.) (Act) 
established the FirstNet Authority as an 
independent authority within NTIA. 
The Act directs the FirstNet Authority 
to ensure the building, deployment, and 
operation of a nationwide interoperable 
public safety broadband network. The 
FirstNet Authority Board is responsible 
for making strategic decisions regarding 
the FirstNet Authority’s operations. 

Matters to be Considered: The 
FirstNet Authority will post a detailed 
agenda for the Combined Board and 
Board Committees Meeting on 
FirstNet.gov prior to the meeting. The 
agenda topics are subject to change. 
Please note that the subjects discussed 
by the Board and Board Committees 
may involve commercial or financial 
information that is privileged or 
confidential, or other legal matters 
affecting the FirstNet Authority. As 
such, the Board may, by majority vote, 
close the meeting only for the time 
necessary to preserve the confidentiality 
of such information, pursuant to 47 
U.S.C. 1424(e)(2). 

Other Information: The Combined 
Board and Board Committees Meeting is 
accessible to people with disabilities. 
Individuals requiring accommodations, 
such as sign language interpretation or 
other ancillary aids, are asked to notify 
Janell Smith at (202) 257–5929 or email: 
Janell.Smith@FirstNet.gov at least five 
(5) business days (September 23) before 
the meeting. 

Records: The FirstNet Authority 
maintains records of all Board 
proceedings. Minutes of the Combined 
Board and Board Committees Meeting 
will be available on FirstNet.gov. 

Dated: September 15, 2020. 
Janell Smith, 
Board Secretary, First Responder Network 
Authority. 
[FR Doc. 2020–20613 Filed 9–17–20; 8:45 am] 

BILLING CODE 3510–TL–P 

COMMITTEE FOR PURCHASE FROM 
PEOPLE WHO ARE BLIND OR 
SEVERELY DISABLED 

Procurement List; Additions 

AGENCY: Committee for Purchase From 
People Who Are Blind or Severely 
Disabled. 
ACTION: Additions to from the 
Procurement List. 

SUMMARY: This action adds services to 
the Procurement List that will be 
furnished by nonprofit agencies 
employing persons who are blind or 
have other severe disabilities. 
DATES: Date added to the Procurement 
List: October 18, 2020. 
ADDRESSES: Committee for Purchase 
From People Who Are Blind or Severely 
Disabled, 1401 S. Clark Street, Suite 
715, Arlington, Virginia 22202–4149. 
FOR FURTHER INFORMATION CONTACT: 
Michael R. Jurkowski, Telephone: (703) 
603–2117, Fax: (703) 603–0655, or email 
CMTEFedReg@AbilityOne.gov. 
SUPPLEMENTARY INFORMATION: 

Additions 
On 5/22/2020, the Committee for 

Purchase From People Who Are Blind 
or Severely Disabled published notice of 
proposed additions to the Procurement 
List. This notice is published pursuant 
to 41 U.S.C. 8503 (a)(2) and 41 CFR 51– 
2.3. 

After consideration of the material 
presented to it concerning capability of 
qualified nonprofit agencies to provide 
the service and impact of the additions 
on the current or most recent 
contractors, the Committee has 
determined that the service listed below 
are suitable for procurement by the 
Federal Government under 41 U.S.C. 
8501–8506 and 41 CFR 51–2.4. 

Regulatory Flexibility Act Certification 

I certify that the following action will 
not have a significant impact on a 
substantial number of small entities. 
The major factors considered for this 
certification were: 

1. The action will not result in any 
additional reporting, recordkeeping or 
other compliance requirements for small 
entities other than the small 
organizations that will furnish the 
service to the Government. 

2. The action will result in 
authorizing small entities to furnish the 
service to the Government. 

3. There are no known regulatory 
alternatives which would accomplish 
the objectives of the Javits-Wagner- 
O’Day Act (41 U.S.C. 8501–8506) in 
connection with the service proposed 
for addition to the Procurement List. 

End of Certification 

Accordingly, the following service is 
added to the Procurement List: 

Service 

Service Type: Document Management/ 
Document Conversion 

Mandatory for: Army National Guard, 
Temple Army Readiness Center, 
Arlington, VA 

Mandatory Source of Supply: Columbia 

Lighthouse for the Blind, Washington, 
DC; Lighthouse for the Blind of Houston, 
Houston, TX; 

Contracting Activity: Dept of the Army, W39L 
USA NG Readiness Center 

The Committee finds good cause to 
dispense with the 30-day delay in the 
effective date normally required by the 
Administrative Procedure Act. See 5 
U.S.C. 553(d). This addition to the 
Committee’s Procurement List is 
effectuated because of the expiration of 
the current U.S. Army National Guard 
contract. The Federal customer 
contacted, and has worked diligently 
with the AbilityOne Program to fulfill 
this service need under the AbilityOne 
Program. To avoid performance 
disruption, and the possibility that the 
U.S. Army National Guard will refer its 
business elsewhere, this addition must 
be effective on September 28, 2020, 
ensuring timely execution for a 
September 28, 2020, start date while 
still allowing 10 days for comment. 
Pursuant to its own regulation 41 CFR 
51–2.4, the Committee conducted an 
impact analysis on the current 
contractor and found that there was not 
severe adverse impact on the current 
contractor. The Committee also 
published a notice of proposed 
Procurement List addition in the 
Federal Register on May 22, 2020, and 
did not receive any comments from any 
interested persons, including from the 
incumbent contractor. This addition 
will not create a public hardship and 
has limited effect on the public at large, 
but, rather, will create new jobs for 
other affected parties—people with 
significant disabilities in the AbilityOne 
program who otherwise face challenges 
securing employment. Moreover, this 
addition will enable Federal customer 
operations to continue without 
interruption. 

Michael R. Jurkowski, 
Deputy Director, Business & PL Operations. 
[FR Doc. 2020–20601 Filed 9–17–20; 8:45 am] 

BILLING CODE 6353–01–P 

CORPORATION FOR NATIONAL AND 
COMMUNITY SERVICE 

Agency Information Collection 
Activities; Submission to the Office of 
Management and Budget for Review 
and Approval; Response to Comment 
Request; Civic Engagement and 
Volunteering: Current Population 
Survey Supplement 

AGENCY: Corporation for National and 
Community Service. 
ACTION: Notice; response to comments. 

VerDate Sep<11>2014 19:15 Sep 17, 2020 Jkt 250001 PO 00000 Frm 00013 Fmt 4703 Sfmt 4703 E:\FR\FM\18SEN1.SGM 18SEN1jb
el

l o
n 

D
S

K
JL

S
W

7X
2P

R
O

D
 w

ith
 N

O
T

IC
E

S

mailto:Ryan.Oremland@FirstNet.gov
mailto:Ryan.Oremland@FirstNet.gov
mailto:Janell.Smith@FirstNet.gov
mailto:CMTEFedReg@AbilityOne.gov


58344 Federal Register / Vol. 85, No. 182 / Friday, September 18, 2020 / Notices 

SUMMARY: The Corporation for National 
and Community Service (CNCS) 
published a document in the Federal 
Register on July 1, 2020 requesting 
public comment on a public information 
collection request (ICR) entitled The 
Civic Engagement and Volunteering 
Supplement (CEV) for review and 
approval in accordance with the 
Paperwork Reduction Act. This 
document provides the agency response 
to comments received during the 60-day 
comment period. 
FOR FURTHER INFORMATION CONTACT: 
Amy Borgstrom, Associate Director of 
Policy, 202–422–2781. 
SUPPLEMENTARY INFORMATION: 

Comments 

A 60-day Notice requesting public 
comment was published in the Federal 
Register on July 1, 2020 at Vol. 85 No. 
127 FR 39537 39538. This comment 
period ended August 31, 2020. CNCS 
received 23 comments in response to 
the Notice. A majority of these 
comments (n = 18) supported the formal 
comments submitted by AL!VE, a 
national membership organization of 
over 500 leaders and professionals in 
volunteer engagement, and ASC, the 
association of the 52 Governor- 
supported state service commissions, 
which administer nearly 80% of 
AmeriCorps State and National Funding 
and support an ethic of service in their 
states and territories. The comments 
submitted by each organization and 
referenced by 16 other organizations are 
available at the Federal eRulemaking 
Portal at https://beta.regulations.gov/ 
document/CNCS-2020-0011-0020. In 
summary, the comments and agency 
responses to these coordinated and 
thoughtful comments are as follows: 

Reinstate questions on types of 
activity, types of organization, who 
asked respondent to volunteer for the 
organization, and number of 
organizations volunteered with in past 
year. The re-designed supplement is 
intended to focus on the broader 
concept of civic engagement, of which 
volunteerism is one component. The re- 
designed supplement incorporates many 
of the recommendations made by the 
National Academy of Sciences, as well 
as recommendations made by experts in 
the field of civic engagement, social 
capital and volunteering. The agency 
reduced the number of questions based 
on Census recommendations to decrease 
burden and to increase response rates. 
The agency utilized statistical methods 
to validate the questions retained to 
ensure they measure desired constructs. 

Add two new questions about barriers 
to volunteering and knowledge about 

how to volunteer. The re-designed 
supplement is intended to focus on the 
broader concept of civic engagement, of 
which volunteerism is one component. 
The re-designed supplement 
incorporates many of the 
recommendations made by the National 
Academy of Sciences, as well as 
recommendations made by experts in 
the field of civic engagement, social 
capital and volunteering. The agency 
reduced the number of questions based 
on Census recommendations to decrease 
burden and to increase response rates. 
The agency utilized statistical methods 
to validate the questions retained to 
ensure they measure desired constructs. 
The agency is conducting other 
volunteer research through its grant 
program to explore more detailed 
questions about civic engagement and 
volunteering. 

Request that the balance of the 
questions be provided between the civic 
and volunteering questions. The re- 
designed supplement is intended to 
focus on the broader concept of civic 
engagement, of which volunteerism is 
one component. The re-designed 
supplement incorporates many of the 
recommendations made by the National 
Academy of Sciences, as well as 
recommendations made by experts in 
the field of civic engagement, social 
capital and volunteering. The agency 
reduced the number of questions based 
on Census recommendations to decrease 
burden and to increase response rates. 
The agency utilized statistical methods 
to validate the questions retained to 
ensure they measure desired constructs. 

Request that CNCS reinstate its 
practice of conducting a standard data 
analysis and report of data collected in 
the Volunteering and Civic Life 
Assessment, making results accessible 
and searchable to the general public. 
The agency has experienced staffing 
constraints in the Office of Research and 
Evaluation and the Office of Information 
Technology making it challenging to 
conduct analysis, reporting, and public 
access to the information. 

It is critical that CNCS does not lose 
sight of the volunteerism portion of its 
mission, which is how most Americans 
engage in giving back to their 
community . . . which includes a 
central focus on researching and 
promoting community volunteerism and 
volunteer engagement in America more 
broadly. The agency agrees and 
anticipates a continuation and future 
resourcing of its volunteer research 
program. 

It is important for CNCS to fix the 
2019 supplement so future data is high 
quality and comparable to past federal 
data collections (2002 to 2015). 

Over a decade of national trend data 
indicates relatively little variation in the 
national rates of civic behaviors, 
including demographic variations. As 
such the volunteer research program has 
been expanded to include more local 
examinations of civic behaviors and to 
explore the use of alternative data 
sources. Keeping the instrument 
relatively stable for a third 
administration of the combined 
supplement will help ensure data 
quality moving forward. 

Ensure that the federal government 
collects and reports annually on the 
trends in service and civic life. Over a 
decade of national trend data indicates 
relatively little variation in the national 
rates of civic behaviors, including 
demographic variations. As such the 
volunteer research program has been 
expanded to include more local 
examinations of civic behaviors and to 
explore the use of alternative data 
sources. Annual data on national service 
trends is collected via an annual 
member exit survey and is separate from 
this instrument which collects data from 
a nationally representative sample of the 
U.S. population who may or may not 
engage in civic behaviors like 
volunteering and who may or may not 
receive stipends like participants in 
national service programs. Statute and 
annual appropriations provide 
resources for this research—how is the 
agency using these resources? The 
agency uses Congressional 
appropriations to pay the U.S. Census 
Bureau to administer the VCLA/CEV 
supplement on a biannual schedule. 
When the CPS supplement is not being 
administered, the agency uses the 
appropriations to support its volunteer 
research grant program (for more 
information see https://
www.nationalservice.gov/impact-our- 
nation/research-evaluation/research- 
competition). The agency has a different 
appropriations line for professional 
staffing which is the resource gap that 
has affected analysis, reporting, and 
access to the dataset. 

In addition to these comments, there 
were requests to move the order of the 
survey items, combine questions, 
remove questions, and expand upon 
questions. Two requests for adding 
COVID–19 related questions and two 
requests for adding questions specific to 
disasters were received. The items in 
their current order and structure have 
been tested and used for the 2017 and 
2019 administrations of the survey. 

The agency’s goal is to maintain 
relative stability in the instrument for a 
third administration to maintain the 
integrity and comparability of the data. 
Two new questions were added, 
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however, to facilitate the transition from 
employment-related questions in the 
Current Population Survey to the 
questions in the CEV. These new 
questions address one request to add 
employment-based volunteering and 
civic engagement behaviors. 

Finally, two additional types of 
comments were received. One category 
of comments references the importance 
of including volunteer engagement 
practitioners in agency decision-making 
about this national survey. The other 
type of comment references the 
importance of considering the full 
continuum of volunteering and civic 
behaviors and not just the more formal 
types of civic engagement behaviors 
measured in this supplement. 

The agency remains committed to 
being responsive to the expertise and 
information needs of all public 
stakeholders. The agency’s statutorily 
mandated volunteer research program 
will continue to evolve. The goal is 
continuous learning and improvement 
and this supplement is a key component 
of our overall volunteer research 
program. 

The CEV, however, comes with 
constraints in terms of number of survey 
items and time demands we can ask of 
respondents. Addressing the wide range 
of important questions about 
volunteering and civic engagement of 
interest to practitioners, researchers, 
and policymakers will require a 
comprehensive, multi-faceted strategy. 
The agency has begun designing and 
implementing this multi-dimensional 
approach and looks forward to building 
upon progress made to date in 
partnership with all interested 
stakeholders. 

Dated: September 9, 2020. 
Mary Hyde, 
Director, Office of Research and Evaluation. 
[FR Doc. 2020–20222 Filed 9–17–20; 8:45 am] 

BILLING CODE 6050–28–P 

DEPARTMENT OF DEFENSE 

Department of the Navy 

Notice of Intent To Prepare an 
Environmental Impact Statement for a 
Submarine Dry Dock and Waterfront 
Production Facility at the Pearl Harbor 
Naval Shipyard and Intermediate 
Maintenance Facility, Oahu, Hawaii, 
and To Announce the Public Scoping 
Meeting; Corrections 

AGENCY: Department of the Navy, 
Defense (DoD). 
ACTION: Notice; corrections. 

SUMMARY: The Department of the Navy 
published a document in the Federal 
Register of September 15, 2020, 
concerning its intent to prepare an 
Environmental Impact Statement (EIS) 
to evaluate the potential environmental 
effects associated with construction and 
operation of a submarine dry dock (DD) 
replacement and waterfront production 
facility (WPF) at the Pearl Harbor Naval 
Shipyard and Intermediate Maintenance 
Facility (PHNSY & IMF) at Joint Base 
Pearl Harbor-Hickam (JBPHH), Oahu, 
Hawaii and announce the public 
scoping period. The document 
contained incorrect dates and omitted 
details concerning the request for public 
comment. 
FOR FURTHER INFORMATION CONTACT: 
Andréa M. Von Burg Hall, Navy PHNSY 
DD/WPF EIS Project Manager, by 
telephone (808–472–1425) or email 
(andrea.vonburg-hall@navy.mil). 
SUPPLEMENTARY INFORMATION: 

Correction 

In the Federal Register of September 
15, 2020, in FR Doc. 2020–19961, on 
page 57194, the following corrections 
are made: 

1. On page 57195, in the first column, 
correct the DATES caption to read: 
DATES: The Navy is initiating a 35-day 
public scoping process beginning on 
September 15, 2020 and extending 
through October 19, 2020. The purpose 
of the public scoping process is to 
identify community interests and to 
receive comments on the scope of the 
EIS and the project’s potential to affect 
historic properties pursuant to Section 
106 of the National Historic 
Preservation Act of 1966, including 
identification of potential alternatives, 
information, and analyses relevant to 
the proposed action. This public 
scoping process starts with the 
publication of this Notice of Intent. The 
Navy is providing two web-based 
platforms for the public to learn about 
the Proposed Action and provide 
scoping comments. All comments are 
due by October 19, 2020. The Navy 
intends to publish the Draft EIS in July 
of 2021, the Final EIS in April 2022 
with a Record of Decision signed in 
September 2022. 

2. On page 57195, in the first column, 
correct the second sentence in 
paragraph 1. of the ADDRESSES caption 
to read: The virtual Open House will be 
available at www.PearlHarbor
DryDockEISOpenHouse.org from 12:00 
a.m. Hawaii Standard Time (HST) on 
September 15, 2020, to 11:59 p.m. (HST) 
on October 19, 2020. 

3. On page 57195, in the second 
column, correct SUPPLEMENTAL 

INFORMATION to read: SUPPLEMENTARY 
INFORMATION: Depot maintenance for 
PHNSY & IMF requires four DDs 
capable of docking current and future 
classes of submarines. In addition, to 
accommodate future submarine 
maintenance demands at PHNSY & IMF 
and improve operational readiness, the 
time spent servicing each submarine at 
the DD must be reduced. Infrastructure 
improvements and rearrangement of 
functions at PHNSY are, therefore, 
needed to ensure adequate capacity and 
operational efficiency. 

The purpose of the Proposed Action 
is to provide appropriate DD capacity at 
PHNSY & IMF to meet depot 
maintenance requirements and to 
provide a properly sized and configured 
WPF to enable efficient submarine 
maintenance. 

The Navy proposes DD replacement at 
PHNSY & IMF capable of performing 
depot-level maintenance on current and 
future fast-attack submarines. To meet 
the purpose and need, the Navy’s 
Proposed Action is to construct and 
operate a graving DD replacement and 
WPF at PHNSY & IMF, including 
permanent ancillary facilities such as 
new power and utilities. A graving or 
excavated DD is one that is constructed 
on land near the shore, using concrete. 
Other construction-related actions 
would include dredging, upgrade or 
replacement of new in-water structures, 
demolition of existing upland 
structures, and construction of new 
upland facilities. 

The Navy has identified four 
preliminary action alternatives to carry 
forward for analysis in the EIS along 
with the No Action alternative. These 
alternatives will be further refined based 
on input received from the public and 
resource agencies during scoping. 

Alternative 1 (No Action Alternative) 
would be no change from the status quo. 
A submarine DD replacement and WPF 
would not be built, and PHNSY & IMF 
would continue to service submarines 
using its existing infrastructure. 
Following the phasing out of the Los 
Angeles Class submarine in 2022, DD 3 
would no longer be capable of servicing 
any active submarines due to size 
limitations. 

Alternative 2 would consist of a 
covered graving DD replacement and 
bridge crane. A new WPF would be 
located east of the DD, servicing both 
the replacement DD and DD #2. 

Alternative 3 would consist of a 
covered graving DD replacement and 
bridge crane. A new WPF would be 
located west of the DD and would 
service only the replacement DD. 

Alternative 4 would consist of an 
uncovered graving DD replacement, 
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operated using a portal or gantry crane. 
A new WPF would be located east of the 
DD, servicing both the DD replacement 
and DD #2. 

Alternative 5 would consist of an 
uncovered graving DD replacement, 
operated using a portal or gantry crane. 
A new WPF would be located west of 
the DD and would service only the DD 
replacement. 

Environmental issues and resource 
areas to be examined in the EIS include, 
but are not limited to the following: 
Cultural Resources, Visual Resources, 
Public Health and Safety, Land Use, 
Socioeconomics, Environmental Justice, 
Soils, Water Quality, Topography and 
Geology, Air Quality, Terrestrial 
Biology, Marine Biology, Traffic, Marine 
Navigation, Noise, Utilities, and 
Hazardous Materials. Based on a 
preliminary evaluation of these 
resources, the Navy expects impacts on 
marine and cultural resources due to 
construction of the DD replacement and 
WPF. Additionally, temporary traffic 
impacts could result from construction 
activity. The EIS will also analyze 
measures that would avoid, minimize, 
or mitigate environmental effects. 

Additionally, the Navy will conduct 
all coordination, consultation, and 
permitting activities required by the 
National Historic Preservation Act, the 
Endangered Species Act, the 
Magnuson-Stevens Fishery 
Conservation and Management Act, the 
Clean Water Act, the Coastal Zone 
Management Act, and other laws and 
regulations determined to be applicable 
to the project. 

The Navy encourages federal, state, 
and local agencies, and interested 
persons to provide comments 
concerning the alternatives proposed for 
study and environmental issues for 
analysis in the EIS, as well as to identify 
specific environmental resources that 
the Navy should consider when 
developing the Draft EIS. The Navy will 
prepare the Draft EIS, including analysis 
of potential effects to those resources, 
which the Navy and the commenting 
public has identified. All comments 
received during the public scoping 
period will receive consideration during 
EIS preparation. 

Written comments on the scope of the 
EIS or the project’s potential to affect 
historic properties pursuant to Section 
106 of the National Historic 
Preservation Act of 1966 can be mailed 
or submitted electronically via the 
virtual Open House. To receive 
consideration, comments submitted by 
mail must be postmarked no later than 
October 19, 2020. Comments may be 
mailed to the following address: Naval 
Facilities Engineering Command Pacific, 

Attn: PHNSY DD/WPF EIS Project 
Manager, 258 Makalapa Drive, Suite 
100, Joint Base Pearl Harbor-Hickam, HI 
96860–3134. 

Comments may also be submitted 
electronically through the EIS website at 
www.PearlHarborDryDockEIS.org or the 
virtual Open House website, online at 
www.PearlHarborDryDockEIS
OpenHouse.org. Comments must be 
posted by 11:59 p.m. HST on October 
19, 2020. 

Dated: September 15, 2020. 
D.J. Antenucci, 
Commander, Judge Advocate General’s Corps, 
U.S. Navy, Federal Register Liaison Officer. 
[FR Doc. 2020–20645 Filed 9–17–20; 8:45 am] 

BILLING CODE 3810–FF–P 

DEPARTMENT OF ENERGY 

National Coal Council; Meeting 

AGENCY: Office of Fossil Energy, 
Department of Energy. 
ACTION: Notice of open meeting. 

SUMMARY: This notice announces a 
meeting of the National Coal Council 
(NCC). The Federal Advisory Committee 
Act requires that public notice of these 
meetings be announced in the Federal 
Register. 
DATES: Friday, October 23, 2020; 1:00 to 
3:15 p.m. (EST) 
ADDRESSES: This will be a virtual 
meeting conducted through WebEx. If 
you wish to join the meeting you must 
register by close of business (5:00 p.m. 
EST) on Tuesday, October 20, 2020, by 
using the form available at the following 
URL: http://
www.nationalcoalcouncil.org/page- 
NCC-Events.html. The email address 
you provide in the on-line registration 
form will be used to forward 
instructions on how to join the meeting 
using WebEx. WebEx requires a 
computer, web browser and an installed 
application (free). Instructions for 
joining the webcast will be sent to you 
two days in advance of the meeting. 
FOR FURTHER INFORMATION CONTACT: 
Thomas Sarkus, U.S. Department of 
Energy, National Energy Technology 
Laboratory, Mail Stop 920–125, P.O. 
Box 10940, Pittsburgh, PA 15236–0940; 
Telephone: (412) 386–5981; email: 
thomas.sarkus@netl.doe.gov. 
SUPPLEMENTARY INFORMATION: Purpose of 
the Council: The National Coal Council 
provides advice and recommendations 
to the Secretary of Energy on general 
policy matters relating to coal and the 
coal industry. 

Tentative Agenda 

Friday, October 23, 2020, 1:00–3:15 p.m. 
(EST) 

1. Call to order and opening remarks 
by Steven Winberg, NCC Designated 
Federal Officer & Assistant Secretary for 
Fossil Energy, U.S. Department of 
Energy; 

2. Keynote remarks by U.S. 
Department of Energy representative— 
To Be Determined; 

3. Keynote remarks by Jeffrey C. 
Grossman, Department Head, 
Department of Materials Science & 
Engineering, Massachusetts Institute of 
Technology on developments in coal-to- 
products technology development; 

4. Presentation by Shannan Banaga, 
Esq., Managing Director Strategic 
Communications and Ken Ditzel, 
Managing Director Economic Consulting 
with FTI Consulting on the future 
outlook for the energy sector; 

5. Public Comment Period; 
6. Other Business—Election of NCC 

Chair and Vice Chair for 2020–2021; 
and 

7. Adjourn. 
All attendees are requested to register 

in advance for the meeting at: http://
www.nationalcoalcouncil.org/page- 
NCC-Events.html. 

Public Participation: The meeting is 
open to the public. If you would like to 
file a written statement to be read 
during the virtual webcast, you may do 
so at least three calendar days prior to 
the event. Please email your written 
statement to Thomas Sarkus at 
thomas.sarkus@netl.doe.gov by 5:00 
p.m. (EST) on Tuesday, October 20, 
2020. If you would like to make an oral 
statement during the call regarding the 
reports being reviewed, you must both 
register to attend the webcast and also 
contact Thomas Sarkus, (412) 386–5981 
or thomas.sarkus@netl.doe.gov to state 
your desire to speak. You must make 
your request for an oral statement at 
least 3 calendar days before the meeting. 
Reasonable provision will be made to 
include oral statements at the 
conclusion of the meeting. However, 
those who fail to register in advance 
may not be accommodated. Oral 
statements are limited to 2-minutes per 
organization and per person. 

Minutes: A link to the transcript of the 
meeting will be posted on the Council’s 
website at: https://www.energy.gov/fe/ 
national-coal-council, or by contacting 
Thomas Sarkus above. 

Signed in Washington, DC, on September 
14, 2020. 
LaTanya Butler, 
Deputy Committee Management Officer. 
[FR Doc. 2020–20635 Filed 9–17–20; 8:45 am] 

BILLING CODE 6450–01–P 
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1 Golden Pass LNG Terminal LLC, DOE/FE Order 
No. 3978, FE Docket No. 12–156–LNG, Opinion and 
Order Granting Long-Term, Multi-Contract 
Authorization to Export Liquefied Natural Gas by 
Vessel from the Golden Pass LNG Terminal Located 
in Jefferson County, Texas, to Non-Free Trade 
Agreement Nations (Apr. 25, 2017), reh’g denied, 
DOE/FE Order No. 3978–A (Mar. 30, 2018), 
amended by DOE/FE Order Nos. 3978–B (Mar. 4, 
2020) and 3978–C (Mar. 24, 2020). 

2 This Notice applies only to the portion of 
Golden Pass LNG’s Application requesting a limited 
amendment of its non-FTA authorization (DOE/FE 
Order No. 3978), pursuant to section 3(a) of the 
NGA, 15 U.S.C. 717b(a). DOE/FE will review 
Golden Pass LNG’s request for a limited amendment 
to its FTA export authorization (in FE Docket No. 
12–88–LNG) separately pursuant to section 3(c) of 
the NGA, 15 U.S.C. 717b(c). 

3 See NERA Economic Consulting, 
Macroeconomic Outcomes of Market Determined 
Levels of U.S. LNG Exports (June 7, 2018), available 
at: https://www.energy.gov/sites/prod/files/2018/ 
06/f52/Macroeconomic%20LNG%20Export
%20Study%202018.pdf. 

4 U.S. Dep’t of Energy, Study on Macroeconomic 
Outcomes of LNG Exports: Response to Comments 
Received on Study; Notice of Response to 
Comments, 83 FR 67251 (Dec. 28, 2018). 

5 The Addendum and related documents are 
available at: http://energy.gov/fe/draft-addendum- 
environmental-review-documents-concerning- 
exports-natural-gas-united-states. 

6 The 2014 Life Cycle Greenhouse Gas Report is 
available at: http://energy.gov/fe/life-cycle- 
greenhouse-gas-perspective-exporting-liquefied- 
natural-gas-united-states. 

7 U.S. Dep’t of Energy, Life Cycle Greenhouse Gas 
Perspective on Exporting Liquefied Natural Gas 
From the United States: 2019 Update—Response to 
Comments, 85 FR 72 (Jan. 2, 2020). The 2019 
Update and related documents are available at: 
https://fossil.energy.gov/app/docketindex/docket/ 
index/21. 

DEPARTMENT OF ENERGY 

[FE Docket No. 12–156–LNG] 

Golden Pass LNG Terminal LLC; 
Application for Limited Amendment to 
Long-Term Authorization to Export 
Liquefied Natural Gas to Non-Free 
Trade Agreement Countries 

AGENCY: Office of Fossil Energy, 
Department of Energy. 
ACTION: Notice of application. 

SUMMARY: The Office of Fossil Energy 
(FE) of the Department of Energy (DOE) 
gives notice (Notice) of receipt of an 
Application for Limited Amendment 
(Application), filed on August 14, 2020, 
by Golden Pass LNG Terminal, LLC 
(Golden Pass LNG). Previously, in DOE/ 
FE Order No. 3978, DOE/FE authorized 
Golden Pass LNG to export domestically 
produced liquefied natural gas (LNG) 
from the proposed Golden Pass LNG 
Terminal to any country with which the 
United States does not have a free trade 
agreement (FTA) requiring national 
treatment for trade in natural gas, and 
with which trade is not prohibited by 
U.S. law or policy (non-FTA countries). 
The Application requests a limited 
amendment of Order No. 3978 to 
increase the approved non-FTA export 
volume from 808 billion cubic feet per 
year (Bcf/yr) to 937 Bcf/yr of natural 
gas—an increase of 129 Bcf/yr. Golden 
Pass LNG filed the Application under 
section 3 of the Natural Gas Act (NGA). 
DATES: Protests, motions to intervene, or 
notices of intervention, as applicable, 
requests for additional procedures, and 
written comments are to be filed using 
procedures detailed in the Public 
Comment Procedures section no later 
than 4:30 p.m., Eastern time, November 
17, 2020. 
ADDRESSES: 

Electronic Filing by email: fergas@
hq.doe.gov. 

Regular Mail U.S. Department of 
Energy (FE–34), Office of Regulation, 
Analysis, and Engagement, Office of 
Fossil Energy, P.O. Box 44375, 
Washington, DC 20026–4375. 

Hand Delivery or Private Delivery 
Services (e.g., FedEx, UPS, etc.) U.S. 
Department of Energy (FE–34), Office of 
Regulation, Analysis, and Engagement, 
Office of Fossil Energy, Forrestal 
Building, Room 3E–042, 1000 
Independence Avenue SW, Washington, 
DC 20585. 
FOR FURTHER INFORMATION CONTACT: 
Benjamin Nussdorf or Amy Sweeney, 
U.S. Department of Energy (FE–34), 
Office of Regulation, Analysis, and 
Engagement, Office of Fossil Energy, 
Forrestal Building, Room 3E–042, 1000 

Independence Avenue SW, Washington, 
DC 20585, (202) 586–7893 or (202) 586– 
2627, benjamin.nussdorf@hq.doe.gov or 
amy.sweeney@hq.doe.gov 

Cassandra Bernstein, U.S. Department 
of Energy (GC–76), Office of the 
Assistant General Counsel for Electricity 
and Fossil Energy, Forrestal Building, 
1000 Independence Avenue SW, 
Washington, DC 20585, (202) 586–9793, 
cassandra.bernstein@hq.doe.gov 
SUPPLEMENTARY INFORMATION: 

Golden Pass LNG states that, on May 
21, 2020, it filed an application with the 
Federal Energy Regulatory Commission 
(FERC) requesting to amend its existing 
FERC order for the proposed Golden 
Pass LNG Terminal—to be located in 
Jefferson County, Texas—to increase the 
Terminal’s authorized maximum LNG 
production capacity. Golden Pass LNG 
states that, in the Application filed in 
this proceeding, it seeks to align its 
authorized LNG export quantity based 
on the maximum LNG production 
capacity requested in its pending FERC 
application. Specifically, Golden Pass 
LNG asks DOE/FE to increase its 
approved non-FTA exports in DOE/FE 
Order No. 3978 1 from 15.6 million 
metric tons per annum (mtpa) to 18.1 
mtpa of LNG, which Golden Pass LNG 
states is equivalent to an increase from 
808 Bcf/yr to 937 Bcf/yr of natural gas 
(an increase of 129 Bcf/yr).2 

Additional details can be found in 
Golden Pass LNG’s Application, posted 
on the DOE/FE website at: https://
www.energy.gov/sites/prod/files/2020/ 
08/f77/FE12-156-LNG%20GPLNG
%20Amendment%20Application
%20Quantity%208-14-20.pdf. Golden 
Pass LNG also filed a clarification to the 
Application, which is posted on the 
DOE/FE website at: https://
www.energy.gov/sites/prod/files/2020/ 
09/f78/Golden%20Pass
%20Clarification.pdf. 

DOE/FE Evaluation 
In reviewing Golden Pass LNG’s 

Application, DOE will consider any 

issues required by law or policy. DOE 
will consider domestic need for the 
natural gas, as well as any other issues 
determined to be appropriate, including 
whether the arrangement is consistent 
with DOE’s policy of promoting 
competition in the marketplace by 
allowing commercial parties to freely 
negotiate their own trade arrangements. 
As part of this analysis, DOE will 
consider the study entitled, 
Macroeconomic Outcomes of Market 
Determined Levels of U.S. LNG Exports 
(2018 LNG Export Study),3 and DOE/ 
FE’s response to public comments 
received on that Study.4 

Additionally, DOE will consider the 
following environmental documents: 

• Addendum to Environmental 
Review Documents Concerning Exports 
of Natural Gas From the United States, 
79 FR 48132 (Aug. 15, 2014); 5 

• Life Cycle Greenhouse Gas 
Perspective on Exporting Liquefied 
Natural Gas From the United States, 79 
FR 32260 (June 4, 2014); 6 and 

• Life Cycle Greenhouse Gas 
Perspective on Exporting Liquefied 
Natural Gas From the United States: 
2019 Update, 84 FR 49278 (Sept. 19, 
2019), and DOE/FE’s response to public 
comments received on that study.7 

Parties that may oppose this 
Application should address these issues 
and documents in their comments and 
protests, as well as other issues deemed 
relevant to the Application. 

The National Environmental Policy 
Act (NEPA), 42 U.S.C. 4321 et seq., 
requires DOE to give appropriate 
consideration to the environmental 
effects of its proposed decisions. No 
final decision will be issued in this 
proceeding until DOE has met its 
environmental responsibilities. 
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Public Comment Procedures 

In response to this Notice, any person 
may file a protest, comments, or a 
motion to intervene or notice of 
intervention, as applicable. Interested 
parties will be provided 60 days from 
the date of publication of this Notice in 
which to submit comments, protests, 
motions to intervene, or notices of 
intervention. 

Any person wishing to become a party 
to the proceeding must file a motion to 
intervene or notice of intervention. The 
filing of comments or a protest with 
respect to the Application will not serve 
to make the commenter or protestant a 
party to the proceeding, although 
protests and comments received from 
persons who are not parties will be 
considered in determining the 
appropriate action to be taken on the 
Application. All protests, comments, 
motions to intervene, or notices of 
intervention must meet the 
requirements specified by the 
regulations in 10 CFR part 590. 

Filings may be submitted using one of 
the following methods: (1) Emailing the 
filing to fergas@hq.doe.gov, with FE 
Docket No. 12–156–LNG in the title 
line; (2) mailing an original and three 
paper copies of the filing to the Office 
of Regulation, Analysis, and 
Engagement at the address listed in 
ADDRESSES; or (3) hand delivering an 
original and three paper copies of the 
filing to the Office of Regulation, 
Analysis, and Engagement at the 
address listed in ADDRESSES. All filings 
must include a reference to FE Docket 
No. 12–156–LNG. PLEASE NOTE: If 
submitting a filing via email, please 
include all related documents and 
attachments (e.g., exhibits) in the 
original email correspondence. Please 
do not include any active hyperlinks or 
password protection in any of the 
documents or attachments related to the 
filing. All electronic filings submitted to 
DOE must follow these guidelines to 
ensure that all documents are filed in a 
timely manner. Any hardcopy filing 
submitted greater in length than 50 
pages must also include, at the time of 
the filing, a digital copy on disk of the 
entire submission. 

A decisional record on the 
Application will be developed through 
responses to this Notice by parties, 
including the parties’ written comments 
and replies thereto. Additional 
procedures will be used as necessary to 
achieve a complete understanding of the 
facts and issues. If an additional 
procedure is scheduled, notice will be 
provided to all parties. If no party 
requests additional procedures, a final 
Opinion and Order may be issued based 

on the official record, including the 
Application and responses filed by 
parties pursuant to this Notice, in 
accordance with 10 CFR 590.316. 

The Application is available for 
inspection and copying in the Office of 
Regulation, Analysis, and Engagement 
docket room, Room 3E–042, 1000 
Independence Avenue SW, Washington, 
DC 20585. The docket room is open 
between the hours of 8:00 a.m. and 4:30 
p.m., Monday through Friday, except 
Federal holidays. The Application and 
any filed protests, motions to intervene, 
notices of interventions, and comments 
will also be available electronically by 
going to the following DOE/FE Web 
address: http://www.fe.doe.gov/ 
programs/gasregulation/index.html. 

Signed in Washington, DC, on September 
11, 2020. 
Amy Sweeney, 
Director, Office of Regulation, Analysis, and 
Engagement, Office of Oil and Natural Gas. 
[FR Doc. 2020–20504 Filed 9–17–20; 8:45 am] 

BILLING CODE 6450–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Docket No. ER20–2865–000] 

64NB 8me LLC; Supplemental Notice 
That Initial Market-Based Rate Filing 
Includes Request for Blanket Section 
204 Authorization 

This is a supplemental notice in the 
above-referenced 64NB 8me LLC’s 
application for market-based rate 
authority, with an accompanying rate 
tariff, noting that such application 
includes a request for blanket 
authorization, under 18 CFR part 34, of 
future issuances of securities and 
assumptions of liability. 

Any person desiring to intervene or to 
protest should file with the Federal 
Energy Regulatory Commission, 888 
First Street NE, Washington, DC 20426, 
in accordance with Rules 211 and 214 
of the Commission’s Rules of Practice 
and Procedure (18 CFR 385.211 and 
385.214). Anyone filing a motion to 
intervene or protest must serve a copy 
of that document on the Applicant. 

Notice is hereby given that the 
deadline for filing protests with regard 
to the applicant’s request for blanket 
authorization, under 18 CFR part 34, of 
future issuances of securities and 
assumptions of liability, is October 5, 
2020. 

The Commission encourages 
electronic submission of protests and 
interventions in lieu of paper, using the 
FERC Online links at http://

www.ferc.gov. To facilitate electronic 
service, persons with internet access 
who will eFile a document and/or be 
listed as a contact for an intervenor 
must create and validate an 
eRegistration account using the 
eRegistration link. Select the eFiling 
link to log on and submit the 
intervention or protests. 

Persons unable to file electronically 
may mail similar pleadings to the 
Federal Energy Regulatory Commission, 
888 First Street NE, Washington, DC 
20426. Hand delivered submissions in 
docketed proceedings should be 
delivered to Health and Human 
Services, 12225 Wilkins Avenue, 
Rockville, Maryland 20852. 

In addition to publishing the full text 
of this document in the Federal 
Register, the Commission provides all 
interested persons an opportunity to 
view and/or print the contents of this 
document via the internet through the 
Commission’s Home Page (http://
ferc.gov) using the ‘‘eLibrary’’ link. 
Enter the docket number excluding the 
last three digits in the docket number 
field to access the document. At this 
time, the Commission has suspended 
access to the Commission’s Public 
Reference Room, due to the 
proclamation declaring a National 
Emergency concerning the Novel 
Coronavirus Disease (COVID–19), issued 
by the President on March 13, 2020. For 
assistance, contact the Federal Energy 
Regulatory Commission at 
FERCOnlineSupport@ferc.gov or call 
toll-free, (886) 208–3676 or TYY, (202) 
502–8659. 

Dated: September 14, 2020. 
Nathaniel J. Davis, Sr., 
Deputy Secretary. 
[FR Doc. 2020–20616 Filed 9–17–20; 8:45 am] 

BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

Combined Notice of Filings #1 

Take notice that the Commission 
received the following electric corporate 
filings: 

Docket Numbers: EC20–59–000. 
Applicants: PurEnergy II, LLC, Orion 

Acquisitions, LLC. 
Description: Response to August 27, 

2020 Deficiency Letter of Orion 
Acquisitions, LLC. 

Filed Date: 9/8/20. 
Accession Number: 20200908–5213. 
Comments Due: 5 p.m. ET 9/18/20. 
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Take notice that the Commission 
received the following electric rate 
filings: 

Docket Numbers: ER20–644–001. 
Applicants: Southwest Power Pool, 

Inc. 
Description: Compliance filing: Fast- 

Start Pricing Practices Compliance 
Filing in Response to July 2020 Order to 
be effective 5/18/2022. 

Filed Date: 9/14/20. 
Accession Number: 20200914–5065. 
Comments Due: 5 p.m. ET 10/5/20. 
Docket Numbers: ER20–1593–001; 

ER20- 1596–001; ER20–1597–001; 
ER20–1599–001; ER20–1594–001. 

Applicants: Highlander Solar Energy 
Station 1, LLC, Pleinmont Solar 1, LLC, 
Pleinmont Solar 2, LLC, Richmond 
Spider Solar, LLC, Highlander IA, LLC. 

Description: Notice of Non-Material 
Change in Status of Highlander Solar 
Energy Station 1, LLC, et al. 

Filed Date: 9/11/20. 
Accession Number: 20200911–5339. 
Comments Due: 5 p.m. ET 10/2/20. 
Docket Numbers: ER20–2872–000. 
Applicants: PJM Interconnection, 

L.L.C. 
Description: § 205(d) Rate Filing: 

Amendment to ISA, SA No. 5612; 
Queue No. AF1–185 to be effective 3/ 
10/2020. 

Filed Date: 9/14/20. 
Accession Number: 20200914–5053. 
Comments Due: 5 p.m. ET 10/5/20. 
Docket Numbers: ER20–2873–000. 
Applicants: PJM Interconnection, 

L.L.C. 
Description: § 205(d) Rate Filing: 

Amendment to ISA, SA No. 3989; 
Queue No. Y2–079 to be effective 9/3/ 
2014. 

Filed Date: 9/14/20. 
Accession Number: 20200914–5056. 
Comments Due: 5 p.m. ET 10/5/20. 
Docket Numbers: ER20–2874–000. 
Applicants: Horizon West 

Transmission, LLC. 
Description: Compliance filing: 

Horizon West Transmission, LLC 
Depreciation Rate Filing to be effective 
9/15/2020. 

Filed Date: 9/14/20. 
Accession Number: 20200914–5077. 
Comments Due: 5 p.m. ET 10/5/20. 
Docket Numbers: ER20–2875–000. 
Applicants: Southwest Power Pool, 

Inc. 
Description: Compliance filing: 

Compliance Filing in Response to Order 
issued in EL19–80–000 to be effective 6/ 
11/2019. 

Filed Date: 9/14/20. 
Accession Number: 20200914–5084. 
Comments Due: 5 p.m. ET 10/5/20. 
Docket Numbers: ER20–2876–000. 

Applicants: PJM Interconnection, 
L.L.C. 

Description: § 205(d) Rate Filing: 
Original ISA, SA No. 5749; Queue No. 
AB1–105 to be effective 8/18/2020. 

Filed Date: 9/14/20. 
Accession Number: 20200914–5100. 
Comments Due: 5 p.m. ET 10/5/20. 
The filings are accessible in the 

Commission’s eLibrary system (https://
elibrary.ferc.gov/idmws/search/ 
fercgensearch.asp) by querying the 
docket number. 

Any person desiring to intervene or 
protest in any of the above proceedings 
must file in accordance with Rules 211 
and 214 of the Commission’s 
Regulations (18 CFR 385.211 and 
385.214) on or before 5:00 p.m. Eastern 
time on the specified comment date. 
Protests may be considered, but 
intervention is necessary to become a 
party to the proceeding. 

eFiling is encouraged. More detailed 
information relating to filing 
requirements, interventions, protests, 
service, and qualifying facilities filings 
can be found at: http://www.ferc.gov/ 
docs-filing/efiling/filing-req.pdf. For 
other information, call (866) 208–3676 
(toll free). For TTY, call (202) 502–8659. 

Dated: September 14, 2020. 
Nathaniel J. Davis, Sr., 
Deputy Secretary. 
[FR Doc. 2020–20618 Filed 9–17–20; 8:45 am] 

BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Docket No. ER20–2866–000] 

91MC 8me, LLC; Supplemental Notice 
That Initial Market-Based Rate Filing 
Includes Request for Blanket Section 
204 Authorization 

This is a supplemental notice in the 
above-referenced 91MC 8me, LLC’s 
application for market-based rate 
authority, with an accompanying rate 
tariff, noting that such application 
includes a request for blanket 
authorization, under 18 CFR part 34, of 
future issuances of securities and 
assumptions of liability. 

Any person desiring to intervene or to 
protest should file with the Federal 
Energy Regulatory Commission, 888 
First Street NE, Washington, DC 20426, 
in accordance with Rules 211 and 214 
of the Commission’s Rules of Practice 
and Procedure (18 CFR 385.211 and 
385.214). Anyone filing a motion to 
intervene or protest must serve a copy 
of that document on the Applicant. 

Notice is hereby given that the 
deadline for filing protests with regard 
to the applicant’s request for blanket 
authorization, under 18 CFR part 34, of 
future issuances of securities and 
assumptions of liability, is October 5, 
2020. 

The Commission encourages 
electronic submission of protests and 
interventions in lieu of paper, using the 
FERC Online links at http://
www.ferc.gov. To facilitate electronic 
service, persons with internet access 
who will eFile a document and/or be 
listed as a contact for an intervenor 
must create and validate an 
eRegistration account using the 
eRegistration link. Select the eFiling 
link to log on and submit the 
intervention or protests. 

Persons unable to file electronically 
may mail similar pleadings to the 
Federal Energy Regulatory Commission, 
888 First Street NE, Washington, DC 
20426. Hand delivered submissions in 
docketed proceedings should be 
delivered to Health and Human 
Services, 12225 Wilkins Avenue, 
Rockville, Maryland 20852. 

In addition to publishing the full text 
of this document in the Federal 
Register, the Commission provides all 
interested persons an opportunity to 
view and/or print the contents of this 
document via the internet through the 
Commission’s Home Page (http://
ferc.gov) using the ‘‘eLibrary’’ link. 
Enter the docket number excluding the 
last three digits in the docket number 
field to access the document. At this 
time, the Commission has suspended 
access to the Commission’s Public 
Reference Room, due to the 
proclamation declaring a National 
Emergency concerning the Novel 
Coronavirus Disease (COVID–19), issued 
by the President on March 13, 2020. For 
assistance, contact the Federal Energy 
Regulatory Commission at 
FERCOnlineSupport@ferc.gov or call 
toll-free, (886) 208–3676 or TYY, (202) 
502–8659. 

Dated: September 14, 2020. 
Nathaniel J. Davis, Sr., 
Deputy Secretary. 
[FR Doc. 2020–20617 Filed 9–17–20; 8:45 am] 

BILLING CODE 6717–01–P 

ENVIRONMENTAL PROTECTION 
AGENCY 

[ER–FRL–9052–8] 

Amended Environmental Impact 
Statement Filing System Guidance 

AGENCY: Environmental Protection 
Agency (EPA). 
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ACTION: Notice. 

SUMMARY: The Environmental Protection 
Agency (EPA) is amending its 
Environmental Impact Statement (EIS) 
Filing System Guidance. The purpose of 
the EPA EIS Filing System Guidelines is 
to provide guidance to Federal agencies 
on filing EISs, including draft, final, and 
supplemental EISs. 
DATES: The amended EIS Filing System 
Guidance is available on the date of 
publication of this notice. 
ADDRESSES: The amended EIS Filing 
System Guidance is available via the 
internet at https://www.epa.gov/nepa/ 
environmental-impact-statement-filing- 
guidance. 

FOR FURTHER INFORMATION CONTACT: Julie 
Roemele, NEPA Compliance Division, 
Office of Federal Activities, Mail Code 
2203A, Environmental Protection 
Agency, 1200 Pennsylvania Ave. NW, 
Washington, DC 20460; telephone 
number: 202–564–5632; fax number: 
202–564–0070; email address: 
roemele.julie@epa.gov. 
SUPPLEMENTARY INFORMATION: 

Introduction 

On October 7, 1977, the Council of 
Environmental Quality (CEQ) and the 
Environmental Protection Agency (EPA) 
signed a Memorandum of Agreement 
(MOA) that allocated the 
responsibilities of the two agencies for 
assuring the government-wide 
implementation of the National 
Environmental Policy Act of 1969 
(NEPA). Specifically, the MOA 
transferred to EPA the administrative 
aspects of the environmental impact 
statement (ElS) filing process. Within 
EPA, the Office of Federal Activities has 
been designated the official recipient in 
EPA of all EISs. These responsibilities 
have been codified in CEQ’s NEPA 
Implementing Regulations (40 CFR parts 
1500–1508), and are totally separate 
from the substantive EPA reviews 
performed pursuant to both NEPA and 
Section 309 of the Clean Air Act. 

Under 40 CFR 1506.10, EPA can issue 
guidelines to implement its EIS filing 
responsibilities. The purpose of the EPA 
Filing System Guidelines is to provide 
guidance to Federal agencies on filing 
EISs, including draft, final, and 
supplemental EISs. Information is 
provided on: (1) How to file EISs; (2) the 
steps to follow when a Federal agency 
is adopting an EIS, or when an EIS is 
withdrawn, delayed or reopened; (3) 
public review periods; (4) issuance of 
notices of availability in the Federal 
Register; and (5) retention of filed EISs. 

The guidelines published today 
update the previous guidelines, which 

were first published in the Federal 
Register on August 24, 2012. These 
updated guidelines have been modified 
to incorporate changes necessary to 
make it consistent with the updated 
CEQ NEPA regulations. 85 FR 43304 
(July 16, 2020). 

Purpose 
Pursuant to 40 CFR 1506.10 and 

1506.11, EPA is responsible for 
administering the EIS filing process, and 
can issue guidelines to implement those 
responsibilities. The process of EIS 
filing includes the following: (1) 
Receiving and recording of the EISs, so 
that information in them can be 
incorporated into EPA’s electronic EIS 
database; (2) establishing the beginning 
and ending dates for comment and 
review periods for draft and final EISs, 
respectively; (3) publishing these dates 
in a weekly Notice of Availability 
(NOA) in the Federal Register; (4) 
retaining the EISs in a central 
repository; and (5) determining whether 
time periods can be lengthened or 
shortened for ‘‘compelling reasons of 
national policy.’’ 

Filing Draft, Final, and Supplemental 
EISs 

Federal agencies are required to 
prepare EISs in accordance with 40 CFR 
part 1502, and to file the EISs with EPA 
as specified in 40 CFR 1506.10. 

As of October 1, 2012, Federal 
agencies file an EIS by submitting the 
complete EIS, including appendices, to 
EPA through the e-NEPA electronic 
filing system. 

Please note that if a Federal agency 
prepares an abbreviated Final EIS (as 
described in 40 CFR 1503.4(c)), it 
should include a new cover sheet on the 
Draft EIS when filing it as the Final EIS. 
To sign up for e-NEPA, register for an 
account at https://cdx.epa.gov/, select 
‘‘NEPA Electronic Filing System (e- 
NEPA)’’ when prompted to add a 
program. Inquiries can also be made to: 
(202) 564–5632 or (202) 564–4462 or by 
email to: EIS-filing@epa.gov. The e- 
NEPA Guide on Registration and 
Preparing an EIS for Electronic 
Submission is available on EPA’s 
website at https://www.epa.gov/nepa/e- 
nepa-guide-registration-and-preparing- 
eis-electronic-submission. EPA 
recommends that filers review this 
guidance before filing the EIS to ensure 
that the documents are properly 
formatted and meet the file size 
requirements. 

Once received by EPA, each EIS is 
assigned an official filing date and 
checked for completeness and 
compliance with 40 CFR 1502.10. If the 
EIS is not ‘‘complete’’ (i.e., if the 

documents do not contain the required 
components), EPA will contact the lead 
agency to obtain the omitted 
information or to resolve any questions 
prior to publishing the NOA in the 
Federal Register. 

The EIS submittal deadline is on 
Mondays at 10:00 a.m. Eastern Time for 
publication that same week in Friday’s 
Federal Register. When Mondays are 
designated federal holidays, the 
deadline will be 10:00 a.m. Eastern 
Time of the Friday before the federal 
holiday until further notice. 

The EISs must be filed no earlier than 
they are transmitted to participating 
agencies and made available to the 
public (40 CFR 1506.10). This will 
assure that the EIS is received by all 
interested parties by the time EPA’s 
NOA appears in the Federal Register, 
and, therefore, allows for the full 
minimum comment and review periods. 
If EPA receives a request to file an EIS 
and transmittal of that EIS is not 
complete, it will not publish a NOA in 
the Federal Register until assurances 
have been given that the transmittal 
process is complete. Similarly, if EPA 
discovers that a filed EIS has not been 
transmitted by the lead agency, EPA 
will issue a notice with the weekly NOA 
retracting the EIS from public review of 
the EIS until the transmittal process is 
completed. Once the agency has 
fulfilled the requirements of 40 CFR 
1506.10, and has completed the 
transmittal process, EPA will reestablish 
the filing date and the minimum 
comment or review period, and will 
publish this information in the next 
NOA. Requirements for publication of 
EISs appear in 40 CFR 1502.20. Please 
note that the EIS submitted to the Office 
of Federal Activities through e-NEPA is 
only for filing purposes. 

Adoptions 
EPA must be notified when a Federal 

agency adopts an EIS in order to 
commence the appropriate comment or 
review period. If a Federal agency 
chooses to adopt an EIS written by 
another agency, and it was not a 
cooperating agency in the preparation of 
the original EIS, the EIS must be 
republished and filed with EPA 
according to the requirements set forth 
in 40 CFR 1506.3(b)(1). In turn, EPA 
will publish a NOA in the Federal 
Register announcing that the document 
will have an appropriate comment or 
review period. 

When an agency adopts an EIS on 
which it served as a cooperating agency 
(40 CFR 1506.3(b)(2)), the document 
does not need to be republished for 
public comment or review; it is not 
necessary to file the EIS again with EPA. 
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However, EPA should be notified in 
order to ensure that the official EIS 
record is accurate. Notifications can be 
sent by email to: EIS-filing@epa.gov. 
Official notification is a signed letter on 
agency letterhead by an appropriate 
approving official. EPA will publish a 
NOA in the Federal Register that states 
that an adoption has occurred. This will 
not establish a comment or review 
period, but will complete the public 
record. 

Withdrawing, Delaying, or Reopening a 
Comment or Review Period 

EPA should also be notified of all 
situations where an agency has decided 
to withdraw, delay, or reopen a 
comment or review period on an EIS. 
Notifications can be sent by email to: 
EIS-filing@epa.gov. Official notification 
may be a signed letter on agency 
letterhead by an appropriate approving 
official or a copy of the agency’s 
published Federal Register public 
notice detailing a withdraw, delay or a 
reopening of a comment or review 
period. All such notices to EPA will be 
reflected in EPA’s weekly NOA 
published in the Federal Register. In the 
case of reopening an EIS comment or 
review periods, the lead agency should 
notify EPA as to what measures will be 
taken to ensure that the EIS is available 
to all interested parties. This is 
especially important for EISs that are 
being reopened after a substantial 
amount of time has passed since the 
original comment or review period 
closed. 

Notice in the Federal Register 
EPA will prepare a weekly report of 

all EISs filed during the preceding week 
for publication each Friday under an 
NOA in the Federal Register. If the 
Friday is a Federal holiday the 
publication will be on Thursday. At the 
time EPA sends its weekly report for 
publication in the Federal Register, the 
report will also be sent to the CEQ. 
Amended notices may be added to the 
NOA to include corrections, changes in 
comment or review periods of 
previously filed EISs, withdrawals of 
EISs by lead agencies, and retractions of 
EISs by EPA. 

Comment/Review Periods 
The minimum time periods set forth 

in 40 CFR 1506.11 (b), (c), and (d) are 
calculated from the date EPA publishes 
the NOA in the Federal Register. 

Comment periods for draft EISs, draft 
supplements, and revised draft EISs will 
end 45 calendar days after publication 
of the NOA in the Federal Register; 
review periods for final EISs and final 
supplements will end 30 calendar days 

after publication of the NOA in the 
Federal Register, unless otherwise 
provided by law. If a calculated 
comment or review period ends on a 
weekend or holiday, then the comment 
or review period would end on the next 
Federal business day. While these 
comment or review periods are 
minimum time periods, a lead agency 
may establish longer comment or review 
periods when filing the EIS through e- 
NEPA. 

If the lead agency extends the 
comment or review period after the 
publication of EPA’s NOA, it must 
notify EPA of the extended comment or 
review period by submitting an official 
notification to EPA Office of Federal 
Activities. Official notification may be a 
signed letter on agency letterhead by an 
appropriate approving official or a copy 
of the agency’s published Federal 
Register public notice detailing a 
comment or review period extension. 
For more detail on the process, please 
contact EIS-Filing@epa.gov. 

Agencies often publish (either in their 
EISs or individual notices to the public) 
a date by which all comments on an EIS 
are to be received; such actions are 
encouraged. However, agencies should 
ensure that the date they use is based on 
the date of publication of EPA’s NOA in 
the Federal Register. If the published 
date gives reviewers less than the 
minimum review time computed by 
EPA, EPA will contact the agency 
explaining how the comment/review 
period is calculated and the correct date 
by which comments are due back to the 
lead agency. In these cases, EPA 
encourages agencies to notify all 
reviewers and interested parties of the 
corrected comment/review periods. 

It should be noted that 40 CFR 
1506.11(c) allows for an exception to the 
rules of timing. An exception may be 
made in the case of an agency decision 
which is subject to a formal internal 
appeal. Agencies should assure that 
EPA is informed when the agency 
determines to run the period for appeal 
of the decision concurrent with the 30- 
day review period so that it can be 
coordinated with EPA’s NOA 
publication in the Federal Register. 

Moreover, under 40 CFR 1506.11(e), 
EPA has the authority to extend or 
reduce the time periods on draft and 
final EISs based on a demonstration of 
‘‘compelling reasons of national policy.’’ 
A lead agency request to EPA to reduce 
comment or review periods or another 
Federal agency (not the lead agency) 
request to formally extend a time period 
should be submitted in writing to the 
Director, Office of Federal Activities, 
and outline the reasons for the request. 
These requests can be submitted by 

email to: EIS-filing@epa.gov. A meeting 
to discuss the consequences for the 
project and any decision to change 
comment or review periods may be 
necessary. For this reason, EPA asks that 
it be made aware of any intent to submit 
requests of this type as early as possible 
in the NEPA process. This is to prevent 
the possibility of the time frame for the 
decision on the comment or review 
period modification from interfering 
with the lead agency’s schedule for the 
EIS. EPA will notify CEQ of any 
reduction or extension granted. 

Retention 

Filed EISs are retained in the EPA EIS 
database and made available to the 
public through EPA’s website. After a 
total of fifteen (15) years the EISs are 
transferred to the National Archives 
Records Administration. The retention 
schedule does not affect the availability 
of these electronic copies. 

Dated: September 14, 2020. 
Cindy S. Barger, 
Director, NEPA Compliance Division, Office 
of Federal Activities. 
[FR Doc. 2020–20543 Filed 9–17–20; 8:45 am] 

BILLING CODE 6560–50–P 

ENVIRONMENTAL PROTECTION 
AGENCY 

[FRL–10014–40-Region 8] 

Public Water System Supervision 
Program Revision for the State of Utah 

AGENCY: Environmental Protection 
Agency (EPA). 
ACTION: Notice. 

SUMMARY: Public notice is hereby given 
that the state of Utah has revised its 
Public Water System Supervision 
(PWSS) Program by establishing 
Administrative Penalty Authority that 
applies to its drinking water program. 
EPA has reviewed Utah’s submittal, and 
determined that the Administrative 
Penalty Authority is no less stringent 
than the federal regulations. EPA is 
proposing to approve the 
Administrative Penalty Authority 
requirements for Utah. This approval 
action does not extend to public water 
systems in Indian country. Please see 
SUPPLEMENTARY INFORMATION, Unit B. 
DATES: Any interested parties may 
request a public hearing on this 
determination by October 19, 2020. 
Please see SUPPLEMENTARY INFORMATION, 
Unit C, for details. Should no timely 
and appropriate request for a hearing be 
received, and the Regional 
Administrator (RA) does not elect to 
hold a hearing on his/her own motion, 
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this determination shall become 
applicable October 19, 2020 and no 
further public notice will be issued. 
ADDRESSES: Requests for a public 
hearing should be addressed to: Robert 
Clement by email at clement.robert@
epa.gov or by phone (303) 312–6653. 
FOR FURTHER INFORMATION CONTACT: 
Robert Clement, Drinking Water B 
Section, EPA Region 8, Denver, 
Colorado by email at clement.robert@
epa.gov or by phone (303) 312–6653. 
SUPPLEMENTARY INFORMATION: In 
accordance with the provisions of 
section 1413 of the Safe Drinking Water 
Act (SDWA), 42 U.S.C. 300g–2, and 40 
CFR 142.13, public notice is hereby 
given that the state of Utah has revised 
its PWSS program by adopting federal 
regulations for the Penalty Authority 
Rule that correspond to the NPDWR in 
40 CFR parts 141 and 142. EPA has 
reviewed Utah’s regulations and 
determined they are no less stringent 
than the federal regulations. EPA is 
proposing to approve Utah’s primacy 
revision for the Penalty Authority rule. 
This approval action does not extend to 
public water systems in Indian country 
as defined in 18 U.S.C. 1151. Please see 
SUPPLEMENTARY INFORMATION, Unit B. 

A. Why are revisions to State programs 
necessary? 

States with primary PWSS 
enforcement authority must comply 
with the requirements of 40 CFR part 
142 to maintain primacy. They must 
adopt regulations that are at least as 
stringent as the NPDWRs at 40 CFR 
parts 141 and 142, as well as adopt all 
new and revised NPDWRs in order to 
retain primacy (40 CFR 142.12(a)). 

B. How does this action affect Indian 
country (18 U.S.C. 1151) in Utah? 

EPA’s approval of Utah’s revised 
PWSS program does not extend to 
Indian country as defined in 18 U.S.C. 
1151. Indian country in Utah generally 
includes (1) lands within the exterior 
boundaries of the following Indian 
reservations located within Utah, in part 
or in full: the Goshute Reservation, the 
Navajo Indian Reservation, the 
reservation lands of the Paiute Indian 
Tribe of Utah (Cedar Band of Paiutes, 
Kanosh Band of Paiutes, Koosharem 
Band of Paiutes, Indian Peaks Band of 
Paiutes and Shivwits Band of Paiutes), 
the Skull Valley Indian Reservation, the 
Uintah and Ouray Reservation (subject 
to federal court decisions removing 
certain lands from Indian country status 
within the Uintah and Ouray 
Reservation), and the Washakie 
Reservation; (2) any land held in trust 
by the United States for an Indian tribe; 

and (3) any other areas which are 
‘‘Indian country’’ within the meaning of 
18 U.S.C. 1151. EPA or eligible Indian 
tribes, as appropriate, will retain PWSS 
program responsibilities over public 
water systems in Indian country. 

C. Requesting a Hearing 

Any interested party may request a 
hearing on this determination within 
thirty (30) days of this notice. All 
requests shall include the following 
information: Name, address, and 
telephone number of the individual, 
organization, or other entity requesting 
a hearing; a brief statement of interest 
and information to be submitted at the 
hearing; and a signature of the 
interested individual or responsible 
official, if made on behalf of an 
organization or other entity. Frivolous 
or insubstantial requests for a hearing 
may be denied by the RA. 

Notice of any hearing shall be given 
not less than fifteen (15) days prior to 
the time scheduled for the hearing and 
will be made by the RA in the Federal 
Register and in a newspaper of general 
circulation in the state. A notice will 
also be sent to both the person(s) 
requesting the hearing and the state. The 
hearing notice will include a statement 
of purpose of the hearing, information 
regarding time and location for the 
hearing, and the address and telephone 
number where interested persons may 
obtain further information. The RA will 
issue an order affirming or rescinding 
the determination upon review of the 
hearing record. 

Please bring this notice to the 
attention of any persons known by you 
to have an interest in this 
determination. 

Dated: September 10, 2020. 
Gregory Sopkin, 
Regional Administrator, Region 8. 
[FR Doc. 2020–20592 Filed 9–17–20; 8:45 am] 

BILLING CODE 6560–50–P 

ENVIRONMENTAL PROTECTION 
AGENCY 

[EPA–HQ–OW–2020–0426; FRL–10014–59– 
OW] 

Proposed 2020 Financial Capability 
Assessment for Clean Water Act 
Obligations 

AGENCY: Environmental Protection 
Agency (EPA). 
ACTION: Notice; request for comment. 

SUMMARY: As part of EPA’s commitment 
to implementing Clean Water Act 
(CWA) objectives in a sustainable 
manner, EPA continues to enhance our 

understanding of the issues surrounding 
financial capability assessments (FCA) 
and seeks ways to move past the 1997 
FCA Guidance and the 2014 FCA 
Framework. Consistent themes have 
emerged during discussions with 
stakeholders, such as the benefit of 
expanding on the flexibility available 
under the existing 1997 FCA Guidance 
and ensuring a consistent approach for 
implementing these flexibilities. The 
proposed 2020 FCA embraces these 
stakeholder priorities and provides tools 
to more easily articulate local financial 
circumstances, while advancing the 
mutual goal to protect clean water. The 
2020 FCA directly incorporates relevant 
portions of the 1997 FCA Guidance and 
the 2014 FCA Framework as 
Appendices. When finalized, EPA 
expects to use the 2020 FCA to support 
negotiations of schedules for 
implementing CWA requirements for 
municipalities and local authorities. 
EPA is requesting comment on 
approaches for assessing financial 
capability of communities to meet CWA 
obligations. 
DATES: Comments must be received on 
or before October 19, 2020. 
ADDRESSES: You may send comments, 
identified by Docket ID No. EPA–HQ– 
OW–2020–0426, by the following 
method: 

• Federal eRulemaking portal: 
https://www.regulations.gov/. Follow 
the online instructions for submitting 
comments. 

Instructions: All submissions received 
must include the Docket ID No. for this 
guidance. Comments received may be 
posted without change to https://
www.regulations.gov/, including any 
personal information provided. For 
detailed instructions on sending 
comments and additional information 
on the guidance process, see the 
‘‘Submitting Your Comments’’ heading 
of the SUPPLEMENTARY INFORMATION 
section of this document. Out of an 
abundance of caution for members of 
the public and our staff, the EPA Docket 
Center and Reading Room are closed to 
the public, with limited exceptions, to 
reduce the risk of transmitting COVID– 
19. Our Docket Center staff will 
continue to provide remote customer 
service via email, phone, and webform. 
We encourage the public to submit 
comments via https://
www.regulations.gov/ or email, as there 
may be a delay in processing mail and 
faxes. Hand deliveries and couriers may 
be received by scheduled appointment 
only. For further information on EPA 
Docket Center services and the current 
status, please visit us online at https:// 
www.epa.gov/dockets. 
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1 The 2019 Safe Drinking Water Act settlement in 
U.S. v. City of New York and New York City 
Department of Environmental Protection includes a 
compliance schedule to complete $2.9 billion in 
capital improvements at the Hillview Reservoir in 
Yonkers, NY. 

2 The 1995 WQS Guidance uses a substantively 
identical two-phased approach and data as the 1997 
FCA Guidance, although the terminology of the two 
guidances is different. The 1997 FCA Guidance’s 
terms Residential Indicator and Financial 
Capability Indicator are based on the same data and 
metrics as the 1995 WQS Guidance’s terms 
Muncipal Preliminary Screener and Secondary 
Score, respectively. In the 1995 WQS Guidance, 
these indicators are brought together into a matrix 
to determine the degree of economic impact for a 
WQS decision whereas, the matrix in the 1997 FCA 
Guidance is used to determine a community’s 
financial capability to support negotiations of 
schedules. 

FOR FURTHER INFORMATION CONTACT: 
Sonia Brubaker, Office of Wastewater 
Management, Water Infrastructure 
Division (MC4204M), Environmental 
Protection Agency, 1200 Pennsylvania 
Ave. NW, Washington, DC 20460; 
telephone number: (202) 564–0120; 
email address: brubaker.sonia@epa.gov. 
SUPPLEMENTARY INFORMATION: 
I. Affordability of Water Services and 

the Financial Capability 
Assessment for Clean Water Act 
Schedule Development 

a. Why is the Agency requesting 
comments? 

b. What is the Agency requesting 
comments on? 

c. What should I consider as I prepare 
my comments for EPA? 

1. Tips for Preparing Your Comments 
2. Submitting Your Comments 

II. Background on the Financial 
Capability Assessment Guidance 
and Framework 

a. EPA’s Financial Capability 
Assessment Guidance and 
Framework 

b. EPA’s Use of the 1997 FCA 
Guidance and the 2014 FCA 
Framework 

c. Stakeholder Feedback on EPA’s Use 
of the 1997 FCA Guidance and the 
2014 FCA Framework 

1. Congressional Direction 
2. Mayors, League of Cities, Counties, 

and National Water Associations 
Input 

3. Utility Feedback 
III. EPA’s Proposed 2020 Financial 

Capability Assessment 
a. Purpose of the Proposed 2020 

Financial Capability Assessment 
b. Overview of the 2020 FCA 

IV. Request for Public Comment 

I. Affordability of Water Services and 
the Financial Capability Assessment for 
Clean Water Act Schedule Development 

a. Why is the Agency requesting 
comments? 

Water infrastructure is essential for 
healthy communities and the success of 
our local and national economies. 
Ensuring that adequate drinking water, 
wastewater, and stormwater 
infrastructure (collectively referred to as 
water infrastructure) is in place is 
critical for all communities to thrive. 
Additionally, as communities grow, 
they must spend capital to increase 
capacity of their water infrastructure, 
thus further complicating investment in 
aging infrastructure. Too often, the 
toughest infrastructure challenges are 
found in low-income and resource 
constrained communities that lack 
enough investment in water 
infrastructure. Collaborating with local 

decision makers to help ensure the 
proper collection and treatment of 
domestic sewage and wastewater is vital 
to public health and clean water, which 
is a key part of our mission at the EPA. 
EPA engages with local, state, and 
national stakeholders to understand the 
challenges and successes that 
communities experience in maintaining, 
replacing, and increasing the capacity of 
their water infrastructure. 

Communities are facing substantial 
needs to invest in water infrastructure 
renewal, repair, and replacement. These 
investments are necessary to keep pace 
with the aging of critical water 
infrastructure, much of which is 
approaching or is already well past the 
end of its service life. Challenges 
associated with aging infrastructure can 
be exacerbated in economically stressed 
communities. A community may be 
relatively strong economically on the 
whole but have a significant number of 
low-income households, which further 
complicates matters. Overall, there is 
considerable variation across 
communities in terms of water 
infrastructure needs as well as the 
technical, managerial, and financial 
ability to make investments and meet 
public health and environmental 
regulatory obligations. 

EPA recognizes that a single 
customer, or ratepayer, pays for both 
drinking water and wastewater services 
and often sees these costs reflected on 
one bill. Costs for stormwater services 
also impact customers in many 
communities. EPA acknowledges that 
critical infrastructure investment needs, 
including Clean Water Act (CWA) 
obligations, impact many communities 
at the same time, making investment in 
infrastructure challenging in many areas 
across the country. To address these 
challenges, EPA is requesting comment 
on a proposed 2020 Financial Capability 
Assessment (2020 FCA), which would 
expand the metrics EPA uses to 
consider a community’s financial 
capability to fund its water obligations. 
Specific questions for public comment 
are identified throughout the proposed 
2020 FCA and are summarized in 
Section IV of this Federal Register 
document. 

The proposed 2020 FCA is intended 
to provide flexibility to communities 
and offer templates and calculations 
that local authorities can use in 
assessing their financial capability to 
implement control measures needed to 
meet CWA obligations. The 2020 FCA 
incorporates aspects of EPA’s 1997 
Combined Sewer Overflows—Guidance 
for Financial Capability Assessment and 
Schedule Development (1997 FCA 
Guidance) and EPA’s 2014 Financial 

Capability Assessment Framework for 
Municipal Clean Water Act 
Requirements (2014 FCA Framework). 
Once finalized, EPA intends to use the 
2020 FCA to evaluate the affordability of 
CWA control measures applicable to 
municipalities in both the permitting 
and enforcement context, including 
upgrades to publicly owned treatment 
works; control measures to address 
combined sewer overflows (CSOs), 
sanitary sewer overflows (SSOs), 
stormwater, and total maximum daily 
loads; and integrated planning. EPA 
does not intend to use this guidance to 
evaluate the affordability of the public 
health protections required by the Safe 
Drinking Water Act (SDWA), although 
EPA does employ compliance schedules 
in that context as well, where 
appropriate and consistent with 
protecting public health.1 

In addition, the 1997 FCA Guidance 
is substantively identical to the public 
sector sections of the 1995 Interim 
Economic Guidance for Water Quality 
Standards (1995 WQS Guidance) 2 
which is used for supporting revisions 
to designated uses, water quality 
standard (WQS) variances, and 
antidegradation reviews for WQS. EPA 
proposes to apply the options and 
flexibilities from Alternative 1 of the 
proposed 2020 FCA to the consideration 
of economic impacts to public entities 
when making such WQS decisions and 
EPA seeks comment on this in Section 
IV of this Federal Register document. 

b. What is the Agency requesting 
comments on? 

EPA is requesting public comment on 
the proposed 2020 Financial Capability 
Assessment. The proposed 2020 FCA 
implements a range of ideas generated 
from recent stakeholder engagement to 
better support affordability of water 
services in our nation’s communities. 
This proposal explores how a 
customer’s ability to pay for services 
impacts the affordability of capital 
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3 US Environmental Protection Agency, 
Integrated Muncipal Stormwater and Wastewater 
Planning Approach Framework, May 2012. 
Accessible at https://www.epa.gov/npdes/ 
integrated-municipal-stormwater-and-wastewater- 
planning-approach-framework. 

expenditures and operation and 
maintenance needed to ensure 
compliance with public health and 
environmental standards. 

This proposal references the financial 
capability indicators described in EPA’s 
1997 FCA Guidance. In addition to the 
1997 FCA Guidance, this proposal also 
references the 2014 FCA Framework, 
developed in support of EPA’s 
Integrated Planning Framework,3 to 
provide an aid for identifying key 
financial elements, including drinking 
water costs, that EPA may consider 
when working with communities to 
establish schedules for implementing 
CWA control measures. As part of EPA’s 
commitment to implementing CWA 
objectives in a sustainable manner, EPA 
continues to enhance our understanding 
of the issues surrounding financial 
capability assessments and seeks ways 
to move past the 1997 FCA Guidance 
and the 2014 FCA Framework. 
Consistent themes have emerged during 
discussions with stakeholders, such as 
the benefits of expanding on the 
flexibility available under the existing 
1997 FCA Guidance and ensuring a 
consistent approach for implementing 
these flexibilities. The proposed 2020 
FCA embraces these stakeholder 
priorities and provides tools to more 
easily articulate local financial 
circumstances, while advancing the 
mutual goal to protect clean water. The 
2020 FCA directly incorporates relevant 
portions of the 1997 FCA Guidance and 
the 2014 FCA Framework as 
Appendices. When finalized, EPA 
expects to use the 2020 FCA to support 
negotiations of schedules for 
implementing CWA requirements for 
municipalities and local authorities. 

EPA is committed to working with 
state, tribal, local, and non-government 
partners to assist communities in 
meeting CWA obligations in a manner 
that recognizes unique local financial 
challenges. The proposed 2020 FCA sets 
forth two alternatives for assessing 
financial capability that a community 
may choose to employ. The first 
alternative adopts the residential 
indicator approach from the 1997 FCA 
Guidance, but adds elements to address 
how the lowest household incomes and 
other poverty indicators in a service 
area can be considered in addition to 
metrics from the 1997 FCA Guidance, 
such as a community’s median 
household income (MHI). Additional 
information, such as a community’s 

total water costs (i.e., costs for, 
wastewater, stormwater, and drinking 
water infrastructure investment) may 
also be submitted and will be 
considered when negotiating the length 
of an implementation schedule for a 
municipality’s CWA obligations. The 
second alternative utilizes dynamic 
financial and rate models that evaluate 
the impacts of debt service on customer 
bills. These new tools should help 
standardize and advance the progress 
made in understanding and considering 
a community’s financial capability. 

EPA seeks public comment on the 
proposed 2020 FCA, the metrics 
considered, and the thresholds for 
selected metrics. See Section IV of this 
Federal Register document for more 
information on the comments requested. 
In addition, EPA requests comments on 
the use of the same metrics and 
thresholds in Alternative 1 of the 
proposed 2020 FCA for use in WQS 
decisions using the proposed expanded 
matrix in Appendix D. This proposed 
matrix provides guidance on how to 
apply the options and flexibilities in the 
proposed 2020 FCA to the consideration 
of economic impacts to support WQS 
decisions related to public entities. EPA 
intends that the proposed expanded 
matrix for WQS decisions, along with 
the electronic spreadsheet tools for the 
public sector at https://www.epa.gov/ 
wqs-tech/spreadsheet-tools-evaluate- 
economic-impacts-public-sector, which 
encompass the data inputs and 
calculations of the 1995 WQS Guidance, 
would replace the worksheets and 
calculations for the public sector 
sections of the 1995 WQS Guidance. 
This replacement would then guide 
states and authorized tribes in 
determining the degree of economic 
impact for use in WQS decisions 
including revisions to designated uses, 
WQS variances, and antidegradation 
reviews. 

c. What should I consider as I prepare 
my comments for EPA? 

1. Tips for Preparing Your Comments. 
When submitting comments, remember 
to: 

• Identify the guidance by docket 
number and other identifying 
information (subject heading, Federal 
Register date, and page number). 

• Follow directions—the agency may 
ask you to respond to specific questions 
or organize comments by referencing a 
Code of Federal Regulations (CFR) part 
or section number. 

• Explain why you agree or disagree; 
suggest alternatives and substitute 
language for your requested changes. 

• Describe any assumptions and 
provide any technical information and/ 
or data that you used. 

• Provide specific examples to 
illustrate your concerns and suggest 
alternatives. 

• Explain your views as clearly as 
possible. 

• Make sure to submit your 
comments by the comment period 
deadline identified. 

2. Submitting Your Comments. 
Submit your comments, identified by 
Docket ID No. EPA–HQ–OW–2020– 
0426, at https://www.regulations.gov. 
Follow the online instructions for 
submitting comments. Once submitted, 
comments cannot be edited or removed 
from regulations.gov. EPA may publish 
any comment received to its public 
docket. Do not submit to EPA’s docket 
at https://www.regulations.gov any 
information you consider to be 
Confidential Business Information (CBI) 
or other information whose disclosure is 
restricted by statute. Multimedia 
submissions (audio, video, etc.) must be 
accompanied by a written comment. 
The written comment is considered the 
official comment and should include 
discussion of all points you wish to 
make. EPA will generally not consider 
comments or comment contents located 
outside of the primary submission (i.e., 
on the web, cloud, or other file sharing 
system). For additional submission 
methods, EPA public comment policy, 
information about CBI or multimedia 
submissions, and general guidance on 
making effective comments, please visit 
https://www.epa.gov/dockets/ 
commenting-epa-dockets. 

The EPA is temporarily suspending 
its Docket Center and Reading Room for 
public visitors, with limited exceptions, 
to reduce the risk of transmitting 
COVID–19. Our Docket Center staff will 
continue to provide remote customer 
service via email, phone, and webform. 
We encourage the public to submit 
comments via https://
www.regulations.gov/ as there may be a 
delay in processing mail and faxes. 
Hand deliveries or couriers will be 
received by scheduled appointment 
only. For further information and 
updates on EPA Docket Center services, 
please visit us online at https://
www.epa.gov/dockets. 

The EPA continues to carefully and 
continuously monitor information from 
the Centers for Disease Control and 
Prevention (CDC), local area health 
departments, and our Federal partners 
so that we can respond rapidly as 
conditions change regarding COVID–19. 
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4 These factors are: (i) Median household income; 
(ii) Total annual wastewater and CSO control costs 
per household as a percent of median household 
income; (iii) Overall net debt as a percent of full 
market property value; (iv) Property tax revenues as 
a percent of full market property value; (v) Property 
tax collection rate; (vi) Unemployment; and (vii) 
Bond rating. 

5 CWA 402(q) requires that each permit, order and 
decree shall conform with the CSO Policy. 

6 If a permittee cannot meet water quality-based 
requirements of the CWA, the permittee should 
work with its state or authorized tribe to evaluate 
other tools, such as a revision to designated uses 
under 40 CFR part 131. 

7 NAPA was Chartered by Congress as an 
independent, non-partisan organization to assist 
government leaders in building more effective, 
efficient, accountable, and transparent 
organizations. See http://www.napawash.org/. 

8 Senate Report 114–70 on the Department of the 
Interior, Environment, and Related Agencies 
Appropriations Bill, 2016, p. 54: ‘‘Community 
Affordability—Within the funds provided, the 
Committee directs EPA to contract with the 
National Academy of Public Administration—an 
independent, nonpartisan, nonprofit organization 
chartered by the U.S. Congress—to conduct an 
independent study to create a definition and 
framework for ‘‘community affordability.’’ The 
Academy shall consult with EPA, States and 
localities, and such organizations, including, but 
not limited to the National Association of Counties, 
the National League of Cities, and the U.S. 
Conference of Mayors; review existing studies of the 
costs and benefits associated with major regulations 
under such laws as the Clean Air Act, the Clean 
Water Act, the Safe Drinking Water Act, the 
Comprehensive Environmental Response, 
Compensation, and Liability Act, and the Resource 
Conservation and Recovery Act; and determine how 
different localities can effectively fund municipal 
projects. The Academy shall submit a report with 
its findings, conclusions, and recommendations no 
later than 1 year after the date of contract with EPA. 

II. Background on the Financial 
Capability Assessment Guidance and 
Framework 

a. EPA’s Financial Capability 
Assessment Guidance and Framework 

EPA’s 1997 FCA Guidance sets forth 
a two-phased approach for evaluating a 
National Pollutant Discharge 
Elimination System (NPDES) 
permittee’s financial capability to 
implement CWA NPDES projects. In the 
first phase, the Residential Indicator (RI) 
calculates the cost per household as a 
percentage of MHI for the service area 
of the permittee using data collected by 
the U.S. Census Bureau. In the second 
phase, the Financial Capability 
Indicator (FCI) evaluates the 
municipality or wastewater utility’s 
overall fiscal health and local 
demographics relative to national 
norms. The RI and FCI results are 
brought together in a matrix that 
evaluates the burden a proposed CWA 
program imposes on the municipality or 
utility (high, medium, or low). This two- 
phased approach is referred to as the 
Financial Capability Assessment (FCA). 
Though developed for use in assessing 
the affordability of CSO controls, EPA 
also has used the 1997 FCA Guidance 
when negotiating schedules to 
implement SSO controls. 

The 2014 FCA Framework was 
developed to encourage the use of the 
flexibility available under the 1997 FCA 
Guidance. Both the 1997 FCA Guidance 
and the 2014 FCA Framework were 
developed with extensive public input 
and are based on factors for 
consideration of financial capability 4 as 
identified in the Combined Sewer 
Overflow (CSO) Policy, 59 FR 18688, 
18894.5 As emphasized in both the 1997 
FCA Guidance and the 2014 FCA 
Framework, the primary financial 
indicators in the 1997 FCA Guidance 
are a snapshot in time that might not 
present the most complete picture of a 
community’s financial capability to 
fund its CWA obligations. However, the 
indicators did provide common 
benchmarks for financial burden 
discussions among the community, 
EPA, and state or tribal NPDES 
authorities. Communities were 
encouraged to submit any additional 
documentation that would create a more 
accurate and complete picture of their 

financial capability, whether as part of 
the first or second phase of the FCA 
calculation. Additional information that 
the community provided on its unique 
financial circumstances was considered 
so that schedules could take local 
considerations into account. Where 
appropriate, additional information 
encouraged to be considered pursuant to 
the 2014 Framework has been used to 
justify implementation schedules longer 
than the schedules suggested by the 
1997 FCA Guidance baseline analysis. 

b. EPA’s Use of the 1997 FCA Guidance 
and the 2014 FCA Framework 

Communities, in consultation with 
regulators and the public, are 
responsible for evaluating and selecting 
controls that will meet CWA 
requirements. After controls have been 
selected, an FCA is used to aid in 
assessing a community’s financial 
capability as a part of negotiating 
implementation schedules under both 
permits and enforcement agreements. 
EPA has used both the 1997 FCA 
Guidance and the 2014 FCA Framework 
to support consent decree negotiations 
with over 100 wastewater utilities 
throughout the United States and U.S. 
territories. The results of the FCA 
analyses provide an important 
benchmark for EPA decision-makers to 
consider in CWA permitting and 
enforcement actions to support 
consistency across the country. 

EPA does not view or use the 1997 
FCA as a rigid metric that points to a 
given schedule length or threshold over 
which the costs are unaffordable. It is a 
common misconception that the FCA 
can be used to cap spending on CWA 
programs or projects at a percentage of 
MHI. The FCA does not remove 
obligations to comply with the CWA nor 
does it reduce regulatory requirements.6 
Rather, EPA uses the FCA to assess a 
community’s financial capability for the 
purpose of developing a reasonable 
implementation schedule that will not 
overly burden the community. In 
practice, EPA considers each 
community’s financial capability on a 
holistic case-by-case basis, and MHI is 
only one of the metrics that EPA 
evaluates. EPA has approved 
implementation schedules for CWA 
municipal consent decrees that go 
beyond the general scheduling 
boundaries in the 1997 FCA Guidance 
to ensure CWA requirements are met 
while also taking the financial 
capability of the community into 

consideration. In these cases, the 
implementation schedules were 
determined to be reasonable based upon 
the baseline FCA calculation done in 
accordance with EPA’s 1997 FCA 
Guidance and consideration of 
supplemental information that was 
submitted by the community, as 
encouraged by the 2014 FCA 
Framework. 

c. Stakeholder Feedback on EPA’s Use 
of the 1997 FCA Guidance and the 2014 
FCA Framework 

1. Congressional Direction 

As part of the 2016 Appropriation, 
Congress directed EPA to contract with 
the National Academy of Public 
Administration (NAPA) 7 to create a 
framework for ‘‘community 
affordability.’’ 8 The contract gave 
NAPA one year to conduct an 
independent study to create a definition 
of, and framework for, community 
affordability for clean water 
infrastructure. NAPA surveyed both 
EPA staff and stakeholders through over 
50 in-person interviews with 
approximately 100 participants; 
electronic interviews; and a stakeholder 
roundtable that included the American 
Water Works Association (AWWA), the 
National Association of Clean Water 
Agencies (NACWA), the National 
League of Cities (NLC), the Brookings 
Institute, Center for Progressive Reform 
(CPR), the Natural Resources Defense 
Council (NRDC), and the U.S. 
Conference of Mayors (USCM). 

NAPA issued its report, ‘‘Developing 
a New Framework for Community 
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9 Available at https://www.napawash.org/ 
uploads/Academy_Studies/NAPA_EPA_FINAL_
REPORT_110117.pdf. 

10 Available at https://www.awwa.org/Portals/0/ 
AWWA/Government/DevelopingNewFrameworkFor
AffordabilityReport.pdf. 

Affordability of Clean Water Services’’ 9 
in October 2017. NAPA’s report 
provided several recommendations to 
EPA, including: 

• Recommendations regarding EPA’s 
1997 FCA Guidance and the 2014 FCA 
Framework: 

Æ Recommendation to improve the RI 
and the FCI metrics in the 1997 FCA 
Guidance; the metrics used should meet 
the following criteria: 

D Readily available from publicly 
available data sources; 

D Clearly defined and understood; 
D Simple, direct, and consistent; 
D Valid and reliable measures, 

according to conventional research 
standards; and 

D Applicable for comparative analyses 
among permittees. 

Æ Recommendation to include all 
water costs (Clean Water Act and Safe 
Drinking Water Act) and to focus on the 
income of the low-income users rather 
than MHI when considering burdens to 
communities of the costs of CSO control 
measures. 

Æ Recommendation to expand the 
socioeconomic components affecting the 
community’s market conditions to 
include trends in population, relative 
wealth, economic growth, and other 
economic structural problems in the 
community. 

• Recommendations regarding EPA’s 
Integrated Planning Framework: 

Æ Recommendation to provide 
additional technical assistance to 
municipalities seeking to develop 
integrated plans. 

Æ Recommendation to allow 
municipalities to develop an integrated 
plan as a primary step for addressing 
regulatory requirements with 
‘‘formalized agreements’’ between the 
municipality, the state, and EPA. 

• Recommendations on EPA’s cost/ 
benefit analysis and financing for water 
infrastructure. 

In response to NAPA’s report, EPA 
reviewed current guidances that address 
household and community financial 
capability within EPA’s water program. 
Three guidance documents were 
reviewed: 

• 1995 Interim Economic Guidance 
for Water Quality Standards: 
Implemented by EPA’s Office of Water, 
Office of Science and Technology and 
used for supporting revisions to 
designated uses, water quality standard 
(WQS) variances, and antidegradation 
reviews for WQS. 

• 1997 CSO Financial Capability 
Assessment Guidance and the 2014 

Financial Capability Assessment 
Framework: Implemented by EPA’s 
Office of Water, Office of Wastewater 
Management and EPA’s Office of 
Enforcement and Compliance 
Assurance, Office of Civil Enforcement 
to provide guidance for CWA schedule 
development in CWA permitting and 
enforcement actions. 

• 1998 Developing Affordability 
Criteria for Drinking Water Systems: 
Implemented by EPA’s Office of Water, 
Office of Ground Water and Drinking 
Water and used to grant variances for 
compliance technology to small 
drinking water systems. 

In addition, EPA researched 
affordability at both the household and 
community level for essential services 
such as drinking water, wastewater, 
stormwater, housing, energy, and others. 

2. Mayors, League of Cities, Counties, 
and National Water Associations Input 

The National Association of Counties, 
the National League of Cities, and the 
U.S. Conference of Mayors have 
expressed concerns regarding ‘‘EPA’s 
reliance on 2% Median Household 
Income to determine a community’s 
financial capability.’’ The groups are 
concerned that the MHI metric puts an 
‘‘unfair and oppressive financial burden 
on low- and middle-income citizens.’’ 

In April 2019, AWWA, NACWA, and 
the Water Environment Federation 
(WEF) jointly submitted a report to EPA 
titled ‘‘Developing a New Framework 
for Household Affordability and 
Financial Capability Assessment in the 
Water Sector.’’ 10 The authors of the 
report requested that EPA consider 
changes to how the Agency takes 
affordability into account across its 
CWA and SDWA programs. The report 
proposed a new methodology for 
calculating financial capability using: 

• All water sector costs (drinking 
water, wastewater, and stormwater); 

• Utility revenue and customer bills 
rather than the cost of CSO control 
measures; 

• Lowest Quintile Income (LQI) and 
Federal Poverty Levels (FPL); and 

• Forward-looking analysis/long-term 
cash flow forecasting. 

3. Utility Feedback 

Individual utilities have met with 
EPA to discuss concerns surrounding 
affordability of providing drinking 
water, wastewater, and stormwater 
services. The utilities identified 
household affordability challenges in 
paying bills for these services as well as 

in the utility’s ability to pay for 
infrastructure renewal along with costs 
of regular operation and maintenance 
and workforce needs. 

III. EPA’s Proposed 2020 Financial 
Capability Assessment 

a. Purpose of the Proposed 2020 
Financial Capability Assessment 

The proposed 2020 FCA advances the 
ability of communities to more 
accurately demonstrate the financial 
burdens they face and increases the 
transparency of EPA’s considerations as 
it endeavors to consistently apply FCA 
methodologies across the country. With 
the proposed 2020 FCA, EPA intends to 
allow communities to easily submit 
information that may indicate the entire 
community’s capability to fund CWA 
projects/programs. Specifically, the 
proposed 2020 FCA includes templates 
and calculations that communities can 
use when submitting information for 
consideration regarding LQI, drinking 
water costs, financial models or studies, 
and other relevant areas. The templates 
and calculations include references that 
direct the community to the applicable 
publicly available data sources. 

The proposed 2020 FCA sets forth two 
alternative general approaches for 
assessing a community’s financial 
capability to carry out CWA control 
measures. The first alternative is the 
existing 1997 FCA methodology with 
expanded consideration of costs, 
poverty, and impacts on the population 
in the service area with incomes in the 
lowest quintile. The first alternative 
may be employed by the community or 
by EPA for the community, as it 
involves use of publicly available 
information. Communities with lower 
cost control measures or an ability to 
self-finance the cost of CWA controls 
may wish to employ the first alternative 
due to its simplicity. 

The second alternative is the 
development of a dynamic financial and 
rate model that looks at the impacts of 
rate increases over time on utility 
customers, including those with 
incomes in the lowest quintile. 
Communities with more expensive 
CWA obligations may choose to employ 
the second alternative, given its more 
sophisticated evaluation of affordability 
over time. However, if a community 
chooses the second alternative, it must 
conduct the analysis itself as it involves 
information known only to the 
community. 

For use in the first alternative, 
relevant portions of the 1997 FCA 
Guidance and the 2014 FCA Framework 
are included as Appendices to the FCA 
Supplement. While the structure of the 
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11 Based on EPA’s experience with water 
programs, the assumed useful life of water 

infrastructure assets for the purpose of financing is 
typically 30–40 years. 

included 1997 FCA Guidance 
worksheets remains for the first 
alternative, the 2020 FCA also includes 
standardized instructions for how to 
define and submit certain additional 
costs into the portion of the RI 
calculation that looks at total CWA costs 
per household as a percent of MHI. EPA 
intends to not only consider MHI when 
calculating the impact of costs on a 
community’s households but is 
proposing to also consider impacts to 
households in the lowest quintile. MHI 
is considered a key metric because it 
represents the mid-point of income in a 
geographical area determined by the 
American Community Survey (ACS). 
Median is used to express a ‘‘middle’’ 
value in a set of data. This ‘‘middle’’ 
value is also known as the central 
tendency. Median is determined by 
ranking the data from largest to smallest, 
and then identifying the middle so that 
there are an equal number of data values 
larger and smaller than the middle 
point. The median is generally used for 
skewed distributions and is typically 
used to derive at central tendency since 
it is not largely affected by outlier 
values. However, EPA recognizes that 
many communities have many 
customers that represent either end of 
the income spectrum. Some 
communities have a range of incomes 
but also have contiguous areas of 
population that have difficulty paying 
for their water services. For some 
communities, these challenges can be 
shown by looking at the community’s 
LQI along with its MHI. As such, EPA 
intends to incorporate LQI as the basis 
of a key recommended critical metric 
when calculating the impact of costs on 
a community’s households. 

Based on stakeholder feedback, EPA 
is basing its LQI metric on data that is 
available in the ACS. The ACS is 
conducted every year by the U.S. 
Census Bureau to provide up-to-date 
information about the social and 
economic conditions of communities. 
The annual updates include key socio- 
demographic information and can be 
provided to a fine level of geographic 
granularity with historic continuity. The 
ACS can produce data showing the 
quintiles of household income (each 
quintile defines the household income 
range for 20% of a community’s 
households). Use of LQI as an FCA 
metric meets the following criteria 
proposed by NAPA: 

• Readily available from publicly 
available data sources; 

• Clearly defined and understood; 
• Simple, direct, and consistent; 
• Valid and reliable measures, 

according to conventional research 
standards; and 

• Applicable for comparative 
analyses among permittees. 

The proposed 2020 FCA can help to 
ensure that local challenges related to 
low-income households are better 
reflected in CWA implementation 
schedules. The types of data provided in 
Alternative 1 of the 2020 FCA are not 
exhaustive; and consistent with 
previous policy, EPA will consider any 
relevant financial or demographic 
information presented that illustrates 
the unique or atypical circumstances 
faced by a community. 

b. Overview of the 2020 FCA 
Consideration of affordability requires 

certain information. Alternative 1 of the 
proposed 2020 FCA recommends 
analyzing both the first phase (RI) and 
the second phase (FCI) of the two- 
phased approach in the 1997 FCA 
Guidance as critical metrics and adds 
two new critical metrics: The Lowest 
Quintile Residential Indicator (LQRI) 
and the Poverty Indicator (PI). These 
four critical metrics would be calculated 
by EPA or the community and would be 
considered equally. It should be 
emphasized that these four 
recommended critical metrics might not 
present the most complete picture of a 
community’s financial capability to 
fund its CWA requirements. However, 
these metrics do provide a common 
basis for financial burden discussions 
among the community, the state or tribe, 
and EPA. Since flexibility is an 
important aspect of the CWA, 
communities are encouraged to submit 
any additional documentation (other 
metrics) for consideration that would 
create a more accurate and complete 
picture of their financial capability. 
Alternative 2 of the proposed 2020 FCA 
recommends analyzing a financial and 
rate model in addition to calculating the 
Poverty Indicator Score. 

The proposed 2020 FCA also includes 
Other Metrics with Standardized 
Instructions, as well as Other Metrics 
with Submission of Information to be 
Determined by the Community. 
Significant consideration will be given 
to drinking water costs as well as the 
cost of meeting CWA obligations. 
Consideration of other metrics is 
permitted under either Alternative 1 or 
2 and may support an implementation 
schedule that goes beyond the schedule 
benchmarks applicable to Alternative 1 
in Exhibit 6. However, EPA does not 
anticipate establishing implementation 
schedules that would exceed the useful 
life of the community’s water 
infrastructure assets.11 

Alternative 1: Recommended Critical 
Metrics With Established Thresholds 
and Instructions 

• Residential Indicator—cost per 
household as a percentage of MHI 

• Financial Capability Indicator—six 
socioeconomic, debt, and financial 
indicators used to benchmark a 
community’s financial strength 

• Lowest Quintile Residential 
Indicator—cost per low-income 
household as a percentage of the lowest 
quintile income 

• Poverty Indicator—five poverty 
indicators used to benchmark the 
prevalence of poverty throughout the 
service area 

Alternative 2: Recommended Critical 
Metrics 

• Financial and Rate Models 
• Poverty Indicator 

Other Metrics With Standardized 
Instructions 

• Drinking Water Costs 
• Potential Bill Impact Relative to 

Household Size 
• Customer Assistance Programs 
• Asset Management Costs 
• Stormwater Management Costs 

Examples of Other Metrics With 
Submission Information Determined by 
the Community 

• Unemployment Rates 
• Debt Service Coverage Ratio 
• Debt to Income Ratio 
• Percent Population Decline, or Other 

Population Trends 
• Locality Specific Information on 

Household Size, Including the Size of 
Households With Incomes In The 
Lowest Quintile 

• State or Local Legal Restrictions or 
Limitations on Property Taxes, Other 
Revenue Streams, or Debt Levels 

• Other Metrics as Determined by the 
Community 
Schedule Development 

• Additional Considerations: Discharges 
to Sensitive Areas; Use Impairment; 
Public Health; Environmental Justice 

• Schedule Development for Alternative 
1 

• Schedule Development for Alternative 
2 

• Schedule Development for 
Hypothetical Communities 
The proposed 2020 FCA is available 

at: https://www.regulations.gov/, Docket 
ID No. EPA–HQ–OW–2020–0426. 
Throughout the document, EPA has 
identified specific questions for public 
comment. 
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12 Asset Limited, Income Constrained, Employed 
(ALICE) is measure of poverty that examines a 
subset of households that earn above the Federal 
Poverty Level, but not enough to afford a minimal 
household budget. See https://
www.unitedforalice.org/. 

IV. Request for Public Comment 
EPA requests public comment on the 

proposed 2020 FCA. Specifically, EPA 
is requesting comments on the 
following: 

Requests for Comment on Overarching 
Matters 

1. Should EPA’s previous FCA 
documents be consolidated into the 
2020 FCA, as proposed, or should EPA 
continue to use the 1997 FCA Guidance 
as the controlling guidance with the 
2020 revisions serving as a supplement? 

2. In addition to the data sets that are 
discussed in this document, what other 
data sets are you aware of that meet 
NAPA’s criteria as identified in the 
October 2017 report, ‘‘Developing a New 
Framework for Community 
Affordability of Clean Water Services’’? 

3. What additional resources are 
publicly available that can be used to 
assess financial capability (e.g., the 
ALICE Essentials Index 12)? 

4. What additional examples, 
calculations, or templates would you 
like EPA to develop to assist with 
assessing financial capability? 

Requests for Comment on the Proposed 
FY2020 FCA Supplement 

5. EPA invites comment on the 
appropriateness of using the four 
recommended critical metrics to assess 
financial capability and what their 
relative importance in considering 
financial capability should be. 

6. What supplemental information is 
relevant to support implementation 
schedules that go beyond the proposed 
benchmarks in Exhibit 6? 

7. Is EPA distinguishing appropriately 
between critical and other metrics? 

8. EPA is seeking comment on the 
proposed methodology for calculating 
the ratio for lowest quintile household 
size to median household size. 

9. EPA invites public comment on 
whether adjusting the LQRI based on 
household size is appropriate or if there 
are other ways to calculate a residential 
indicator for LQI households. 

10. EPA is seeking comment on 
whether the same benchmarks for 
assessing the MHI Residential Indicator 
should be used for assessing the Lowest 
Quintile Residential Indicator (LQRI), as 
proposed, or if different benchmarks 
should be used. 

11. EPA is seeking comment on the 
list of proposed poverty indicators and 
on whether the bracketing of the middle 

50% is an appropriate method to 
benchmark the proposed poverty 
indicators. 

12. EPA is seeking public comment on 
the proposed schedule benchmarks in 
Exhibit 6. 

13. What other resources, in addition 
to those listed in Section IV of the 
proposed 2020 FCA (Resources), are 
available to assist communities related 
to water infrastructure financing? 

14. EPA is seeking comment on 
whether additional detail can be 
provided to better understand 
implementation of Alternative 2. 

15. Should drinking water costs be 
considered as part of scheduling 
considerations and are there appropriate 
benchmarks for considering the 
contribution of drinking water costs to 
household burdens, such as a specific 
percentage of income? 

Requests for Comment Related to Water 
Quality Standard Decisions 

16. EPA is also considering how the 
LQRI, PI, and other metrics and 
thresholds discussed in this Federal 
Register document could be used to 
support WQS decisions. EPA seeks 
comment on the use of these same 
metrics and thresholds under 
Alternative 1 for use in WQS decisions 
using the proposed expanded matrix in 
Appendix D. This proposed matrix 
provides guidance on how to apply the 
options and flexibilities of Alternative 1 
in the proposed 2020 FCA to the 
consideration of economic impacts to 
support WQS decisions related to public 
entities. EPA intends that the proposed 
expanded matrix for WQS decisions, 
along with the electronic spreadsheet 
tools for the public sector at https://
www.epa.gov/wqs-tech/spreadsheet- 
tools-evaluate-economic-impacts- 
public-sector, would replace the 
worksheets and calculations for the 
public sector sections of the 1995 WQS 
Guidance. This replacement would be 
used for determining the degree of 
economic impact for use in WQS 
decisions for the public sector. The 
proposed 2020 FCA does not revise the 
recommended methodology in the 
private sector sections of the 1995 WQS 
Guidance. EPA is separately exploring 
whether there are practical 
methodologies available to increase the 
objectivity of the analyses 
recommended to determine the degree 
of economic impact on private sector 
entities when evaluating these same 
WQS decisions. 

Dated: September 4, 2020. 
Andrew D. Sawyers, 
Director, Office of Wastewater Management, 
Office of Water. 
[FR Doc. 2020–20649 Filed 9–17–20; 8:45 am] 

BILLING CODE 6560–50–P 

ENVIRONMENTAL PROTECTION 
AGENCY 

[ER–FRL–9052–9] 

Environmental Impact Statements; 
Notice of Availability 

Responsible Agency: Office of Federal 
Activities, General Information 202– 
564–5632 or https://www.epa.gov/nepa. 
Weekly receipt of Environmental Impact 

Statements (EIS) 
Filed September 4, 2020 10 a.m. EST 

Through September 14, 2020 10 a.m. 
EST 

Pursuant to 40 CFR 1506.9. 

Notice 
Section 309(a) of the Clean Air Act 

requires that EPA make public its 
comments on EISs issued by other 
Federal agencies. EPA’s comment letters 
on EISs are available at: https://
cdxnodengn.epa.gov/cdx-enepa-public/ 
action/eis/search. 
EIS No. 20200181, Draft, USACE, WA, 

Chehalis River Basin Flood Damage 
Reduction Project, Comment Period 
Ends: 11/17/2020, Contact: Brandon 
Clinton 206–316–3164. 
EIS No. 20200182, Final, USFS, AZ, 

Fossil Creek Wild and Scenic River 
Comprehensive River Management Plan, 
Review Period Ends: 11/02/2020, 
Contact: Mike Dechter 928–527–3416. 

EIS No. 20200183, Final, BR, CA, 
Friant-Kern Canal Middle Reach 
Capacity Correction Project Final 
Environmental Impact Statement/ 
Environmental Impact Report, Review 
Period Ends: 10/19/2020, Contact: Rain 
Emerson 559–262–0335. 

EIS No. 20200184, Final Supplement, 
USN, WA, Northwest Training and 
Testing Activities Final Supplemental 
Environmental Impact Statement/ 
Overseas Environmental Impact 
Statement, Review Period Ends: 10/19/ 
2020, Contact: Jacqueline Queen 360– 
257–3852. 

EIS No. 20200185, Final, USFS, ID, 
Hungry Ridge Restoration Project, 
Review Period Ends: 10/19/2020, 
Contact: Jennie Fischer 208–983–4048. 

EIS No. 20200186, Final, NPS, CA, 
Point Reyes National Seashore General 
Management Plan Amendment, Review 
Period Ends: 10/19/2020, Contact: Carey 
Feierabend 415–464–5101. 

EIS No. 20200187, Draft, NPS, NC, 
Cape Hatteras National Seashore 

VerDate Sep<11>2014 19:15 Sep 17, 2020 Jkt 250001 PO 00000 Frm 00028 Fmt 4703 Sfmt 4703 E:\FR\FM\18SEN1.SGM 18SEN1jb
el

l o
n 

D
S

K
JL

S
W

7X
2P

R
O

D
 w

ith
 N

O
T

IC
E

S

https://www.unitedforalice.org/
https://www.unitedforalice.org/
https://www.epa.gov/nepa
https://www.epa.gov/wqs-tech/spreadsheet-tools-evaluate-economic-impacts-public-sector
https://cdxnodengn.epa.gov/cdx-enepa-public/action/eis/search
https://www.epa.gov/wqs-tech/spreadsheet-tools-evaluate-economic-impacts-public-sector
https://www.epa.gov/wqs-tech/spreadsheet-tools-evaluate-economic-impacts-public-sector
https://www.epa.gov/wqs-tech/spreadsheet-tools-evaluate-economic-impacts-public-sector
https://cdxnodengn.epa.gov/cdx-enepa-public/action/eis/search
https://cdxnodengn.epa.gov/cdx-enepa-public/action/eis/search


58359 Federal Register / Vol. 85, No. 182 / Friday, September 18, 2020 / Notices 

Sediment Management Framework Draft 
Environmental Impact Statement, 
Comment Period Ends: 11/02/2020, 
Contact: David Hallac 252–475–9032. 

Amended Notice 
EIS No. 20200161, Draft Supplement, 

BR, CA, Shasta Lake Water Resources 
Investigation, Comment Period Ends: 
10/05/2020, Contact: David Brick 916– 
202–7158. 

Revision to FR Notice Published 8/7/ 
2020; Extending the Comment Period 
from 9/21/2020 to 10/5/2020. 

Dated: September 14, 2020. 
Cindy S. Barger, 
Director, NEPA Compliance Division, Office 
of Federal Activities. 
[FR Doc. 2020–20608 Filed 9–17–20; 8:45 am] 

BILLING CODE 6560–50–P 

FEDERAL COMMUNICATIONS 
COMMISSION 

[GN Docket No. 19–329; FRS 17069] 

Federal Advisory Committee Act; Task 
Force for Reviewing the Connectivity 
and Technology Needs of Precision 
Agriculture in the United States 

AGENCY: Federal Communications 
Commission. 
ACTION: Notice of public meeting. 

SUMMARY: In accordance with the 
Federal Advisory Committee Act, this 
notice advises interested persons that 
the Federal Communications 
Commission’s (FCC or Commission) 
Task Force for Reviewing the 
Connectivity and Technology Needs of 
Precision Agriculture in the United 
States (Task Force) will hold its fourth 
meeting via live internet link. 
DATE: October 28, 2020. The meeting 
will come to order at 9:30 a.m. EDT. 
ADDRESSES: The meeting will be held 
via conference call and available to the 
public via live feed from the FCC’s web 
page at www.fcc.gov/live. 
FOR FURTHER INFORMATION CONTACT: 
Jesse Jachman, Designated Federal 
Officer, Federal Communications 
Commission, Wireline Competition 
Bureau, (202) 418–2668, or email: 
Jesse.Jachman@fcc.gov; Erin Boone, 
Deputy Designated Federal Officer, 
Federal Communications Commission, 
Wireless Telecommunications Bureau, 
(202) 418–0736, or email: Erin.Boone@
fcc.gov; or Celia Lewis, Deputy 
Designated Federal Officer, Federal 
Communications Commission, Wireline 
Competition Bureau, (202) 418–7456, or 
email Celia.Lewis@fcc.gov. 
SUPPLEMENTARY INFORMATION: The 
meeting will be held on October 28, 

2020, at 9:30 a.m. EDT and may be 
viewed live, by the public, at http://
www.fcc.gov/live. Any questions that 
arise during the meeting should be sent 
to PrecisionAgTF@fcc.gov and will be 
answered at a later date. Members of the 
public may submit comments to the 
Task Force in the FCC’s Electronic 
Comment Filing System, ECFS, at 
www.fcc.gov/ecfs. Comments to the Task 
Force should be filed in GN Docket No. 
19–329. 

Open captioning will be provided for 
this event. Other reasonable 
accommodations for people with 
disabilities are available upon request. 
Requests for such accommodations 
should be submitted via email to 
fcc504@fcc.gov or by calling the 
Consumer & Governmental Affairs 
Bureau at (202) 418–0530 (voice), (202) 
418–0432 (tty). Such requests should 
include a detailed description of the 
accommodation needed. In addition, 
please include a way the FCC can 
contact you if it needs more 
information. Please allow at least five 
days’ advance notice; last-minute 
requests will be accepted but may be 
impossible to fill. 

Proposed Agenda: At this meeting, 
the Task Force will consider and vote 
on reports from its Data and Mapping, 
Examining Current and Future 
Connectivity Demand for Precision 
Agriculture, and Encouraging Adoption 
of Precision Agriculture and 
Availability of High-Quality Jobs on 
Connected Farms working groups. The 
Task Force will also discuss the 
progress of its other working groups. 
This agenda may be modified at the 
discretion of the Task Force Chair and 
the Designated Federal Officer. 
Federal Communications Commission. 
Marlene Dortch, 
Secretary, Office of the Secretary. 
[FR Doc. 2020–20646 Filed 9–17–20; 8:45 am] 

BILLING CODE 6712–01–P 

FEDERAL ELECTION COMMISSION 

Sunshine Act Meeting 

DATE AND TIME: Tuesday, September 22, 
2020 at 10 a.m. 
PLACE: 1050 First Street, NE, 
Washington, DC (This meeting will be a 
virtual meeting). 
STATUS: This meeting will be closed to 
the public. 
MATTERS TO BE CONSIDERED: Compliance 
matters pursuant to 52 U.S.C. 30109. 
Investigatory records compiled for law 
enforcement purposes and production 
would disclose investigative techniques. 

Information, the premature disclosure 
of which would be likely to have a 
considerable adverse effect on the 
implementation of a proposed 
Commission action. Matters concerning 
participation in civil actions or 
proceedings or arbitration. 
CONTACT PERSON FOR MORE INFORMATION: 
Judith Ingram, Press Officer, Telephone: 
(202) 694–1220. 

Vicktoria J. Allen, 
Acting Deputy Secretary of the Commission. 
[FR Doc. 2020–20685 Filed 9–16–20; 11:15 am] 

BILLING CODE 6715–01–P 

FEDERAL RESERVE SYSTEM 

Formations of, Acquisitions by, and 
Mergers of Savings and Loan Holding 
Companies 

The companies listed in this notice 
have applied to the Board for approval, 
pursuant to the Home Owners’ Loan Act 
(12 U.S.C. 1461 et seq.) (HOLA), 
Regulation LL (12 CFR part 238), and 
Regulation MM (12 CFR part 239), and 
all other applicable statutes and 
regulations to become a savings and 
loan holding company and/or to acquire 
the assets or the ownership of, control 
of, or the power to vote shares of a 
savings association. 

The public portions of the 
applications listed below, as well as 
other related filings required by the 
Board, if any, are available for 
immediate inspection at the Federal 
Reserve Bank(s) indicated below and at 
the offices of the Board of Governors. 
This information may also be obtained 
on an expedited basis, upon request, by 
contacting the appropriate Federal 
Reserve Bank and from the Board’s 
Freedom of Information Office at 
https://www.federalreserve.gov/foia/ 
request.htm. Interested persons may 
express their views in writing on 
whether the proposed transaction 
complies with the standards 
enumerated in the HOLA (12 U.S.C. 
1467a(e)). 

Comments regarding each of these 
applications must be received at the 
Reserve Bank indicated or the offices of 
the Board of Governors, Ann E. 
Misback, Secretary of the Board, 20th 
Street and Constitution Avenue NW, 
Washington DC 20551–0001, not later 
than October 19, 2020. 

A. Federal Reserve Bank of Atlanta 
(Kathryn Haney, Assistant Vice 
President) 1000 Peachtree Street, NE, 
Atlanta, Georgia 30309. Comments can 
also be sent electronically to 
Applications.Comments@atl.frb.org: 
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1. Community First Bancshares, MHC, 
Covington, Georgia; to convert from 
mutual to stock form. As part of the 
conversion, Community First 
Bancshares, MHC, and Community First 
Bancshares, Inc., Covington, Georgia, an 
existing mid-tier savings and loan 
holding company, will cease to exist 
and Newton Federal Bank, Covington, 
Georgia, will become a wholly-owned 
subsidiary of Affinity Bancshares Inc., 
Covington, Georgia, a newly-formed 
Maryland corporation, which has 
applied to become a savings and loan 
holding company by acquiring Newton 
Federal Bank. 

B. Federal Reserve Bank of 
Philadelphia (William Spaniel, Senior 
Vice President) 100 North 6th Street, 
Philadelphia, Pennsylvania 19105– 
1521. Comments can also be sent 
electronically to 
Comments.applications@phil.frb.org: 

1. The Seneca Falls Savings Bank, 
MHC, Seneca Falls, New York; to 
convert from mutual to stock form. As 
part of the conversion, The Seneca Falls 
Savings Bank, MHC and Seneca-Cayuga 
Bancorp, Inc., Seneca Falls, New York, 
an existing mid-tier savings and loan 
holding company, will cease to exist 
and Generations Bank, Seneca Falls, 
New York, will become a wholly-owned 
subsidiary of Generations Bancorp NY, 
Inc., Seneca Falls, New York, a newly 
formed Maryland corporation, which 
has applied to become a savings and 
loan holding company by acquiring 
Generations Bank. 

Board of Governors of the Federal Reserve 
System, September 15, 2020. 
Yao-Chin Chao, 
Assistant Secretary of the Board. 
[FR Doc. 2020–20662 Filed 9–17–20; 8:45 am] 

BILLING CODE P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Centers for Medicare & Medicaid 
Services 

[Document Identifiers CMS–10443, CMS– 
10265, CMS–10171, and CMS–10291] 

Agency Information Collection 
Activities: Proposed Collection; 
Comment Request 

AGENCY: Centers for Medicare & 
Medicaid Services, Health and Human 
Services (HHS). 
ACTION: Notice. 

SUMMARY: The Centers for Medicare & 
Medicaid Services (CMS) is announcing 
an opportunity for the public to 
comment on CMS’ intention to collect 

information from the public. Under the 
Paperwork Reduction Act of 1995 (the 
PRA), federal agencies are required to 
publish notice in the Federal Register 
concerning each proposed collection of 
information (including each proposed 
extension or reinstatement of an existing 
collection of information) and to allow 
60 days for public comment on the 
proposed action. Interested persons are 
invited to send comments regarding our 
burden estimates or any other aspect of 
this collection of information, including 
the necessity and utility of the proposed 
information collection for the proper 
performance of the agency’s functions, 
the accuracy of the estimated burden, 
ways to enhance the quality, utility, and 
clarity of the information to be 
collected, and the use of automated 
collection techniques or other forms of 
information technology to minimize the 
information collection burden. 
DATES: Comments must be received by 
November 17, 2020. 
ADDRESSES: When commenting, please 
reference the document identifier or 
OMB control number. To be assured 
consideration, comments and 
recommendations must be submitted in 
any one of the following ways: 

1. Electronically. You may send your 
comments electronically to http://
www.regulations.gov. Follow the 
instructions for ‘‘Comment or 
Submission’’ or ‘‘More Search Options’’ 
to find the information collection 
document(s) that are accepting 
comments. 

2. By regular mail. You may mail 
written comments to the following 
address: CMS, Office of Strategic 
Operations and Regulatory Affairs, 
Division of Regulations Development, 
Attention: Document Identifier/OMB 
Control Number lllll, Room C4– 
26–05, 7500 Security Boulevard, 
Baltimore, Maryland 21244–1850. 

To obtain copies of a supporting 
statement and any related forms for the 
proposed collection(s) summarized in 
this notice, you may make your request 
using one of following: 

1. Access CMS’ website address at 
website address at https://www.cms.gov/ 
Regulations-and-Guidance/Legislation/ 
PaperworkReductionActof1995/PRA- 
Listing.html. 

2. Call the Reports Clearance Office at 
(410) 786–1326. 
FOR FURTHER INFORMATION CONTACT: 
William N. Parham at (410) 786–4669. 
SUPPLEMENTARY INFORMATION: 

Contents 

This notice sets out a summary of the 
use and burden associated with the 
following information collections. More 

detailed information can be found in 
each collection’s supporting statement 
and associated materials (see 
ADDRESSES). 
CMS–10443 Transcatheter Valve 

Therapy (TVT) Registry 
CMS–10265 Mandatory Insurer 

Reporting Requirements of Section 
111 of the Medicare, Medicaid and 
SCHIP Act of 2007 

CMS–10171 Part D Coordination of 
Benefits Data 

CMS–10291 State Collection and 
Reporting of Dental Provider and 
Benefit Package Information on the 
Insure Kids Now! Website and 
Hotline 

Under the PRA (44 U.S.C. 3501– 
3520), federal agencies must obtain 
approval from the Office of Management 
and Budget (OMB) for each collection of 
information they conduct or sponsor. 
The term ‘‘collection of information’’ is 
defined in 44 U.S.C. 3502(3) and 5 CFR 
1320.3(c) and includes agency requests 
or requirements that members of the 
public submit reports, keep records, or 
provide information to a third party. 
Section 3506(c)(2)(A) of the PRA 
requires federal agencies to publish a 
60-day notice in the Federal Register 
concerning each proposed collection of 
information, including each proposed 
extension or reinstatement of an existing 
collection of information, before 
submitting the collection to OMB for 
approval. To comply with this 
requirement, CMS is publishing this 
notice. 

Information Collection 

1. Type of Information Collection 
Request: Extension of a previously 
approved collection: Title of 
Information Collection: Transcatheter 
Valve Therapy (TVT) Registry; Use: The 
data collection is required by the 
Centers for Medicare and Medicaid 
Services (CMS) National Coverage 
Determination (NCD) entitled, 
‘‘Transcatheter Aortic Valve 
Replacement (TAVR)’’. The TAVR 
device is only covered when specific 
conditions are met including that the 
heart team and hospital are submitting 
data in a prospective, national, audited 
registry. The data includes patient, 
practitioner and facility level variables 
that predict outcomes such as all cause 
mortality and quality of life. CMS finds 
that the Society of Thoracic Surgery/ 
American College of Cardiology 
Transcatheter Valve Therapy (STS/ACC 
TVT) Registry, one registry overseen by 
the National Cardiovascular Data 
Registry, meets the requirements 
specified in the NCD on TAVR. The 
TVT Registry will support a national 
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surveillance system to monitor the 
safety and efficacy of the TAVR 
technologies for the treatment of aortic 
stenosis. 

The data will also include the 
variables on the eight item Kansas City 
Cardiomyopathy Questionnaire (KCCQ– 
10) to assess heath status, functioning 
and quality of life. In the KCCQ, an 
overall summary score can be derived 
from the physical function, symptoms 
(frequency and severity), social function 
and quality of life domains. For each 
domain, the validity, reproducibility, 
responsiveness and interpretability have 
been independently established. Scores 
are transformed to a range of 0–100, in 
which higher scores reflect better health 
status. 

The conduct of the STS/ACC TVT 
Registry and the KCCQ–10 is in 
accordance with Section 1142 of the 
Social Security Act (the Act) that 
describes the authority of the Agency for 
Healthcare Research and Quality 
(AHRQ). Under section 1142, research 
may be conducted and supported on the 
outcomes, effectiveness, and 
appropriateness of health care services 
and procedures to identify the manner 
in which disease, disorders, and other 
health conditions can be prevented, 
diagnosed, treated, and managed 
clinically. Section 1862(a)(1)(E) of the 
Act allows Medicare to cover under 
coverage with evidence development 
(CED) certain items or services for 
which the evidence is not adequate to 
support coverage under section 
1862(a)(1)(A) and where additional data 
gathered in the context of a clinical 
setting would further clarify the impact 
of these items and services on the health 
of beneficiaries. 

The data collected and analyzed in 
the TVT Registry will be used by CMS 
to determine if the TAVR is reasonable 
and necessary (e.g., improves health 
outcomes) for Medicare beneficiaries 
under Section 1862(a)(1)(A) of the Act. 
Furthermore, data from the Registry will 
assist the medical device industry and 
the Food and Drug Administration 
(FDA) in surveillance of the quality, 
safety and efficacy of new medical 
devices to treat aortic stenosis. For 
purposes of the TAVR NCD, The TVT 
Registry has contracted with the Data 
Analytic Centers to conduct the 
analyses. In addition, data will be made 
available for research purposes under 
the terms of a data use agreement that 
only provides de-identified datasets. 
Form Number: CMS–10443 (OMB 
control number: 0938–1202); Frequency: 
Annual; Affected Public: Individuals, 
Households and Private Sector; Number 
of Respondents: 37,221; Total Annual 
Responses: 148,884; Total Annual 

Hours: 47,765. (For policy questions 
regarding this collection contact Sarah 
Fulton at 410–786–2749.) 

2. Type of Information Collection 
Request: Revision with change of a 
currently approved collection; Title of 
Information Collection: Mandatory 
Insurer Reporting Requirements of 
Section 111 of the Medicare, Medicaid 
and SCHIP Act of 2007; Use: The 
Centers for Medicare & Medicaid 
Services (CMS) collects various data 
elements from the applicable reporting 
entities (see supporting documents) for 
purposes of carrying out the mandatory 
MSP reporting requirements of Section 
111of the Medicare, Medicaid and 
SCHIP Extension Act. This information 
is used to ensure that Medicare makes 
payment in the proper order and/or 
takes necessary recovery actions. 42 
U.S.C. 1395y(b)(7)(A)(i)(II) was updated 
by the Substance Use-Disorder 
Prevention that Promotes Opioid 
Recovery and Treatment (SUPPORT) for 
Patients and Communities Act. Section 
4002 of the SUPPORT Act also applies 
to Section 111 that requires Group 
Health Plan (GHP) reporting of primary 
prescription drug coverage. 

MSP is generally divided into ‘‘pre- 
payment’’ and ‘‘post-payment’’ 
activities. Pre-payment activities are 
generally designed to stop mistaken 
primary payments in situations where 
Medicare should be secondary. 
Medicare post-payment activities are 
designed to recover mistaken payments 
or conditional payments made by 
Medicare where there is a contested 
liability insurance (including self- 
insurance), no-fault insurance, or 
workers’ compensation which has 
resulted in a settlement, judgment, 
award, or other payment. CMS specialty 
contractors perform most of the MSP 
activity. 

Pre-payment 
The information is collected from 

applicable reporting entities for the 
purpose of coordination of benefits and 
the recovery of mistaken and 
conditional payments. Section 111 
mandates the reporting of information 
in the form and manner specified by the 
Secretary, DHHS. Data the Secretary 
collects is necessary for both pre- 
payment and post-payment 
coordination of benefit purposes, 
including necessary recovery actions. 

Both GHP and NGHP entities have 
had and continue to have the 
responsibility for determining when 
they are primary to Medicare and to pay 
appropriately, even without the 
mandatory Section 111 process, Insurers 
should always collect the NGHP, GHP 
and GHP prescription drug information 

that CMS requires in connection with 
Section 111 of the MMSEA. Form 
Number: CMS–10265 (OMB control 
number: 0938–1074); Frequency: Yearly; 
Affected Public: Private Sector, Business 
or other for-profits; Number of 
Respondents: 21,141; Total Annual 
Responses: 8,079,697; Total Annual 
Hours: 618,060. (For policy questions 
regarding this collection contact Richard 
Mazur at 410–786–1418.) 

3. Type of Information Collection 
Request: Revision with change of a 
currently approved collection; Title of 
Information Collection: Part D 
Coordination of Benefits Data; Use: 
Sections 1860D–23 and 1860D–24 of the 
Act require the Secretary to establish 
requirements for prescription drug plans 
to promote effective coordination 
between Part D plans and SPAPs and 
other payers. These Part D Coordination 
of Benefits (COB) requirements have 
been codified into the Code of Federal 
Regulations at 42 CFR 423.464. In 
particular, CMS’ requirements relate to 
the following elements: (1) Enrollment 
file sharing; (2) claims processing and 
payment; (3) claims reconciliation 
reports; (4) application of the 
protections against high out-of-pocket 
expenditures by tracking TrOOP 
expenditures; and (5) other processes 
that the Secretary determines. 

This information collection assists 
CMS, pharmacists, Part D plans, and 
other payers coordinate prescription 
drug benefits at the point-of-sale and 
track beneficiary True out-of-pocket 
(TrOOP) expenditures using the Part D 
Transaction Facilitator (PDTF). 

The collected information will be 
used by Part D plans, other health 
insurers or payers, pharmacies and CMS 
to coordinate prescription drug benefits 
provided to the Medicare beneficiary. 
Part D plans share data with each other 
and with CMS. The types of data 
collected for sharing include enrollment 
data, other health insurance 
information, TrOOP and Gross drug 
spending and supplemental payer data. 
Form Number: CMS–10171 (OMB 
control number: 0938–0978); Frequency: 
Yearly; Affected Public: State, Local, or 
Tribal Governments; Number of 
Respondents: 63,910; Total Annual 
Responses: 770,855,926; Total Annual 
Hours: 938,065. (For policy questions 
regarding this collection contact Chad 
Buskirk at 410–786–1630.) 

4. Type of Information Collection 
Request: Revision of a currently 
approved collection; Title of 
Information Collection: State Collection 
and Reporting of Dental Provider and 
Benefit Package Information on the 
Insure Kids Now! Website and Hotline; 
Use: On the Insure Kids Now (IKN) 
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website, the Secretary is required to post 
a current and accurate list of dentists 
and providers that provide dental 
services to children enrolled in the state 
plan (or waiver) under Medicaid or the 
state child health plan (or waiver) under 
CHIP. States collect the information 
pertaining to their Medicaid and CHIP 
dental benefits. Form Number: CMS– 
10291 (OMB control number: 0938– 
1065); Frequency: Yearly and quarterly; 
Affected Public: State, Local, or Tribal 
Governments; Number of Respondents: 
51; Total Annual Responses: 255; Total 
Annual Hours: 11,781. (For policy 
questions regarding this collection 
contact Andrew Snyder at 410–786– 
1274.) 

Dated: September 14, 2020. 
William N. Parham, III, 
Director, Paperwork Reduction Staff, Office 
of Strategic Operations and Regulatory 
Affairs. 
[FR Doc. 2020–20561 Filed 9–17–20; 8:45 am] 

BILLING CODE 4120–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Food and Drug Administration 

[Docket No. FDA–2019–N–4763] 

Agency Information Collection 
Activities; Submission for Office of 
Management and Budget Review; 
Comment Request; Assessment of 
Terms and Phrases Commonly Used in 
Prescription Drug Promotion 

AGENCY: Food and Drug Administration, 
HHS. 
ACTION: Notice. 

SUMMARY: The Food and Drug 
Administration (FDA) is announcing 
that a proposed collection of 
information has been submitted to the 
Office of Management and Budget 
(OMB) for review and clearance under 
the Paperwork Reduction Act of 1995. 
DATES: Submit written comments 
(including recommendations) on the 
collection of information by October 19, 
2020. 
ADDRESSES: To ensure that comments on 
the information collection are received, 
OMB recommends that written 
comments be submitted to https://
www.reginfo.gov/public/do/PRAMain. 
Find this particular information 
collection by selecting ‘‘Currently under 
Review—Open for Public Comments’’ or 
by using the search function. The title 
of this information collection is 
‘‘Assessment of Terms and Phrases 
Commonly Used in Prescription Drug 
Promotion.’’ Also, include the FDA 

docket number found in brackets in the 
heading of this document. 
FOR FURTHER INFORMATION CONTACT: Ila 
S. Mizrachi, Office of Operations, Food 
and Drug Administration, Three White 
Flint North, 10A–12M, 11601 
Landsdown St., North Bethesda, MD 
20852, 301–796–7726, PRAStaff@
fda.hhs.gov. 

For copies of the questionnaire, 
contact: Office of Prescription Drug 
Promotion (OPDP) Research Team, 
DTCresearch@fda.hhs.gov. 
SUPPLEMENTARY INFORMATION: In 
compliance with 44 U.S.C. 3507, FDA 
has submitted the following proposed 
collection of information to OMB for 
review and clearance. 

Assessment of Terms and Phrases 
Commonly Used in Prescription Drug 
Promotion 

OMB Control Number 0910-New 

I. Background 

Section 1701(a)(4) of the Public 
Health Service Act (42 U.S.C. 
300u(a)(4)) authorizes FDA to conduct 
research relating to health information. 
Section 1003(d)(2)(C) of the Federal 
Food, Drug, and Cosmetic Act (FD&C 
Act) (21 U.S.C. 393(d)(2)(C)) authorizes 
FDA to conduct research relating to 
drugs and other FDA regulated products 
in carrying out the provisions of the 
FD&C Act. 

The Office of Prescription Drug 
Promotion’s (OPDP) mission is to 
protect the public health, in part, by 
helping to ensure that prescription drug 
promotional material is truthful, 
balanced, and accurately 
communicated, so that patients and 
health care providers can make 
informed decisions about treatment 
options. OPDP’s research program 
provides scientific evidence to help 
ensure that our policies related to 
prescription drug promotion will have 
the greatest benefit to public health. 
Toward that end, we have consistently 
conducted research to evaluate the 
aspects of prescription drug promotion 
that are most central to our mission. Our 
research focuses in particular on three 
main topic areas: Advertising features, 
including content and format; target 
populations; and research quality. 
Through the evaluation of advertising 
features, we assess how elements such 
as graphics, format, and disease and 
product characteristics impact the 
communication and understanding of 
prescription drug risks and benefits. 
Focusing on target populations allows 
us to evaluate how understanding of 
prescription drug risks and benefits may 
vary as a function of audience, and our 

focus on research quality aims at 
maximizing the quality of our research 
data through analytical methodology 
development and investigation of 
sampling and response issues. This 
study will inform all three topic areas. 

Because we recognize that the 
strength of data and the confidence in 
the robust nature of the findings is 
improved by utilizing the results of 
multiple converging studies, we 
continue to develop evidence to inform 
our thinking. We evaluate the results 
from our studies within the broader 
context of research and findings from 
other sources, and this larger body of 
knowledge collectively informs our 
policies as well as our research program. 
Our research is documented on our 
homepage, which can be found at: 
https://www.fda.gov/aboutfda/ 
centersoffices/officeofmedicalproducts
andtobacco/cder/ucm090276.htm. The 
website includes links to the latest 
Federal Register notices and peer- 
reviewed publications produced by our 
office. The website maintains 
information on studies we have 
conducted, dating back to a survey on 
direct-to-consumer advertisements 
conducted in 1999. 

The present research involves 
assessment of how consumers and 
primary care physicians (PCPs) interpret 
terms and phrases commonly used in 
prescription drug promotion, as well as 
those used to describe prescription 
drugs and prescription drug promotion 
more generally. This includes both what 
these terms and phrases mean to each 
population (e.g., definitions) and what 
these terms and phrases imply (e.g., 
about efficacy and safety). Some 
examples of interest include: ‘‘natural’’ 
or ‘‘naturally-occurring,’’ and ‘‘targeted’’ 
or ‘‘targeted therapy.’’ The full list for 
assessment will include approximately 
30 terms and phrases for each 
population. To accommodate such a 
large number, presented terms and 
phrases will be accompanied by only 
limited context (terms within sentences 
and phrases within paragraphs, as 
opposed to full promotional materials). 
Understanding the most prevalent 
interpretations of these terms and 
phrases can help OPDP determine the 
impact of specific language in 
prescription drug promotion. For 
example, certain terms and phrases, 
when used without additional 
contextual information, might overstate 
the efficacy or minimize the risk of a 
product. Additionally, from a health 
literacy perspective, it is helpful to 
ascertain general understanding of such 
terms and phrases as this may aid in the 
development of best practices around 
communicating these concepts. 
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We plan to conduct this research in 
two phases. First, we will conduct 
formative semi-structured interviews 
with 30 members of each population 
(general population consumers and 
PCPs). Second, we will conduct 
nationally representative, probability- 
based surveys of more than 1,000 
members of each population on the 
same topic. 

Phase 1: Semistructured Interviews. In 
Phase 1 of the research, semistructured 
interviews will be conducted by web 
conferencing using the itracks platform, 
an online and mobile market research 
service provider. This approach allows 
for the participant and interviewer to 
see each other and includes a 
whiteboard feature that can be used to 
show the terms, statements, or passages 
for participants to read and follow along 
as the interviewer reads them aloud. 
This may be helpful in cases where the 
statements or passages are long, which 
may make them difficult to understand 
when read aloud. In addition, the 
written information may be helpful as a 
reference as the discussion progresses. 

Participation is estimated to take 1 
hour. Participants will be recruited by 
email through itracks and its partner 
panels. All participants will be 18 years 
of age or older and must not have 
participated in a focus group or 
interview during the previous 3 months. 
Additionally, for the consumer sample, 
we will exclude individuals who work 
in healthcare or marketing settings 
because their knowledge and 
experiences may not reflect those of the 
average consumer. For the PCP sample, 
we will exclude individuals who spend 
less than 50 percent of their time on 
patient care. Department of Health and 
Human Services employees and RTI 
International employees will be 
excluded from both respondent groups. 

We will start data collection with a 
soft launch of three interviews per 
segment (10 percent) to ensure that all 
processes are working well. Although 
we do not intend on making major 
changes to the interview guides as a 
result of these soft launch interviews, 
they will provide an opportunity to 
make minor changes (e.g., adding 
interviewer notes). Measurement for this 
phase will consist of a thematic analysis 
using a matrix approach to identify 
themes and mental models common 
across participants. 

Phase 2: Nationally Representative 
Surveys. In Phase 2 of the research, 
primarily closed-ended survey 
questions will be administered to each 
population. The closed-ended survey 
format will allow the team to quantify 
the frequency or prevalence of certain 
interpretations or meanings among a 

nationally representative sample of the 
general U.S. consumer and physician 
populations. Final questions and 
response options will be informed by 
key interpretations discovered during 
the Phase 1 interviews. For the 
consumer survey, we will use a 
probability sample selected from an 
address-based sampling frame and 
conduct the survey using a web-based 
platform. For the PCP survey, we will 
obtain a probability sample from the 
American Medical Association 
Masterfile and will conduct the survey 
via mail. For each population, we chose 
the sampling frame and survey mode 
that has been shown to produce the 
highest quality results for that 
population with respect to coverage, 
response rates, and nonresponse bias. 
The same exclusion criteria as specified 
for Phase 1 will be maintained for Phase 
2. Participation is estimated at 20 
minutes. 

We also plan to embed an experiment 
in the PCP mail survey. Research has 
shown that including a pen in the 
survey package can help to increase 
response rates and time to response, 
even potentially reducing the number of 
reminders required (Refs. 1 and 2). 
However, the shipping of pens can be 
costly and often pens are damaged in 
the mail (e.g., ink can leak, etc.). To 
determine whether another token 
incentive might be as effective at 
increasing response rates, we will 
randomize half of the sample to receive 
a pen and half to receive a packet of 
sticky notes or other token incentive. 
We will compare response rates 
between the two groups to help inform 
methods for future studies. 

We set our sample requirements to a 
95 percent confidence interval and a 3 
percent margin of error assuming an 
underlying proportion of 0.50 in the 
population (which is the most 
conservative estimate and overestimates 
the sample size relative to alternate 
proportions). These parameters are 
commonly used in quantitative survey 
research (Refs. 3 to 6) and offer balance 
between precision and cost. Thus, 
assuming a total U.S. population of 
roughly 250 million adults aged 18 or 
older (Ref. 7), we estimate the number 
of completed surveys to be 1,067 for the 
general population survey. Assuming a 
total population of 209,000 PCPs (Ref. 
8), with the same 95 percent confidence 
interval and ± 3 percent margin of error, 
we estimate the number of completed 
surveys for the provider survey to be 
1,062. These sample sizes would also 
allow us to detect a mean difference 
between ± 0.15 and 0.30 points (Ref. 6). 

In the Federal Register of November 
6, 2019 (84 FR 59833), FDA published 

a 60-day notice requesting public 
comment on the proposed collection of 
information. FDA received eight 
comments, but only five submissions 
were PRA-related. Within those 
submissions, FDA received multiple 
comments that the Agency has 
addressed. 

(Comment 1) Some comments 
supported the proposed research as an 
important step towards addressing 
current issues with U.S. prescription 
drug advertisement practices. 

(Response) FDA agrees with these 
comments to the extent they relate to 
this study. 

(Comment 2) A few comments 
suggested the proposed research 
methodology could be improved by 
providing the general population with 
the option to complete the survey in 
writing or over the phone. These 
comments asserted that elderly 
consumers are highly susceptible to 
false and misleading advertisements of 
prescription drugs, and that elderly 
consumers use prescription drugs at 
rates higher than any other age group. 
The comments also indicated that 
elderly populations may face barriers to 
accessing a web-based platform to 
complete the survey. 

(Response) While we agree that web 
panel surveys can sometimes have less 
than ideal coverage of populations like 
older adults, the survey proposed here 
would not be sampling from a web 
panel, but would instead use a 
probability sample selected from an 
address-based sample frame to ensure a 
nationally-representative sample. This 
helps to ensure better coverage of older 
adults, who may be less likely to be part 
of an existing opt-in survey panel or less 
likely to answer a web-based ad to 
complete a survey than to respond to a 
mailed survey invitation. Pew research 
finds that 73 percent of people aged 65+ 
have access to the internet in their home 
compared to 90 percent for the overall 
U.S. population (Ref. 9). To address this 
coverage concern, responses from older 
adults will be weighted to the full U.S. 
population. 

Our recent experience suggests we 
will be able to adequately represent this 
group. As an example, in a survey 
conducted by RTI on the Residential 
Energy Consumption Survey National 
Pilot, an analysis of representativeness 
among survey protocols found that for 
the older age group, web was less 
representative than a mixed mode 
survey allowing for either web-based or 
paper survey, but was still considered to 
have ‘‘good’’ agreement with the 
American Community Survey 
(considered the gold standard for U.S. 
demographic data). 
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(Comment 3) The comment indicated 
the proposed research methodology 
could be improved by including 
behavior-based questions in the surveys. 

(Response) We agree about the value 
of measuring behavioral intentions in 
general. However, in this particular 
study, in which we are asking about a 
variety of terms and phrases used in 
prescription drug advertising that may 
or may not be relevant to all members 
of the sample, behavioral intention 
questions would not be appropriate. The 
drugs in question would not be relevant 
or salient for all consumers in the study. 
For example, a respondent will be able 
to answer questions about language 
used to describe migraine medication 
(e.g., #1 prescribed medication) even if 
they do not suffer from migraines. 
However, it would not make sense to 
ask them about their behavioral 
intentions related to taking that 
migraine medicine if they do not suffer 
from migraines. Given the limitations of 
space and scope, we do not plan to add 
more behavioral intentions measures 
into this study. 

(Comment 4) The comment suggested 
that some of the longer contextual-based 
passages interviewees are presented 
with should include situations in which 
viewers/listeners are presented with 
previously seldom-used or new-to-the- 
public terms and phrases and an 
attempt at definition or generation of 
emotional valence by marketers. 

(Response) The purpose of this study 
is for FDA to test understanding of 
terms ‘‘commonly used in prescription 
drug promotion.’’ Thus, those that have 
been ‘‘previously seldom-used’’ or are 
‘‘new-to the-public’’ are outside the 
scope of the study and are not included 
in the survey materials. 

The idea to study emotional valence 
is very interesting, but also beyond the 
scope of the current research. 

(Comment 5) The comment included 
a note on the PCP mail surveys: Rather 
than focusing on incentivizing response 
via an object included with the PCP 
mail surveys, the comment suggested 
that research funds would be better 
spent ensuring the surveys are engaging, 
easily understood by the two target 
audiences, short to complete, and 
presented with a clear deadline. 

(Response) We believe we have the 
capacity both to incentivize the 
response and to ensure the surveys are 
engaging. For example, we specifically 
designed the advance mailings (letters 
that will go to potential participants) to 
follow best practices for ensuring the 
study is engaging, such as stating the 
purpose and likely outcomes of the 
research in the letter and including a 

graphic to identify the study on the 
postcard or envelope. 

Token incentives have been shown in 
the literature to have a real impact on 
response rates (Refs. 1 and 2), and 
increased response rates can save costs 
and potentially reduce nonresponse bias 
(if reluctant respondents are different 
from non-reluctant respondents). In fact, 
the literature has shown that even with 
short, engaging surveys, these types of 
token incentives can substantially boost 
response rates (Refs. 10–12). 

(Comment 6) The comment suggested 
that the study population of healthcare 
providers should be expanded to 
include specialists. 

(Response) While we understand that 
some of the topics may be relevant for 
specialists, and we do often include 
specialists in our research, our focus in 
the present research is on PCPs. 
Specialists are not as numerous as PCPs, 
which makes them harder to recruit. In 
2018, for example, the proportion of 
specialists representing each specialty 
area ranged from 2 percent 
(endocrinologists) to 11 percent 
(psychiatrists and emergency medicine 
specialists) (Ref. 13). These data 
demonstrate that the pool of potentially 
eligible specialists is limited. Given the 
large required sample size for this study, 
we chose to limit the population to 
PCPs. 

(Comment 7) The comment suggested 
that FDA should use additional context 
for certain terms to more accurately 
represent the way in which these terms 
are conveyed in promotion. Specifically, 
the comment requested that FDA add 
context for the following terms: 

1. HCP assessment term of 
‘‘significant (as in statistically 
significant)’’: The comment stated that 
this term should be accompanied by a 
95 percent confidence interval, hazard 
ratio, and p-value as additional data 
points. 

2. HCP and consumer assessment 
phrases ‘‘manageable safety profile; 
established safety profile; well-studied 
safety profile; ‘‘well-tolerated’’: The 
comment stated that these phrases 
should be accompanied by an example, 
such as a table showing most common 
adverse events. 

(Response) Regarding the term 
‘‘significant (as in statistically 
significant)’’ and the suggestion to add 
additional data points: Although 
references to statistical significance in 
the prescription drug promotion 
marketplace are sometimes 
accompanied by other statistical 
information, at other times they are not. 
In this assessment, we wish to assess 
understanding of this phrase on its own. 

Regarding ‘‘manageable safety profile’’ 
and related phrases and the suggestion 
to add an example such as a table 
showing most common adverse events: 
Given the length of the current 
instruments, we are limited in what can 
be included. The scope of this study 
includes terms and phrases and not 
graphics or numbers. However, we 
recognize the importance of studying 
those features as well. Examples of 
research involving these features can be 
found on the OPDP research website, 
linked earlier in this document. 

(Comment 8) The comment suggests 
that the following commonly used terms 
should be added to the assessment to 
increase the utility, quality and clarity 
of the information collected. 

For consumers and HCP, the comment 
suggested adding: 

1. ‘‘Potent’’ to assessment term 
‘‘powerful;’’ and 

2. New assessment term ‘‘convenient/ 
straightforward/simple/easy/easy to 
use.’’ 

For HCPs only, the comment 
suggested adding ‘‘high affinity.’’ 

(Response) Thank you for these 
suggestions. We added ‘‘potent,’’ 
‘‘convenient,’’ ‘‘straightforward,’’ 
‘‘simple,’’ ‘‘easy’’, and ‘‘easy to use’’ to 
the surveys. For ‘‘high affinity,’’ we 
have conducted several informal 
searches, but have not found sufficient 
examples of the use of this term in 
promotional materials. 

(Comment 9) The comment noted that 
the surveys take terms and phrases out 
of context and suggests that FDA should 
study how consumers and PCPs 
interpret representative promotional 
pieces that include appropriate 
accompanying context. 

(Response) This study is one in a 
program of related research conducted 
by OPDP. In several related studies, we 
examine how consumers and PCPs 
interpret the terms and phrases in 
representative promotional pieces that 
include accompanying context. In 
contrast to this prior research, the 
proposed research allows for assessment 
of a large number of terms and 
phrases—effectively emphasizing 
breadth over depth, and involving data 
collection from a nationally 
representative sample. We believe these 
various approaches to studying language 
commonly used in prescription drug 
promotion complement one another and 
together contribute to a more 
comprehensive understanding of the 
research questions. 

(Comment 10) The comment 
suggested that questions in the surveys 
may be leading. In describing the 
proposed research, the 60-day notice 
stated, ‘‘For example, certain terms and 
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phrases, when used without additional 
contextual information, might overstate 
the efficacy and minimize the risk of a 
product.’’ The comment stated that this 
statement shows bias that manifests in 
the proposed questions and suggests 
that because the evident bias is deeply 
rooted in this proposed study and its 
surveys, FDA should fundamentally 
reformulate the proposed collection of 
information in its entirety. 

(Response) We agree that some of the 
probes proposed for use in the Phase 1 
research may appear to be leading, so 
we have rewritten these probes. For 
example, where it said ‘‘safer,’’ we have 
altered language to ‘‘more’’ or ‘‘less’’ 
safe. 

In the Phase 2 surveys, the safety and 
efficacy questions are not leading or 
one-sided. The questions use bipolar 
response scales allowing respondents to 
indicate that the products using that 
term are less safe/effective, equally as 
safe/effective, or more safe/effective. 

(Comment 11) The comment 
suggested that the proposed answers in 
the closed-ended surveys are 
unbalanced. 

(Response) We have reviewed the 
Phase 2 questions and made some edits 
to ensure more balance. 

It is important to note that the 
response options shown for many of the 
questions are just examples. The full list 
of response options used in the Phase 2 
surveys will be developed based on 
responses to the Phase 1 interviews. As 
a result, the Phase 2 response options 
may skew slightly negative or positive 
depending on what interview 
respondents say in the Phase 1 
interviews. However, we will ensure 
that there is balance with both negative 
and positive response options. 

(Comment 12) The comment 
suggested that by asking respondents to 
compare closely related terms and 
phrases, the survey may force artificial 
findings of difference. The comment 
stated that even if the measured 
differences are real (and not due to 
biases in the surveys), it is unclear how 
the results would have any practical 
utility because there may not be any 

objective definitions of the terms with 
which to compare the results. 

(Response) We describe below the 
process to mitigate the effects of this 
concern. 

• If participants in the Phase 1 
research do not articulate differences 
between certain terms, we will exclude 
those terms from Phase 2. This will 
reduce the chance to find artificial 
differences between terms. 

• We can also split question sets into 
multiple individual questions. We will 
make decisions surrounding this 
solution following completion of the 
Phase 1 interviews. 

• For the consumer survey, which 
will be conducted online only, we will 
randomize the order in which the terms 
are presented. This will not eliminate 
context effects but will randomly 
distribute any error across terms rather 
than significantly biasing an individual 
term. 

(Comment 13) The comment opined 
that the surveys, at least in the past, are 
unnecessarily duplicative of 
information otherwise reasonably 
accessible to FDA (e.g., focus groups 
conducted by FDA in 2014; and 
information available from third-party 
sources regarding the terms ‘‘many,’’ 
‘‘most,’’ ‘‘majority,’’ ‘‘some,’’ and 
‘‘few’’). 

(Response) We believe the research is 
not duplicative of that conducted in 
2014 by FDA, but instead builds on that 
research. It is being conducted by the 
same research team and is part of a 
coherent program of research that 
includes formative focus groups, in- 
depth interviews, a survey, and an 
experimental study. We used those 
focus group reports to inform the 
development of answer options for this 
study. The very few terms that are 
repeated in the current survey have 
been included in the current study 
because researchers wanted to follow up 
on previous findings with a larger, 
nationally representative sample. 
Furthermore, that study did not collect 
any quantitative data on the terms. 

Literature searches in multiple 
medical, social science, and linguistics 
databases, including Pubmed, Web of 

Science, EBSCO Discovery Service, and 
Linguistics Database for research on 
how people quantify or interpret terms 
like ‘‘few’’ and ‘‘many’’ as we do in the 
present research did not reveal 
significant literature on these terms. It is 
important for FDA to understand how 
these terms are interpreted in the 
context of prescription drug promotion, 
thus we plan to keep them in the 
current study. 

(Comment 14) A comment 
recommended that FDA remove 
questions about the terms ‘‘off-label’’ 
and ‘‘prescription drug promotion’’ as 
they are not terms used in promotion. 

(Response) While ‘‘off label’’ and 
‘‘prescription drug promotion’’ are not 
terms that are typically used in 
promotion, it is important for FDA to 
understand how healthcare providers 
perceive these terms in general. We 
have revised the description of the 
scope in the Federal Register notice to 
clarify this broader purpose. We now 
state: ‘‘The present research involves 
assessment of how consumers and 
primary care physicians (PCPs) interpret 
terms and phrases commonly used in 
prescription drug promotion, as well as 
those used to describe prescription 
drugs and prescription drug promotion 
more generally.’’ 

(Comment 15) A comment 
recommended that FDA change the 
framing for the survey from a focus on 
‘‘words or phrases that are commonly 
used in prescription drug advertising’’ 
to ‘‘words or phrases that are commonly 
used to describe prescription drugs.’’ 
The comment suggested that if the 
survey keeps the former, respondents 
will view the surveys through whatever 
biases they have for drug advertising. 

(Response) Because it is our intention 
to examine what participants think in 
the context of prescription drug 
advertising, we have retained our 
original approach to framing the 
research, while also expanding that 
framing to reference terms or phrases 
that are commonly used to describe 
prescription drug promotion. 

FDA estimates the burden of this 
collection of information as follows: 

TABLE 1—ESTIMATED ANNUAL REPORTING BURDEN 1 

Activity Number of 
respondents 

Number of 
responses per 

respondent 

Total annual 
responses 

Average 
burden per 
response 

Total hours 

General Population 

Phase 1: Screener completes (assumes 35% eligible) ........... 85 1 85 ................ 0.083 (5 min-
utes).

7 

Phase 1: Number of completes ................................................ 30 1 30 ................ 1 .................. 30 
Phase 2: Screener completes (assumes 90% eligible) ........... 1,185 1 1,185 ........... 0.083 (5 min-

utes).
98 
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TABLE 1—ESTIMATED ANNUAL REPORTING BURDEN 1—Continued 

Activity Number of 
respondents 

Number of 
responses per 

respondent 

Total annual 
responses 

Average 
burden per 
response 

Total hours 

Phase 2: Number of completes ................................................ 1,067 1 1,067 + 
10% 2.

= 1,174 ........

0.333 (20 
minutes).

391 

PCP Population 

Phase 1: Screener completes (assumes 30% eligible) ........... 104 1 104 .............. 0.083 (5 min-
utes).

9 

Phase 1: Number of completes ................................................ 30 1 30 ................ 1 .................. 30 
Phase 2: Screener completes (assumes 90% eligible) ........... 1,180 1 1,180 ........... 0.083 (5 min-

utes).
98 

Phase 2: Number of completes ................................................ 1,062 1 1,062 + 
10% 2 = 
1,168.

0.333 (20 
minutes).

389 

Total ................................................................................... ........................ ........................ ..................... ..................... 1,052 

1 There are no capital costs or operating and maintenance costs associated with this collection of information. 
2 As with most online and mail surveys, it is always possible that some participants are in the process of completing the survey when the target 

number is reached and that those surveys will be completed and received before the survey is closed out. To account for this, we have esti-
mated approximately 10 percent overage for both samples in the study. 
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BILLING CODE 4164–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Food and Drug Administration 

[Docket No. FDA–2020–N–1644] 

Agency Information Collection 
Activities; Proposed Collection; 
Comment Request; Medical 
Conference Attendees’ Observations 
about Prescription Drug Promotion 

AGENCY: Food and Drug Administration, 
HHS. 
ACTION: Notice. 

SUMMARY: The Food and Drug 
Administration (FDA or Agency) is 
announcing an opportunity for public 
comment on the proposed collection of 
certain information by the Agency. 
Under the Paperwork Reduction Act of 
1995 (PRA), Federal Agencies are 
required to publish notice in the 
Federal Register concerning each 
proposed collection of information and 
to allow 60 days for public comment in 
response to the notice. This notice 
solicits comments on a proposed study 
entitled ‘‘Medical Conference 
Attendees’ Observations about 
Prescription Drug Promotion.’’ 
DATES: Submit either electronic or 
written comments on the collection of 
information by November 17, 2020. 

VerDate Sep<11>2014 19:15 Sep 17, 2020 Jkt 250001 PO 00000 Frm 00036 Fmt 4703 Sfmt 4703 E:\FR\FM\18SEN1.SGM 18SEN1jb
el

l o
n 

D
S

K
JL

S
W

7X
2P

R
O

D
 w

ith
 N

O
T

IC
E

S

http://www.ahrq.gov/research/findings/factsheets/primary/pcwork1/index.html
http://www.ahrq.gov/research/findings/factsheets/primary/pcwork1/index.html
https://www.kff.org/other/state-indicator/physicians-by-specialty-area
https://www.kff.org/other/state-indicator/physicians-by-specialty-area
https://www.pewresearch.org/internet/fact-sheet/internet-broadband
https://www.pewresearch.org/internet/fact-sheet/internet-broadband
https://www.regulations.gov
https://www.regulations.gov
https://www.regulations.gov
https://www.census.gov
https://www.census.gov


58367 Federal Register / Vol. 85, No. 182 / Friday, September 18, 2020 / Notices 

ADDRESSES: You may submit comments 
as follows. Please note that late, 
untimely filed comments will not be 
considered. Electronic comments must 
be submitted on or before November 17, 
2020. The https://www.regulations.gov 
electronic filing system will accept 
comments until 11:59 p.m. Eastern Time 
at the end of November 17, 2020. 
Comments received by mail/hand 
delivery/courier (for written/paper 
submissions) will be considered timely 
if they are postmarked or the delivery 
service acceptance receipt is on or 
before that date. 

Electronic Submissions 
Submit electronic comments in the 

following way: 
• Federal eRulemaking Portal: 

https://www.regulations.gov. Follow the 
instructions for submitting comments. 
Comments submitted electronically, 
including attachments, to https://
www.regulations.gov will be posted to 
the docket unchanged. Because your 
comment will be made public, you are 
solely responsible for ensuring that your 
comment does not include any 
confidential information that you or a 
third party may not wish to be posted, 
such as medical information, your or 
anyone else’s Social Security number, or 
confidential business information, such 
as a manufacturing process. Please note 
that if you include your name, contact 
information, or other information that 
identifies you in the body of your 
comments, that information will be 
posted on https://www.regulations.gov. 

• If you want to submit a comment 
with confidential information that you 
do not wish to be made available to the 
public, submit the comment as a 
written/paper submission and in the 
manner detailed (see ‘‘Written/Paper 
Submissions’’ and ‘‘Instructions’’). 

Written/Paper Submissions 
Submit written/paper submissions as 

follows: 
• Mail/Hand delivery/Courier (for 

written/paper submissions): Dockets 
Management Staff (HFA–305), Food and 
Drug Administration, 5630 Fishers 
Lane, Rm. 1061, Rockville, MD 20852. 

• For written/paper comments 
submitted to the Dockets Management 
Staff, FDA will post your comment, as 
well as any attachments, except for 
information submitted, marked and 
identified, as confidential, if submitted 
as detailed in ‘‘Instructions.’’ 

Instructions: All submissions received 
must include the Docket No. FDA– 
2020–N–1644 for ‘‘Medical Conference 
Attendees’ Observations about 
Prescription Drug Promotion.’’ Received 
comments, those filed in a timely 

manner (see ADDRESSES), will be placed 
in the docket and, except for those 
submitted as ‘‘Confidential 
Submissions,’’ publicly viewable at 
https://www.regulations.gov or at the 
Dockets Management Staff between 9 
a.m. and 4 p.m., Monday through 
Friday, 240–402–7500. 

• Confidential Submissions—To 
submit a comment with confidential 
information that you do not wish to be 
made publicly available, submit your 
comments only as a written/paper 
submission. You should submit two 
copies total. One copy will include the 
information you claim to be confidential 
with a heading or cover note that states 
‘‘THIS DOCUMENT CONTAINS 
CONFIDENTIAL INFORMATION.’’ The 
Agency will review this copy, including 
the claimed confidential information, in 
its consideration of comments. The 
second copy, which will have the 
claimed confidential information 
redacted/blacked out, will be available 
for public viewing and posted on 
https://www.regulations.gov. Submit 
both copies to the Dockets Management 
Staff. If you do not wish your name and 
contact information to be made publicly 
available, you can provide this 
information on the cover sheet and not 
in the body of your comments and you 
must identify this information as 
‘‘confidential.’’ Any information marked 
as ‘‘confidential’’ will not be disclosed 
except in accordance with 21 CFR 10.20 
and other applicable disclosure law. For 
more information about FDA’s posting 
of comments to public dockets, see 80 
FR 56469, September 18, 2015, or access 
the information at: https://
www.govinfo.gov/content/pkg/FR-2015- 
09-18/pdf/2015-23389.pdf. 

Docket: For access to the docket to 
read background documents or the 
electronic and written/paper comments 
received, go to https://
www.regulations.gov and insert the 
docket number, found in brackets in the 
heading of this document, into the 
‘‘Search’’ box and follow the prompts 
and/or go to the Dockets Management 
Staff, 5630 Fishers Lane, Rm. 1061, 
Rockville, MD 20852, 240–402–7500. 
FOR FURTHER INFORMATION CONTACT: Ila 
S. Mizrachi, Office of Operations, Food 
and Drug Administration, Three White 
Flint North, 10A–12M, 11601 
Landsdown St., North Bethesda, MD 
20852, 301–796–7726, Ila.Mizrachi@
fda.hhs.gov. 

For copies of the questionnaire 
contact: Office of Prescription Drug 
Promotion (OPDP) Research Team, 
DTCResearch@fda.hhs.gov. 
SUPPLEMENTARY INFORMATION: Under the 
PRA (44 U.S.C. 3501–3521), Federal 

Agencies must obtain approval from the 
Office of Management and Budget 
(OMB) for each collection of 
information they conduct or sponsor. 
‘‘Collection of information’’ is defined 
in 44 U.S.C. 3502(3) and 5 CFR 
1320.3(c) and includes Agency requests 
or requirements that members of the 
public submit reports, keep records, or 
provide information to a third party. 
Section 3506(c)(2)(A) of the PRA (44 
U.S.C. 3506(c)(2)(A)) requires Federal 
Agencies to provide a 60-day notice in 
the Federal Register concerning each 
proposed collection of information 
before submitting the collection to OMB 
for approval. To comply with this 
requirement, FDA is publishing notice 
of the proposed collection of 
information set forth in this document. 

With respect to the following 
collection of information, FDA invites 
comments on these topics: (1) Whether 
the proposed collection of information 
is necessary for the proper performance 
of FDA’s functions, including whether 
the information will have practical 
utility; (2) the accuracy of FDA’s 
estimate of the burden of the proposed 
collection of information, including the 
validity of the methodology and 
assumptions used; (3) ways to enhance 
the quality, utility, and clarity of the 
information to be collected; and (4) 
ways to minimize the burden of the 
collection of information on 
respondents, including through the use 
of automated collection techniques, 
when appropriate, and other forms of 
information technology. 

Medical Conference Attendees’ 
Observations About Prescription Drug 
Promotion 

OMB Control Number 0910—NEW 

Section 1701(a)(4) of the Public 
Health Service Act (42 U.S.C. 
300u(a)(4)) authorizes the FDA to 
conduct research relating to health 
information. Section 1003(d)(2)(C) of the 
Federal Food, Drug, and Cosmetic Act 
(the FD&C Act) (21 U.S.C. 393(d)(2)(C)) 
authorizes FDA to conduct research 
relating to drugs and other FDA 
regulated products in carrying out the 
provisions of the FD&C Act. 

The Office of Prescription Drug 
Promotion’s (OPDP) mission is to 
protect the public health by helping to 
ensure that prescription drug promotion 
is truthful, balanced, and accurately 
communicated. OPDP’s research 
program provides scientific evidence to 
help ensure that our policies related to 
prescription drug promotion will have 
the greatest benefit to public health. 
Toward that end, we have consistently 
conducted research to evaluate the 
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aspects of prescription drug promotion 
that are most central to our mission. Our 
research focuses in particular on three 
main topic areas: (1) Advertising 
features, including content and format; 
(2) target populations; and (3) research 
quality. Through the evaluation of 
advertising features we assess how 
elements such as graphics, format, and 
disease and product characteristics 
impact the communication and 
understanding of prescription drug risks 
and benefits. Focusing on target 
populations allows us to evaluate how 
understanding of prescription drug risks 
and benefits may vary as a function of 
audience. Our focus on research quality 
aims at maximizing the quality of our 
research data through analytical 
methodology development and 
investigation of sampling and response 
issues. This study will inform the first 
and second topic areas: Advertising 
features and target populations. 

Because we recognize the strength of 
data and the confidence in the robust 
nature of the findings is improved 
through the results of multiple 
converging studies, we continue to 
develop evidence to inform our 
thinking. We evaluate the results from 
our studies within the broader context 
of research and findings from other 
sources, and this larger body of 
knowledge collectively informs our 
policies as well as our research program. 
Our research is documented on our 
homepage, which can be found at: 
https://www.fda.gov/aboutfda/ 
centersoffices/officeofmedicalproducts
andtobacco/cder/ucm090276.htm. The 
website includes links to the latest 
Federal Register notices and peer- 
reviewed publications produced by our 
office. The website maintains 
information on studies we have 
conducted, dating back to a survey of 
direct-to-consumer (DTC) advertising 
conducted in 1999. 

The current study focuses on 
understanding the landscape of 
healthcare provider (HCP)-directed 
promotion of prescription drugs at 
medical conferences in general and, 
more specifically, how elements of 
pharmaceutical booths in medical 
conference exhibit halls impact HCP 
attendees’ perceptions of the drugs that 
are promoted at those booths. We will 
first ask attendees, who are prescribers 
within different disciplines (primary 
care physicians, specialists, nurse 
practitioners, and physician assistants), 
general questions about their attendance 
at medical conferences, including: (1) 
Questions about their motivations for 
attending, (2) activities they participate 
in (e.g., symposia, poster sessions, social 
events, exhibit halls), and (3) their 

opinions about the prescription drug 
treatments promoted at medical 
conferences. These questions will allow 
us to capture the viewpoint of 
prescribers who attend medical 
conferences where prescription 
treatments are discussed and promoted. 

The second part of our study will 
allow us to get more detailed 
information about interactions in 
medical conference exhibit halls. A 
2006 study found that at least 80 
percent of physicians attended at least 
1 medical conference each year and 
spent an average of 7 hours on the 
exhibit hall floor at each event (Ref. 1). 
The length of time spent at each booth— 
between 12 and 21 minutes (Ref. 1)— 
was comparatively longer than detailing 
visits in HCP offices, which range from 
5 to 10 minutes on average (Refs. 2 and 
3). Thus, medical conference exhibit 
booths provide opportunities for 
pharmaceutical companies to market to 
large numbers of HCPs and potentially 
engage in more lengthy interactions. 

Promotional booths for prescription 
drugs and the promotional materials 
disseminated at those booths fall within 
the regulatory purview of OPDP. As 
with other promotional materials for 
prescription drugs, pharmaceutical 
companies may voluntarily submit draft 
versions of their exhibit panels and 
exhibit materials for FDA review (Ref. 
4). This study is designed to provide 
insights to inform the advisory 
comments that OPDP provides to 
pharmaceutical companies that 
voluntarily seek FDA review. OPDP also 
monitors prescription drug promotional 
booths and materials as part of its 
surveillance program. Recent 
compliance letters issued by OPDP 
described booth or panel displays that 
communicated misleading information 
regarding drug efficacy and safety, 
provided insufficient information on 
drug risks, and omitted ’’material facts’’ 
about the promoted drug (Ref. 5). A 
primary reason that physicians and 
other medical professionals report 
visiting specific exhibitors at 
conferences is to obtain product 
information (Ref. 1), and it is important 
that the information provided by 
exhibitors to HCPs regarding the risks 
and efficacy of prescription medications 
not be misleading. Thus, investigating 
the impact of pharmaceutical booth 
promotions among medical conference 
attendees has valuable practical 
implications for the public health. 

As part of our specific exhibit booth 
research, we will simulate interactions 
that HCPs may have at medical 
conference booths promoting 
prescription drugs, so that FDA can 
examine the effects of the booth 

representative’s background (scientist/ 
medical professional versus business 
professional) and disclosure of data 
limitations (present versus absent). In a 
recent survey, HCP conference attendees 
reported that interacting with company 
representatives was the most important 
element of their booth visits, followed 
by the availability and quality of clinical 
information (Ref. 4). Thus, the perceived 
credibility of the booth representative 
and the availability of information on 
data limitations could ultimately inform 
HCPs’ perceptions of the risks and 
benefits of drugs presented at exhibit 
booths and their decisions to prescribe 
drugs to patients. 

Indeed, literature suggests that 
credibility and disclosures are relevant 
elements to study in the context of 
prescription drug conference booths. 
Credibility is linked to extrinsic 
(physical attractiveness, power) and 
intrinsic (delivery factors, linguistic 
cues) factors. For example, one extrinsic 
feature of source credibility is similarity 
between the source and recipient. 
Research on the effects of source 
similarity has been mixed, but a classic 
field experiment by Brock in 1965 found 
that customers buying paint were more 
likely to follow recommendations of a 
salesperson they perceived as having 
painting experiences similar to their 
own (Ref. 6). More recent studies have 
examined the effects of endorsers with 
professional expertise versus those with 
product experience on attitudes toward 
the brand and promotion (Refs. 7 and 8). 
These past studies are relevant to our 
manipulations of booth representative 
background in this study given that 
representatives with a medical/science 
background may reflect professional 
expertise, whereas representatives with 
a business background may reflect 
product experience. 

There is little empirical evidence on 
the impact of disclosing data limitations 
during promotional detailing or other 
sales promotion. On one hand, 
providing important information (e.g., 
key limitations) about the data/drug 
should help increase comprehension 
and decrease inaccurate or unjustified 
interpretations of the data. On the other 
hand, seeing the disclosure of data 
limitations—essentially tempering the 
study findings and providing a sort of 
two-sided information that is not 
necessarily in favor of the drug’s 
effects—may improve the material’s 
credibility and appeal by signifying 
more transparency on the sponsor’s part 
(Ref. 9), and therefore lead to greater 
interest in the drug (regardless of 
accurate comprehension). Conversely, 
not seeing any qualifying or clarifying 
information could raise red flags among 
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providers, resulting in the lowest levels 
of perceived credibility. Whether the 
booth representative has a medical/ 
science background or business 
background may shape perceptions of 
credibility even further, thereby 
influencing HCPs’ perceptions of the 
drug. Thus, while disclosure of data 
limitations and credibility of the booth 
representative may have independent 
effects on HCPs’ comprehension and 
perceptions, these variables could also 
interact in their effects. 

I. Research Questions 

With this background in mind, we 
plan to address the issue of how firms 
communicate about prescription drugs 
from the perspective of medical 
conference/exhibit hall attendees. 
Specifically, we will ask for attendees’ 
general observations of: 

1. Disclosures or disclaimers 
accompanying exhibit hall presentations 

and/or symposia (about data limitations, 
contrary data, FDA approval status, 
financial/affiliation sponsorship, etc.); 

2. publications or references 
accompanying the presentation of 
information (PI for approved 
indications, contrary data references, 
etc.); 

3. what type of studies are being 
reported (real world evidence, 
pharmacokinetic/pharmacodynamic 
studies, meta-analyses, etc.). 

4. who makes the presentations (field 
of study, training); and 

5. where the presentations are made 
(poster session, scientific floor, exhibit 
hall). 

We will also address exhibit hall 
pharmaceutical booth interactions, 
specifically: 

1. How does the presence or absence 
of information about the limitations of 
data influence perceptions of the 
promoted product? 

2. How does the background of the 
booth representative influence 
perceptions of the promoted product? 

3. Do these two variables interact? 

II. Method 

To complete this research, we will 
recruit attendees of large medical 
conferences in the United States over 
the course of 1 year. These conferences 
will represent a variety of specialties to 
reflect medical areas that have 
prescription treatments that may be 
promoted to HCPs. Specifically, we will 
enroll HCPs who attended one of 12 
selected medical conferences into an 
online survey within 7 days of 
conference attendance. Exhibit 1 
summarizes our approach to: (1) 
Determining the conference sampling 
frame; (2) determining the attendee 
sampling frame; and (3) recruiting and 
enrolling the target sample in the online 
survey. 

In the first step, we will select 
conferences that focused on therapeutic 
areas that have the following attributes: 

• High number of currently promoted 
branded medications; 

• high volume of prescriptions 
written; 

• large patient population; and 
• high amount of new drug 

development and promotional 
spending. 

Table 1 shows the final criterion for 
conference inclusion. Conferences that 
meet these criteria will be selected 
based on an environmental scan. 

TABLE 1—CONFERENCE ELIGIBILITY 
CRITERIA 

Criterion Parameters 

Therapeutic 
area.

Associated with one of the 
prioritized therapeutic 
areas. 

Conference at-
tendance.

Estimated attendance of 
5,000 or more individuals. 

Target audi-
ence.

Focused on prescribers and 
clinicians (e.g., not insur-
ers). 

Event date ...... Scheduled during August 
2021—August 2022. 

Event location Domestic (within United 
States). 

Following conference selection, 
medical conference attendees at each 
conference will be randomly selected, 
invited to participate, and screened to 
ensure they are HCPs with prescribing 
authority who responded to the survey 
invitation within 7 days of attending the 
target conference. HCPs will be limited 
to physicians, nurse practitioners, and 
physician assistants who spend 20 
percent or more time in direct patient 
care, are able to read and speak English, 
are not currently employed by the 
Federal government or a pharmaceutical 
company (not including occasional 
consulting), and have not participated 
in another wave of the project. 
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The online survey will be broken into 
two main parts: (1) A cross-sectional 
survey designed to capture HCP 
observations from the medical 
conference and (2) an experimental 
study designed to assess how data 
disclosures and exhibit booth 
representative background influence 

HCP perceptions of promoted 
prescription drugs. The cross-sectional 
part of the survey will contain a series 
of close- and open-ended questions. The 
experimental study part of the survey 
will ask participants to view a brief 
video simulating a conference exhibit 
hall interaction between an HCP 

attendee and a booth employee and then 
answer questions about a fictitious 
prescription drug featured in the video. 
Table 2 shows our proposed study 
design and sample size across 12 
conferences. 

TABLE 2—STUDY DESIGN AND TARGET SAMPLE SIZES 

Disclosure 

Booth employee back-
ground Total 

Business Medical 

Present ..................................................................................................................................................................... n = 92 n = 92 184 
Absent ...................................................................................................................................................................... n = 92 n = 92 184 

Total .................................................................................................................................................................. 184 184 368 

FDA estimates the burden of this 
collection of information as follows: 

TABLE 3—ESTIMATED ANNUAL REPORTING BURDEN 1 

Activity Number of re-
spondents 

Number of re-
sponses per 
respondent 

Total annual 
responses Average burden per response Total hours 

Screener ............................................... 933 1 933 .08 (5 minutes) ....................................... 74.64 
Pretest ................................................. 25 1 25 0.33 (20 minutes) .................................... 8.25 
Main test ............................................... 368 1 368 0.33 (20 minutes) .................................... 121.44 

Total ............................................ ........................ ........................ ........................ ........................................................... 204.33 

1 There are no capital costs or operating and maintenance costs associated with this collection of information. 
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www.regulations.gov. References 
without asterisks are not on public 
display at https://www.regulations.gov 
because they have copyright restriction. 
Some may be available at the website 
address, if listed. References without 
asterisks are available for viewing only 
at the Dockets Management Staff. FDA 
has verified the website addresses, as of 
the date this document publishes in the 
Federal Register, but websites are 
subject to change over time. 
1. Mack, J. (March 2006). ‘‘Effective 

Physician Marketing at Medical Meeting 
Exhibits.’’ Pharma Marketing News, 5(3). 

2. *Industry Standard Report (2014). 
‘‘Pharmaceutical Detailing: In-Person vs. 
Electronic vs. Phone.’’ Retrieved from 
https://www.isrreports.com/wp-content/ 
uploads/2014/08/ISR-Pharmaceutical- 
Detailing-In-Person-vs.-Electronic-vs.- 
Phone-Preview-Aug2014.pdf. 

3. Steinman, M. A., G. M. Harper, M. M. 
Chren, et al (April 2007). 

‘‘Characteristics and Impact of Drug 
Detailing for Gabapentin.’’ PLoS Med, 
4(4), e134. http://dx.doi.org/10.1371/ 
journal.pmed.0040134. 

4. Adler, D., A. Sherman, and M. Walz 
(2017). ‘‘Medical Conference Presence: Is 
it Worth it for Your Brand?’’ Retrieved 
from https://www.pharmavoice.com/ 
article/2017-9-medical-conferences/. 

5. *FDA. Warning letters and notice of 
violation letters to pharmaceutical 
companies. Retrieved from https://
www.fda.gov/drugs/enforcement- 
activities-fda/warning-letters-and-notice- 
violation-letters-pharmaceutical- 
companies. 

6. Brock, T. C. (June 1965). ‘‘Communicator- 
Recipient Similarity and Decision 
Change.’’ Journal of Personality & Social 
Psychology, 1, 650–654. 

7. Braunsberger, K. and J. M. Munch (1998). 
‘‘Source Expertise Versus Experience 
Effects in Hospital Advertising.’’ Journal 
of Services Marketing, 12(1), 23–38. 

8. Siemens, J. C., S. Smith, D. Fisher, and T. 
D. Jensen, (2008). ‘‘Product Expertise 
Versus Professional Expertise: 
Congruency Between an Endorser’s 
Chosen Profession and the Endorsed 
Product.’’ Journal of Targeting, 
Measurement and Analysis for 
Marketing, 16(3), 159–168. 

9. Pechmann, C. (1992). ‘‘Predicting When 
Two-Sided Ads Will be More Effective 
Than One-Sided Ads: The Role of 
Correlational and Correspondent 

Inferences.’’ Journal of Marketing 
Research, 29(4), 441–453. 

Dated: September 14, 2020. 
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BILLING CODE 4164–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Food and Drug Administration 

[Docket No. FDA–2020–N–1657] 

Agency Information Collection 
Activities; Proposed Collection; 
Comment Request; Survey of Drug 
Product Manufacturing, Processing, 
and Packing Facilities 

AGENCY: Food and Drug Administration, 
HHS. 
ACTION: Notice. 

SUMMARY: The Food and Drug 
Administration (FDA or Agency) is 
announcing an opportunity for public 
comment on the proposed collection of 
certain information by the Agency. 
Under the Paperwork Reduction Act of 
1995 (PRA), Federal Agencies are 
required to publish notice in the 
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Federal Register concerning each 
proposed collection of information and 
to allow 60 days for public comment in 
response to the notice. This notice 
solicits comments on a survey of drug 
product manufacturing, processing, and 
packing facilities. 
DATES: Submit either electronic or 
written comments on the collection of 
information by November 17, 2020. 
ADDRESSES: You may submit comments 
as follows. Please note that late, 
untimely filed comments will not be 
considered. Electronic comments must 
be submitted on or before November 17, 
2020. The https://www.regulations.gov 
electronic filing system will accept 
comments until 11:59 p.m. Eastern Time 
at the end of November 17, 2020. 
Comments received by mail/hand 
delivery/courier (for written/paper 
submissions) will be considered timely 
if they are postmarked or the delivery 
service acceptance receipt is on or 
before that date. 

Electronic Submissions 

Submit electronic comments in the 
following way: 

• Federal eRulemaking Portal: 
https://www.regulations.gov. Follow the 
instructions for submitting comments. 
Comments submitted electronically, 
including attachments, to https://
www.regulations.gov will be posted to 
the docket unchanged. Because your 
comment will be made public, you are 
solely responsible for ensuring that your 
comment does not include any 
confidential information that you or a 
third party may not wish to be posted, 
such as medical information, your or 
anyone else’s Social Security number, or 
confidential business information, such 
as a manufacturing process. Please note 
that if you include your name, contact 
information, or other information that 
identifies you in the body of your 
comments, that information will be 
posted on https://www.regulations.gov. 

• If you want to submit a comment 
with confidential information that you 
do not wish to be made available to the 
public, submit the comment as a 
written/paper submission and in the 
manner detailed (see ‘‘Written/Paper 
Submissions’’ and ‘‘Instructions’’). 

Written/Paper Submissions 

Submit written/paper submissions as 
follows: 

• Mail/Hand Delivery/Courier (for 
written/paper submissions): Dockets 
Management Staff (HFA–305), Food and 
Drug Administration, 5630 Fishers 
Lane, Rm. 1061, Rockville, MD 20852. 

• For written/paper comments 
submitted to the Dockets Management 

Staff, FDA will post your comment, as 
well as any attachments, except for 
information submitted, marked and 
identified, as confidential, if submitted 
as detailed in ‘‘Instructions.’’ 

Instructions: All submissions received 
must include the Docket No. FDA– 
2020–N–1657 for ‘‘Survey of Drug 
Product Manufacturing, Processing and 
Packing Facilities.’’ Received comments, 
those filed in a timely manner (see 
ADDRESSES), will be placed in the docket 
and, except for those submitted as 
‘‘Confidential Submissions,’’ publicly 
viewable at https://www.regulations.gov 
or at the Dockets Management Staff 
between 9 a.m. and 4 p.m., Monday 
through Friday, 240–402–7500. 

• Confidential Submissions—To 
submit a comment with confidential 
information that you do not wish to be 
made publicly available, submit your 
comments only as a written/paper 
submission. You should submit two 
copies total. One copy will include the 
information you claim to be confidential 
with a heading or cover note that states 
‘‘THIS DOCUMENT CONTAINS 
CONFIDENTIAL INFORMATION.’’ The 
Agency will review this copy, including 
the claimed confidential information, in 
its consideration of comments. The 
second copy, which will have the 
claimed confidential information 
redacted/blacked out, will be available 
for public viewing and posted on 
https://www.regulations.gov. Submit 
both copies to the Dockets Management 
Staff. If you do not wish your name and 
contact information to be made publicly 
available, you can provide this 
information on the cover sheet and not 
in the body of your comments and you 
must identify this information as 
‘‘confidential.’’ Any information marked 
as ‘‘confidential’’ will not be disclosed 
except in accordance with 21 CFR 10.20 
and other applicable disclosure law. For 
more information about FDA’s posting 
of comments to public dockets, see 80 
FR 56469, September 18, 2015, or access 
the information at: https://
www.govinfo.gov/content/pkg/FR-2015- 
09-18/pdf/2015-23389.pdf. 

Docket: For access to the docket to 
read background documents or the 
electronic and written/paper comments 
received, go to https://
www.regulations.gov and insert the 
docket number, found in brackets in the 
heading of this document, into the 
‘‘Search’’ box and follow the prompts 
and/or go to the Dockets Management 
Staff, 5630 Fishers Lane, Rm. 1061, 
Rockville, MD 20852, 240–402–7500. 
FOR FURTHER INFORMATION CONTACT: Ila 
S. Mizrachi, Office of Operations, Food 
and Drug Administration, Three White 

Flint North, 10A–12M, 11601 
Landsdown St., North Bethesda, MD 
20852, 301–796–7726, PRAStaff@
fda.hhs.gov. 
SUPPLEMENTARY INFORMATION: Under the 
PRA (44 U.S.C. 3501–3521), Federal 
Agencies must obtain approval from the 
Office of Management and Budget 
(OMB) for each collection of 
information they conduct or sponsor. 
‘‘Collection of information’’ is defined 
in 44 U.S.C. 3502(3) and 5 CFR 
1320.3(c) and includes Agency requests 
or requirements that members of the 
public submit reports, keep records, or 
provide information to a third party. 
Section 3506(c)(2)(A) of the PRA (44 
U.S.C. 3506(c)(2)(A)) requires Federal 
Agencies to provide a 60-day notice in 
the Federal Register concerning each 
proposed collection of before submitting 
the collection to OMB for approval. To 
comply with this requirement, FDA is 
publishing notice of the proposed 
collection of information set forth in 
this document. 

With respect to the following 
collection of information, FDA invites 
comments on these topics: (1) Whether 
the proposed collection of information 
is necessary for the proper performance 
of FDA’s functions, including whether 
the information will have practical 
utility; (2) the accuracy of FDA’s 
estimate of the burden of the proposed 
collection of information, including the 
validity of the methodology and 
assumptions used; (3) ways to enhance 
the quality, utility, and clarity of the 
information to be collected; and (4) 
ways to minimize the burden of the 
collection of information on 
respondents, including through the use 
of automated collection techniques, 
when appropriate, and other forms of 
information technology. 

Survey of Drug Product Manufacturing, 
Processing and Packing Facilities—21 
CFR parts 210 and 211 

OMB Control Number 0910–NEW 
FDA has the responsibility to regulate 

the safety, as well as the efficacy and 
quality, of drugs in the United States. 
Under the Food and Drug 
Administration Safety and Innovation 
Act (FDASIA) enacted in 2012, the term 
current good manufacturing practice 
(CGMP) includes the implementation of 
oversight and controls over the 
manufacturing, processing, and packing 
of drugs to ensure quality, including 
managing the risk of, and establishing 
the safety of, raw materials used in the 
manufacture of drugs. The safety and 
availability of drugs can be affected by 
raw material suppliers, the material 
supply chain, and the facility’s controls 
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over raw material quality. Risk 
management enables manufacturers to 
make proper choices and ensure the 
continued suitability of these materials 
and supply chains. The Agency needs to 
better understand how manufacturers, 
processors, and packers of drug 
products approach managing risks 
related to components, containers, and 
closures as well as the supply and 
distribution chains between the 
producers of raw materials and drug 
product manufacturers, processors, and 
packers. Such information will allow 

FDA to examine the potential economic 
impact of changes to regulations that 
govern the manufacturing, processing, 
and packing of drugs. 

This is a one-time information 
collection, the primary purpose of 
which is to collect industry-wide data 
on how facilities that manufacture, 
process, and pack drug products for use 
in humans and/or animals ensure the 
quality of their operations, including 
their current risk management 
approaches and practices for ensuring 
the quality and suitability of the drug 
components, containers, and closures 

that they use. FDA intends to use this 
information to inform its economic 
analyses of potential updates to CGMPs 
for human and animal drug product 
manufacturing, processing, and packing 
facilities under 21 CFR parts 210 and 
211. Survey respondents will be 
contacted by email or, if necessary, by 
regular mail. Respondents will be able 
to take the survey online or, if 
requested, they can return a hard copy 
by mail. FDA estimates the maximum 
burden of this collection of information 
as follows: 

TABLE 1—ESTIMATED BURDEN HOURS FOR ONE-TIME DATA COLLECTION 1 

Type of respondent/facility Number of 
respondents 

Number of 
responses per 

respondent 

Total annual 
responses 

Average 
burden per 
response 

Total hours 

Group 1: Facilities in United States engaged in drug manu-
facturing (in addition to other possible activities).

394 1 394 1.1 ............... 433 

Group 2: Facilities in United States not engaged in manu-
facturing but engaged in other forms of drug processing 
or packing (e.g., labeling, repacking, etc.).

333 1 333 0.75 .............
(45 minutes) 

250 

Group 3: Facilities outside United States engaged in drug 
manufacturing (in addition to other possible activities).

407 1 407 2.20 ............. 895 

Group 4: Facilities outside United States not engaged in 
manufacturing but engaged in other forms of drug proc-
essing or packing (e.g., labeling, repacking, etc.).

261 1 261 1.5 ............... 392 

Total ................................................................................ 1,395 ........................ 1,395 ..................... 1,970 

1 There are no capital costs or operating and maintenance costs associated with this collection of information. 

Burden hours are based on pretests of 
the survey and interviews with industry 
representatives and reflect the time 
required by each type of respondent to 
read the survey invitation and 
instructions and complete the survey 
questions. The total estimated one-time 
burden hours are 1,970. 

Dated: September 14, 2020. 
Lowell J. Schiller, 
Principal Associate Commissioner for Policy. 
[FR Doc. 2020–20619 Filed 9–17–20; 8:45 am] 

BILLING CODE 4164–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institutes of Health 

Center for Scientific Review; Notice of 
Closed Meetings 

Pursuant to section 10(d) of the 
Federal Advisory Committee Act, as 
amended, notice is hereby given of the 
following meetings. 

The meetings will be closed to the 
public in accordance with the 
provisions set forth in sections 
552b(c)(4) and 552b(c)(6), Title 5 U.S.C., 
as amended. The grant applications and 
the discussions could disclose 
confidential trade secrets or commercial 

property such as patentable material, 
and personal information concerning 
individuals associated with the grant 
applications, the disclosure of which 
would constitute a clearly unwarranted 
invasion of personal privacy. 

Name of Committee: Immunology 
Integrated Review Group; Innate Immunity 
and Inflammation Study Section. 

Date: October 15–16, 2020. 
Time: 8:00 a.m. to 6:30 p.m. 
Agenda: To review and evaluate grant 

applications. 
Place: National Institutes of Health, 

Rockledge II, 6701 Rockledge Drive, 
Bethesda, MD 20892 (Virtual Meeting). 

Contact Person: Tina McIntyre, Ph.D., 
Scientific Review Officer, Center for 
Scientific Review, National Institutes of 
Health, 6701 Rockledge Drive, Room 4202, 
MSC 7812, Bethesda, MD 20892, (301) 594– 
6375, mcintyrt@csr.nih.gov. 

Name of Committee: Center for Scientific 
Review Special Emphasis Panel; 
Neuroimmunology and Brain Tumors. 

Date: October 15, 2020. 
Time: 1:00 p.m. to 5:00 p.m. 
Agenda: To review and evaluate grant 

applications. 
Place: National Institutes of Health, 6701 

Rockledge Drive, Bethesda, MD 20892 
(Virtual Meeting). 

Contact Person: Samuel C. Edwards, Ph.D., 
Chief, Brain Disorders and Clinical 
Neuroscience, Center for Scientific Review, 
National Institutes of Health, 6701 Rockledge 

Drive, Room 5210, MSC 7846, Bethesda, MD 
20892, (301) 435–1246, edwardss@
csr.nih.gov. 
(Catalogue of Federal Domestic Assistance 
Program Nos. 93.306, Comparative Medicine; 
93.333, Clinical Research, 93.306, 93.333, 
93.337, 93.393–93.396, 93.837–93.844, 
93.846–93.878, 93.892, 93.893, National 
Institutes of Health, HHS) 

Dated: September 14, 2020. 
Miguelina Perez, 
Program Analyst, Office of Federal Advisory 
Committee Policy. 
[FR Doc. 2020–20578 Filed 9–17–20; 8:45 am] 

BILLING CODE 4140–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institutes of Health 

National Institute of Dental & 
Craniofacial Research; Notice of 
Closed Meeting 

Pursuant to section 10(d) of the 
Federal Advisory Committee Act, as 
amended, notice is hereby given of the 
following meeting. 

The meeting will be closed to the 
public in accordance with the 
provisions set forth in sections 
552b(c)(4) and 552b(c)(6), Title 5 U.S.C., 
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as amended. The grant applications and 
the discussions could disclose 
confidential trade secrets or commercial 
property such as patentable material, 
and personal information concerning 
individuals associated with the grant 
applications, the disclosure of which 
would constitute a clearly unwarranted 
invasion of personal privacy. 

Name of Committee: National Institute of 
Dental and Craniofacial Research Special 
Emphasis Panel; ZDE1 EP (09) DSR Member- 
Conflict Special Emphasis Panel. 

Date: November 6, 2020. 
Time: 1:00 p.m. to 4:00 p.m. 
Agenda: To review and evaluate grant 

applications. 
Place: National Institute of Dental and 

Craniofacial Research, National Institutes of 
Health, 6701 Democracy Boulevard, Suite 
662, Bethesda, MD 20892 (Virtual Meeting). 

Contact Person: Elizabeth M. Perruccio, 
Ph.D., Scientific Review Officer, Scientific 
Review Branch, Division of Extramural 
Activities, National Institute of Dental and 
Craniofacial Research, National Institutes of 
Health, 6701 Democracy Boulevard, Suite 
662, Bethesda, MD 20892, (301) 827–4603, 
perruccioem@mail.nih.gov. 
(Catalogue of Federal Domestic Assistance 
Program Nos. 93.121, Oral Diseases and 
Disorders Research, National Institutes of 
Health, HHS) 

Dated: September 14, 2020. 
Melanie J. Pantoja, 
Program Analyst, Office of Federal Advisory 
Committee Policy. 
[FR Doc. 2020–20586 Filed 9–17–20; 8:45 am] 

BILLING CODE 4140–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institutes of Health 

National Heart, Lung, and Blood 
Institute; Notice of Closed Meeting 

Pursuant to section 10(d) of the 
Federal Advisory Committee Act, as 
amended, notice is hereby given of the 
following meeting. The meeting will be 
closed to the public in accordance with 
the provisions set forth in sections 
552b(c)(4) and 552b(c)(6), Title 5 U.S.C., 
as amended. The grant applications and 
the discussions could disclose 
confidential trade secrets or commercial 
property such as patentable material, 
and personal information concerning 
individuals associated with the grant 
applications, the disclosure of which 
would constitute a clearly unwarranted 
invasion of personal privacy. 

Name of Committee: Heart, Lung, and 
Blood Initial Review Group; SINGLE–SITE 
AND PILOT CLINICAL TRIALS REVIEW 
COMMITTEE. 

Date: October 22–23, 2020. 
Time: 9:00 a.m. to 3:00 p.m. 

Agenda: To review and evaluate grant 
applications. 

Place: National Institutes of Health, 
Rockledge I, 6705 Rockledge Drive, Bethesda, 
MD 20814 (Virtual Meeting). 

Contact Person: Carol (Chang-Sook) Kim, 
Ph.D., Scientific Review Administrator, 
Office of Scientific Review/DERA, National 
Heart, Lung, and Blood Institute, National 
Institutes of Health, 6705 Rockledge Drive, 
Room 206–B, Bethesda, MD 20892–7924, 
(301) 827–7940, carolko@mail.nih.gov. 
(Catalogue of Federal Domestic Assistance 
Program Nos. 93.233, National Center for 
Sleep Disorders Research; 93.837, Heart and 
Vascular Diseases Research; 93.838, Lung 
Diseases Research; 93.839, Blood Diseases 
and Resources Research, National Institutes 
of Health, HHS) 

Dated: September 14, 2020. 
Ronald J. Livingston, Jr., 
Program Analyst, Office of Federal Advisory 
Committee Policy. 
[FR Doc. 2020–20582 Filed 9–17–20; 8:45 am] 

BILLING CODE 4140–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institutes of Health 

National Eye Institute; Notice of Closed 
Meeting 

Pursuant to section 10(d) of the 
Federal Advisory Committee Act, as 
amended, notice is hereby given of the 
following meeting. 

The meeting will be closed to the 
public in accordance with the 
provisions set forth in sections 
552b(c)(4) and 552b(c)(6), Title 5 U.S.C., 
as amended. The grant applications and 
the discussions could disclose 
confidential trade secrets or commercial 
property such as patentable material, 
and personal information concerning 
individuals associated with the grant 
applications, the disclosure of which 
would constitute a clearly unwarranted 
invasion of personal privacy. 

Name of Committee: National Eye Institute 
Special Emphasis Panel; NEI Clinical 
Secondary Data Analysis and Applications. 

Date: October 20, 2020. 
Time: 8:30 a.m. to 5:30 p.m. 
Agenda: To provide concept review of 

proposed grant applications. 
Place: National Eye Institute, National 

Institutes of Health, 6700 B Rockledge Drive, 
Suite 3400, Bethesda, MD 20892 (Virtual 
Meeting). 

Contact Person: Jeanette Hosseini, Ph.D., 
Scientific Review Officer, National Eye 
Institute, National Institutes of Health, 6700 
B Rockledge Drive, Suite 3400, Bethesda, MD 
20892, 301–451–2020, jeanetteh@
mail.nih.gov. 
(Catalogue of Federal Domestic Assistance 
Program Nos. 93.867, Vision Research, 
National Institutes of Health, HHS) 

Dated: September 14, 2020. 
Melanie J. Pantoja, 
Program Analyst, Office of Federal Advisory 
Committee Policy. 
[FR Doc. 2020–20577 Filed 9–17–20; 8:45 am] 

BILLING CODE 4140–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institutes of Health 

Center for Scientific Review; Notice of 
Closed Meetings 

Pursuant to section 10(d) of the 
Federal Advisory Committee Act, as 
amended, notice is hereby given of the 
following meetings. 

The meetings will be closed to the 
public in accordance with the 
provisions set forth in sections 
552b(c)(4) and 552b(c)(6), Title 5 U.S.C., 
as amended. The grant applications and 
the discussions could disclose 
confidential trade secrets or commercial 
property such as patentable material, 
and personal information concerning 
individuals associated with the grant 
applications, the disclosure of which 
would constitute a clearly unwarranted 
invasion of personal privacy. 

Name of Committee: Genes, Genomes, and 
Genetics Integrated Review Group; Molecular 
Genetics A Study Section. 

Date: October 14–15, 2020. 
Time: 9:00 a.m. to 5:00 p.m. 
Agenda: To review and evaluate grant 

applications. 
Place: National Institutes of Health, 

Rockledge II, 6701 Rockledge Drive, 
Bethesda, MD 20892 (Virtual Meeting). 

Contact Person: Michael L. Bloom, Ph.D., 
Scientific Review Officer, Center for 
Scientific Review, National Institutes of 
Health, 6701 Rockledge Drive, Room 6187, 
MSC 7804, Bethesda, MD 20892, 301–451– 
0132, bloomm2@mail.nih.gov. 

Name of Committee: Biobehavioral and 
Behavioral Processes Integrated Review 
Group; Language and Communication Study 
Section. 

Date: October 14–16, 2020. 
Time: 10:00 a.m. to 6:00 p.m. 
Agenda: To review and evaluate grant 

applications. 
Place: National Institutes of Health, 

Rockledge II, 6701 Rockledge Drive, 
Bethesda, MD 20892 (Virtual Meeting). 

Contact Person: Andrea B. Kelly, Ph.D., 
Scientific Review Officer, Center for 
Scientific Review, National Institutes of 
Health, 6701 Rockledge Drive, Room 3184, 
MSC 7770, Bethesda, MD 20892, (301) 455– 
1761, kellya2@csr.nih.gov. 

Name of Committee: Center for Scientific 
Review Special Emphasis Panel; Innovative 
Research in Cancer Nanotechnology. 

Date: October 14, 2020. 
Time: 10:30 a.m. to 11:30 a.m. 
Agenda: To review and evaluate grant 

applications. 
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Place: National Institutes of Health, 
Rockledge II, 6701 Rockledge Drive, 
Bethesda, MD 20892 (Virtual Meeting). 

Contact Person: Raj K. Krishnaraju, Ph.D., 
Scientific Review Officer, Center for 
Scientific Review, National Institutes of 
Health, 6701 Rockledge Drive, Room 6190, 
Bethesda, MD 20892, 301–435–1047, 
kkrishna@csr.nih.gov. 

Name of Committee: Center for Scientific 
Review Special Emphasis Panel; 
Developmental Biology. 

Date: October 16, 2020. 
Time: 10:00 a.m. to 5:00 p.m. 
Agenda: To review and evaluate grant 

applications. 
Place: National Institutes of Health, 

Rockledge II, 6701 Rockledge Drive, 
Bethesda, MD 20892 (Virtual Meeting). 

Contact Person: Maqsood A. Wani, Ph.D., 
Scientific Review Officer, Center for 
Scientific Review, National Institutes of 
Health, 6701 Rockledge Drive, Room 2114, 
MSC 7814, Bethesda, MD 20892, 301–435– 
2270, wanimaqs@csr.nih.gov. 

Name of Committee: Center for Scientific 
Review Special Emphasis Panel; Arthritis, 
Connective Tissue and Skin Sciences. 

Date: October 16, 2020. 
Time: 11:00 a.m. to 1:00 p.m. 
Agenda: To review and evaluate grant 

applications. 
Place: National Institutes of Health, 

Rockledge II, 6701 Rockledge Drive, 
Bethesda, MD 20892 (Virtual Meeting). 

Contact Person: Baljit S. Moonga, Ph.D., 
Scientific Review Officer, Center for 
Scientific Review, National Institutes of 
Health, 6701 Rockledge Drive, Room 4214, 
MSC 7806, Bethesda, MD 20892, 301–435– 
1777, moongabs@mail.nih.gov. 

Name of Committee: Healthcare Delivery 
and Methodologies Integrated Review Group; 
Clinical Management of Patients in 
Community-based Settings Study Section. 

Date: October 19–20, 2020. 
Time: 9:00 a.m. to 6:00 p.m. 
Agenda: To review and evaluate grant 

applications. 
Place: National Institutes of Health, 

Rockledge II, 6701 Rockledge Drive, 
Bethesda, MD 20892 (Virtual Meeting). 

Contact Person: Lauren Fordyce, Ph.D., 
Scientific Review Officer, Center for 
Scientific Review, National Institutes of 
Health, 6701 Rockledge Drive, Room 3214, 
Bethesda, MD 20892, (301) 827–8269, 
fordycelm@mail.nih.gov. 

Name of Committee: Cardiovascular and 
Respiratory Sciences Integrated Review 
Group; Lung Injury, Repair, and Remodeling 
Study Section. 

Date: October 19–20, 2020. 
Time: 9:00 a.m. to 6:00 p.m. 
Agenda: To review and evaluate grant 

applications. 
Place: National Institutes of Health, 

Rockledge II, 6701 Rockledge Drive, 
Bethesda, MD 20892 (Virtual Meeting). 

Contact Person: Ghenima Dirami, Ph.D., 
Scientific Review Officer, Center for 
Scientific Review, National Institutes of 
Health, 6701 Rockledge Drive, Room 4122, 
MSC 7814, Bethesda, MD 20892, 240–498– 
7546, diramig@csr.nih.govv. 

(Catalogue of Federal Domestic Assistance 
Program Nos. 93.306, Comparative Medicine; 
93.333, Clinical Research, 93.306, 93.333, 
93.337, 93.393–93.396, 93.837–93.844, 
93.846–93.878, 93.892, 93.893, National 
Institutes of Health, HHS) 

Dated: September 14, 2020. 

Tyeshia M. Roberson, 
Program Analyst, Office of Federal Advisory 
Committee Policy. 
[FR Doc. 2020–20672 Filed 9–17–20; 8:45 am] 

BILLING CODE 4140–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institutes of Health 

National Institute on Minority Health 
and Health Disparities; Notice of 
Closed Meeting 

Pursuant to section 10(d) of the 
Federal Advisory Committee Act, as 
amended, notice is hereby given of the 
following meeting. 

The meeting will be closed to the 
public in accordance with the 
provisions set forth in sections 
552b(c)(4) and 552b(c)(6), Title 5 U.S.C., 
as amended. The grant applications and 
the discussions could disclose 
confidential trade secrets or commercial 
property such as patentable material, 
and personal information concerning 
individuals associated with the grant 
applications, the disclosure of which 
would constitute a clearly unwarranted 
invasion of personal privacy. 

Name of Committee: National Institute on 
Minority Health and Health Disparities 
Special Emphasis Panel; NIMHD Research 
Career Development Awards (Ks). 

Date: November 2, 2020. 
Time: 12:00 p.m. to 6:00 p.m. 
Agenda: To review and evaluate grant 

applications. 
Place: National Institutes of Health, 

Gateway Building, 7201 Wisconsin Ave, 
Bethesda, MD 20817 (Virtual Meeting). 

Contact Person: Xinli Nan, M.D., Ph.D., 
Scientific Review Officer, Division of 
Scientific Programs, National Institute on 
Minority Health and Health Disparities, 
National Institutes of Health, Gateway 
Building, 7201 Wisconsin Avenue, Bethesda, 
MD 20892, (301) 594–7784, Xinli.Nan@
nih.gov. 

Dated: September 14, 2020. 

Miguelina Perez, 
Program Analyst, Office of Federal Advisory 
Committee Policy. 
[FR Doc. 2020–20575 Filed 9–17–20; 8:45 am] 

BILLING CODE 4140–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institutes of Health 

National Eye Institute; Notice of Closed 
Meeting 

Pursuant to section 10(d) of the 
Federal Advisory Committee Act, as 
amended, notice is hereby given of the 
following meeting. 

The meeting will be closed to the 
public in accordance with the 
provisions set forth in sections 
552b(c)(4) and 552b(c)(6), Title 5 U.S.C., 
as amended. The grant applications and 
the discussions could disclose 
confidential trade secrets or commercial 
property such as patentable material, 
and personal information concerning 
individuals associated with the grant 
applications, the disclosure of which 
would constitute a clearly unwarranted 
invasion of personal privacy. 

Name of Committee: National Eye Institute 
Special Emphasis Panel; NEI Individual 
Training Grant Applications (K99, K08, K23). 

Date: November 16, 2020. 
Time: 9:00 a.m. to 5:30 p.m. 
Agenda: To review and evaluate grant 

applications. 
Place: National Eye Institute, National 

Institutes of Health, 6700B Rockledge Drive, 
Suite 3400, Bethesda, MD 20892 (Virtual 
Meeting). 

Contact Person: Ashley Fortress, Ph.D., 
Designated Federal Official, Division of 
Extramural Activities, National Eye Institute, 
National Institutes of Health, 6700B 
Rockledge Drive, Suite 3400, Bethesda, MD 
20817, (301) 451–2020, ashley.fortress@
nih.gov. 
(Catalogue of Federal Domestic Assistance 
Program Nos. 93.867, Vision Research, 
National Institutes of Health, HHS) 

Dated: September 14, 2020. 
Melanie J. Pantoja, 
Program Analyst, Office of Federal Advisory 
Committee Policy. 
[FR Doc. 2020–20580 Filed 9–17–20; 8:45 am] 

BILLING CODE 4140–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institutes of Health 

Center for Scientific Review; Notice of 
Closed Meetings 

Pursuant to section 10(d) of the 
Federal Advisory Committee Act, as 
amended, notice is hereby given of the 
following meetings. 

The meetings will be closed to the 
public in accordance with the 
provisions set forth in sections 
552b(c)(4) and 552b(c)(6), Title 5 U.S.C., 
as amended. The grant applications and 
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the discussions could disclose 
confidential trade secrets or commercial 
property such as patentable material, 
and personal information concerning 
individuals associated with the grant 
applications, the disclosure of which 
would constitute a clearly unwarranted 
invasion of personal privacy. 

Name of Committee: Center for Scientific 
Review Special Emphasis Panel; PAR Panel: 
Innovative Research in Cancer 
Nanotechnology. 

Date: October 13–14, 2020. 
Time: 9:00 a.m. to 6:00 p.m. 
Agenda: To review and evaluate grant 

applications. 
Place: National Institutes of Health, 

Rockledge II, 6701 Rockledge Drive, 
Bethesda, MD 20892 (Virtual Meeting). 

Contact Person: Lystranne Alysia Maynard 
Smith, Ph.D., Scientific Review Officer, 
Center for Scientific Review, National 
Institutes of Health, 6701 Rockledge Drive, 
Bethesda, MD 20892, 301–402–4809, 
lystranne.maynard-smith@nih.gov. 

Name of Committee: Vascular and 
Hematology Integrated Review Group; 
Molecular and Cellular Hematology Study 
Section. 

Date: October 13–14, 2020. 
Time: 9:00 a.m. to 6:00 p.m. 
Agenda: To review and evaluate grant 

applications. 
Place: National Institutes of Health, 

Rockledge II, 6701 Rockledge Drive, 
Bethesda, MD 20892 (Virtual Meeting). 

Contact Person: Ashlee Tipton, Ph.D., 
Scientific Review Officer, Center for 
Scientific Review, National Institutes of 
Health, 6701 Rockledge Drive, Bethesda, MD 
20817, 301–451–3849, ashlee.tipton@nih.gov. 

Name of Committee: Risk, Prevention and 
Health Behavior Integrated Review Group; 
Social Psychology, Personality and 
Interpersonal Processes Study Section. 

Date: October 15–16, 2020. 
Time: 9:00 a.m. to 6:00 p.m. 
Agenda: To review and evaluate grant 

applications. 
Place: National Institutes of Health, 

Rockledge II, 6701 Rockledge Drive, 
Bethesda, MD 20892 (Virtual Meeting). 

Contact Person: Marc Boulay, Ph.D., 
Scientific Review Officer, Center for 
Scientific Review, National Institutes of 
Health, 6701 Rockledge Drive, Room 3110, 
MSC 7808, Bethesda, MD 20892, (301) 300– 
6541, boulaymg@csr.nih.gov. 

Name of Committee: Infectious Diseases 
and Microbiology Integrated Review Group; 
Clinical Research and Field Studies of 
Infectious Diseases Study Section. 

Date: October 15–16, 2020. 
Time: 9:00 a.m. to 7:00 p.m. 
Agenda: To review and evaluate grant 

applications. 
Place: National Institutes of Health, 

Rockledge II, 6701 Rockledge Drive, 
Bethesda, MD 20892 (Virtual Meeting). 

Contact Person: Soheyla Saadi, Ph.D., 
Scientific Review Officer, Center for 
Scientific Review, National Institutes of 
Health, 6701 Rockledge Drive, Room 3211, 
MSC 7808, Bethesda, MD 20892, 301–435– 
0903, saadisoh@csr.nih.gov. 

Name of Committee: Musculoskeletal, Oral 
and Skin Sciences Integrated Review Group; 
Arthritis, Connective Tissue and Skin Study 
Section. 

Date: October 15–16, 2020. 
Time: 9:30 a.m. to 7:00 p.m. 
Agenda: To review and evaluate grant 

applications. 
Place: National Institutes of Health, 

Rockledge II, 6701 Rockledge Drive, 
Bethesda, MD 20892 (Virtual Meeting). 

Contact Person: Robert Gersch, Ph.D., 
Scientific Review Officer, Center for 
Scientific Review, National Institutes of 
Health, 6701 Rockledge Drive, Bethesda, MD 
20817, 301–867–5309, robert.gersch@nih.gov. 

Name of Committee: Cell Biology 
Integrated Review Group; Development–1 
Study Section. 

Date: October 15–16, 2020. 
Time: 10:00 a.m. to 5:00 p.m. 
Agenda: To review and evaluate grant 

applications. 
Place: National Institutes of Health, 

Rockledge II, 6701 Rockledge Drive, 
Bethesda, MD 20892 (Virtual Meeting). 

Contact Person: Zubaida Rangwali 
Saifudeen, Scientific Review Officer, Center 
for Scientific Review, National Institutes of 
Health, 6701 Rockledge Drive, Bethesda, MD 
20817, zubaida.saifudeen@nih.gov. 

Name of Committee: Brain Disorders and 
Clinical Neuroscience Integrated Review 
Group; Brain Injury and Neurovascular 
Pathologies Study Section. 

Date: October 15–16, 2020. 
Time: 10:00 a.m. to 7:00 p.m. 
Agenda: To review and evaluate grant 

applications. 
Place: National Institutes of Health, 6701 

Rockledge Drive, Bethesda, MD 20892 
(Virtual Meeting). 

Contact Person: Alexander Yakovlev, 
Ph.D., Scientific Review Officer, Center for 
Scientific Review, National Institutes of 
Health, 6701 Rockledge Drive, Room 5206, 
MSC 7846, Bethesda, MD 20892, 301–435– 
1254, yakovleva@csr.nih.gov. 
(Catalogue of Federal Domestic Assistance 
Program Nos. 93.306, Comparative Medicine; 
93.333, Clinical Research, 93.306, 93.333, 
93.337, 93.393–93.396, 93.837–93.844, 
93.846–93.878, 93.892, 93.893, National 
Institutes of Health, HHS) 

Dated: September 14, 2020. 
Melanie J. Pantoja, 
Program Analyst, Office of Federal Advisory 
Committee Policy. 
[FR Doc. 2020–20585 Filed 9–17–20; 8:45 am] 

BILLING CODE 4140–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institutes of Health 

National Heart, Lung, and Blood 
Institute; Notice of Closed Meeting 

Pursuant to section 10(d) of the 
Federal Advisory Committee Act, as 
amended, notice is hereby given of the 
following meeting. The meeting will be 

closed to the public in accordance with 
the provisions set forth in sections 
552b(c)(4) and 552b(c)(6), Title 5 U.S.C., 
as amended. The grant applications and 
the discussions could disclose 
confidential trade secrets or commercial 
property such as patentable material, 
and personal information concerning 
individuals associated with the grant 
applications, the disclosure of which 
would constitute a clearly unwarranted 
invasion of personal privacy. 

Name of Committee: Heart, Lung, and 
Blood Initial Review Group; Clinical Trials 
Review Committee. 

Date: October 29–30, 2020. 
Time: 10:00 a.m. to 5:00 p.m. 
Agenda: To review and evaluate grant 

applications. 
Place: National Institutes of Health, 

Rockledge I, 6705 Rockledge Drive, Bethesda, 
MD 20814 (Virtual Meeting). 

Contact Person: Keary A. Cope, Ph.D., 
Scientific Review Officer, Office of Scientific 
Review/DERA, National Heart, Lung, and 
Blood Institute, National Institutes of Health, 
6705 Rockledge Drive, Room 209–A, 
Bethesda, MD 20892–7924, (301) 827–7912, 
copeka@mail.nih.gov. 
(Catalogue of Federal Domestic Assistance 
Program Nos. 93.233, National Center for 
Sleep Disorders Research; 93.837, Heart and 
Vascular Diseases Research; 93.838, Lung 
Diseases Research; 93.839, Blood Diseases 
and Resources Research, National Institutes 
of Health, HHS) 

Dated: September 14, 2020. 
Ronald J. Livingston, Jr., 
Program Analyst, Office of Federal Advisory 
Committee Policy. 
[FR Doc. 2020–20576 Filed 9–17–20; 8:45 am] 

BILLING CODE 4140–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institutes of Health 

Office of the Director, National 
Institutes of Health; Notice of Meeting 

Pursuant to section 10(a) of the 
Federal Advisory Committee Act, as 
amended, notice is hereby given of a 
meeting of the NIH Clinical Center 
Research Hospital Board. 

The meeting will be open to the 
public, with attendance limited to space 
available. Individuals who plan to 
attend and need special assistance, such 
as sign language interpretation or other 
reasonable accommodations, should 
notify the Contact Person listed below 
in advance of the meeting. 

Name of Committee: NIH Clinical Center 
Research Hospital Board. 

Date: October 16, 2020. 
Time: 9:00 a.m. to 1:00 p.m. 
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Agenda: Discussion of Patient Safety and 
Clinical Quality, Activities Regarding Novel 
Coronavirus, and Facility Planning. 

Place: NIH, Bethesda, MD (Virtual 
Meeting). 

Virtual Access: The meeting will be 
videocast and can be accessed from the NIH 
Videocast https://videocast.nih.gov/ and the 
CCRHB website https://ccrhb.od.nih.gov/ 
meetings.html. 

Contact Person: Gretchen Wood, Staff 
Assistant, National Institutes of Health, 
Office of the Director, One Center Drive, 
Building 1, Room 126, Bethesda, MD 20892, 
301–496–4272, woodgs@od.nih.gov. 

Any interested person may file written 
comments with the committee by forwarding 
the statement to the Contact Person listed on 
this notice. The statement should include the 
name, address, telephone number and when 
applicable, the business or professional 
affiliation of the interested person. 

In the interest of security, NIH has 
instituted stringent procedures for entrance 
onto the NIH campus. All visitor vehicles, 
including taxicabs, hotel, and airport shuttles 
will be inspected before being allowed on 
campus. Visitors will be asked to show one 
form of identification (for example, a 
government-issued photo ID, driver’s license, 
or passport) and to state the purpose of their 
visit. 
(Catalogue of Federal Domestic Assistance 
Program Nos. 93.14, Intramural Research 
Training Award; 93.22, Clinical Research 
Loan Repayment Program for Individuals 
From Disadvantaged Backgrounds; 93.232, 
Loan Repayment Program for Research 
Generally; 93.39, Academic Research 
Enhancement Award; 93.936, NIH Acquired 
Immunodeficiency Syndrome Research Loan 
Repayment Program; 93.187, Undergraduate 
Scholarship Program for Individuals From 
Disadvantaged Backgrounds, National 
Institutes of Health, HHS) 

Dated: September 14, 2020. 
Ronald J. Livingston, Jr., 
Program Analyst, Office of Federal Advisory 
Committee Policy. 
[FR Doc. 2020–20669 Filed 9–17–20; 8:45 am] 

BILLING CODE 4140–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institutes of Health 

National Eye Institute; Notice of 
Meeting 

Pursuant to section 10(d) of the 
Federal Advisory Committee Act, as 
amended, notice is hereby given of a 
meeting of the National Advisory Eye 
Council. 

The meeting will be open to the 
public as indicated below, the October 
16, 2020 National Advisory Eye Council 
Meeting will be held via a ZOOM 
Webinar. Instructions for accessing the 
meeting can be found at https://
www.nei.nih.gov/about/advisory- 

committees/national-advisory-eye- 
council-naec/national-advisory-eye- 
council-naec-meeting-agenda. 

Attendees and interested parties can 
submit questions and comments 
through written Q&A during the 
meeting, and for 15 days after the 
meeting, to aes@nei.nih.gov. Individuals 
who plan to attend and need special 
assistance, such as sign language 
interpretation or other reasonable 
accommodations, should notify the 
Contact Person listed below in advance 
of the meeting. 

The Zoom Webinar will have sign 
language interpretation and closed 
captions. 

The open session (event) will be 
videocast by NIH with sign language 
interpretation and closed captioning. 
The link to the videocast is: https://
videocast.nih.gov/watch=38578. 

The meeting will be closed to the 
public in accordance with the 
provisions set forth in sections 
552b(c)(4) and 552b(c)(6), Title 5 U.S.C., 
as amended. The grant applications and 
the discussions could disclose 
confidential trade secrets or commercial 
property such as patentable material, 
and personal information concerning 
individuals associated with the grant 
applications and/or contract proposals, 
the disclosure of which would 
constitute a clearly unwarranted 
invasion of personal privacy. 

Name of Committee: National Advisory 
Eye Council. 

Date: October 16, 2020. 
Closed: 10:00 a.m. to 11:30 a.m. 
Agenda: To review and evaluate grant 

applications. 
Place: National Eye Institute, National 

Institutes of Health, 6700B Rockledge Drive, 
Suite 3400, Bethesda, MD 20892 (Virtual 
Meeting). 

Open: 11:45 a.m. to 1:30 p.m. 
Agenda: Following opening remarks by the 

Director, NEI, there will be presentations by 
the staff of the Institute and discussions 
concerning Institute programs. 

Place: National Eye Institute, National 
Institutes of Health, 6700B Rockledge Drive, 
Suite 3400, Bethesda, MD 20892 (Virtual 
Meeting). 

Contact Person: Anne E. Schaffner, Ph.D., 
Chief, Scientific Review Branch, Division of 
Extramural Research, National Eye Institute, 
National Institutes of Health, 6700 B 
Rockledge Drive, Suite 3400, Bethesda, MD 
20892–9300, (301) 451–2020, aes@
nei.nih.gov. 

Any interested person may file written 
comments with the committee by forwarding 
the statement to the Contact Person listed on 
this notice. The statement should include the 
name, address, telephone number and when 
applicable, the business or professional 
affiliation of the interested person. 

Information is also available on the 
Institute’s/Center’s home page: 
www.nei.nih.gov, where an agenda and any 

additional information for the meeting will 
be posted when available. 
(Catalogue of Federal Domestic Assistance 
Program Nos. 93.867, Vision Research, 
National Institutes of Health, HHS) 

Dated: September 14, 2020. 
Melanie J. Pantoja, 
Program Analyst, Office of Federal Advisory 
Committee Policy. 
[FR Doc. 2020–20574 Filed 9–17–20; 8:45 am] 

BILLING CODE 4140–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institutes of Health 

National Institute on Minority Health 
and Health Disparities; Notice of 
Closed Meetings 

Pursuant to section 10(d) of the 
Federal Advisory Committee Act, as 
amended, notice is hereby given of the 
following meetings. 

The meetings will be closed to the 
public in accordance with the 
provisions set forth in sections 
552b(c)(4) and 552b(c)(6), Title 5 U.S.C., 
as amended. The grant applications and 
the discussions could disclose 
confidential trade secrets or commercial 
property such as patentable material, 
and personal information concerning 
individuals associated with the grant 
applications, the disclosure of which 
would constitute a clearly unwarranted 
invasion of personal privacy. 

Name of Committee: National Institute on 
Minority Health and Health Disparities 
Special Emphasis Panel; NIH Support for 
Conferences and Scientific Meetings (R13). 

Date: November 6, 2020. 
Time: 12:00 p.m. to 4:00 p.m. 
Agenda: To review and evaluate grant 

applications. 
Place: National Institutes of Health, 

Gateway Plaza, 7201 Wisconsin Ave, 
Bethesda, MD 20817 (Virtual Meeting). 

Contact Person: Richard C. Palmer, DrPH, 
Health Scientist Administrator, Office of 
Extramural Research Administration, 
National Institute on Minority Health and 
Health Disparities, National Institutes of 
Health, Gateway Building, 7201 Wisconsin 
Avenue, Bethesda, MD 20892, (301) 451– 
2432, richard.palmer@nih.gov. 

Name of Committee: National Institute on 
Minority Health and Health Disparities 
Special Emphasis Panel; NIMHD K01 Career 
Development Award Peer Review. 

Date: November 9–10, 2020. 
Time: 1:00 p.m. to 6:00 p.m. 
Agenda: To review and evaluate grant 

applications. 
Place: National Institutes of Health, 

Gateway Plaza, 7201 Wisconsin Ave, 
Bethesda, MD 20817 (Virtual Meeting). 

Contact Person: Deborah Ismond, Ph.D., 
Scientific Review Officer, Office of 
Extramural Research Administration, 
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National Institute on Minority Health and 
Health Disparities, National Institutes of 
Health, Gateway Building, 7201 Wisconsin 
Avenue, Bethesda, MD 20892, (301) 402– 
1366, ismonddr@mail.nih.gov. 

Name of Committee: National Institute on 
Minority Health and Health Disparities 
Special Emphasis Panel; Building Population 
Health Research Capacity in the U.S. 
Affiliated Pacific Islands (U24—Clinical Trial 
Not Allowed). 

Date: November 17, 2020. 
Time: 1:00 p.m. to 5:00 p.m. 
Agenda: To review and evaluate grant 

applications. 
Place: National Institutes of Health, 

Gateway Plaza, 7201 Wisconsin Ave, 
Bethesda, MD 20817 (Virtual Meeting). 

Contact Person: Maryline Laude-Sharp, 
Ph.D., Scientific Review Officer, Office of 
Extramural Research Administration, 
National Institute on Minority Health and 
Health Disparities, National Institutes of 
Health, Gateway Building, 7201 Wisconsin 
Avenue, Ste. 525, MSC. 9206, Bethesda, MD 
20892, (301) 451–9536, mlaudesharp@
mail.nih.gov. 

Dated: September 14, 2020. 
Miguelina Perez, 
Program Analyst, Office of Federal Advisory 
Committee Policy. 
[FR Doc. 2020–20581 Filed 9–17–20; 8:45 am] 

BILLING CODE 4140–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institutes of Health 

National Institute of Dental & 
Craniofacial Research; Notice of 
Closed Meeting 

Pursuant to section 10(d) of the 
Federal Advisory Committee Act, as 
amended, notice is hereby given of the 
following meeting. 

The meeting will be closed to the 
public in accordance with the 
provisions set forth in sections 
552b(c)(4) and 552b(c)(6), Title 5 U.S.C., 
as amended. The grant applications and 
the discussions could disclose 
confidential trade secrets or commercial 
property such as patentable material, 
and personal information concerning 
individuals associated with the grant 
applications, the disclosure of which 
would constitute a clearly unwarranted 
invasion of personal privacy. 

Name of Committee: National Institute of 
Dental and Craniofacial Research Special 

Emphasis Panel; Review of Data Analysis 
Grant Applications. 

Date: November 12, 2020. 
Time: 11:00 a.m. to 6:00 p.m. 
Agenda: To review and evaluate grant 

applications. 
Place: National Institute of Dental and 

Craniofacial Research, National Institutes of 
Health, 6701 Democracy Boulevard, Suite 
664, Bethesda, MD 20892 (Virtual Meeting). 

Contact Person: Jimok Kim, Ph.D., 
Scientific Review Officer, Scientific Review 
Branch, National Institute of Dental and 
Craniofacial Research, National Institutes of 
Health, 6701 Democracy Boulevard, Suite 
664, Bethesda, MD 20892, 301–402–8559, 
jimok.kim@nih.gov. 
(Catalogue of Federal Domestic Assistance 
Program Nos. 93.121, Oral Diseases and 
Disorders Research, National Institutes of 
Health, HHS) 

Dated: September 14, 2020. 
Melanie J. Pantoja, 
Program Analyst, Office of Federal Advisory 
Committee Policy. 
[FR Doc. 2020–20579 Filed 9–17–20; 8:45 am] 

BILLING CODE 4140–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Substance Abuse and Mental Health 
Services Administration 

Agency Information Collection 
Activities: Non-Substantive Change 
Review by the Office of Management 
and Budget 

The Substance Abuse and Mental 
Health Services Administration 
(SAMHSA) has submitted the following 
request (see below) for a Non- 
substantive Change review under the 
Paperwork Reduction Act (44 U.S.C. 
Chapter 35). A copy of the information 
collection plans may be obtained by 
calling the SAMHSA Reports Clearance 
Officer on (240) 276–0361. 

Title: 2020 National Survey on Drug 
Use and Health. 

OMB Number: 0930–0110. 
Frequency: Annual. 
Affected Public: Individuals or 

Households. 
The National Survey on Drug Use and 

Health (NSDUH) is a survey of the U.S. 
civilian, non-institutionalized 
population aged 12 years old or older. 
The data are used to determine the 
prevalence of use of tobacco products, 
alcohol, illicit substances, and illicit use 

of prescription drugs. The results are 
used by SAMHSA, the Office of 
National Drug Control Policy (ONDCP), 
federal government agencies, and other 
organizations and researchers to 
establish policy, direct program 
activities, and better allocate resources. 

While NSDUH must be updated 
periodically to reflect changing 
substance use and mental health issues 
and to continue producing current data 
a non-substantive change has been 
warranted in response to the COVID–19 
pandemic. For on the 2020 NSDUH the 
following minor changes are planned: 
(1) Adding eleven COVID–19 questions; 
and (2) four telemedicine utilization 
questions. 

The COVID–19 questions seek to 
assess the pandemic effects on 
substance use and mental health in the 
United States. Including these questions 
on the NSDUH survey will allow 
SAMHSA to provide national-level 
estimates on the impact of COVID–19 on 
substance use and mental health. The 
four questions on telemedicine 
utilization will provide national, 
systematic survey data on its use to treat 
substance use and mental health in the 
United States. The updates will also 
allow the NSDUH to transition to a more 
agile data collection methodology. As 
certain parts of the United States reduce 
COVID–19 restrictions in-person data 
collection will resume in October 2020 
when possible. However, in order to 
collect sufficient data to produce 
nationally representative estimates, a 
modified sampling strategy including 
alternate modes of administration will 
be applied including telephone and 
online interviews in areas with COVID– 
19 restrictions. 

As with all NSDUH/NHSDA (Prior to 
2002, the NSDUH was referred to as the 
National Household Survey on Drug 
Abuse) surveys conducted since 1999, 
the sample size of the survey for 2020 
will be only be sufficient to permit 
prevalence estimates for each of the fifty 
states and the District of Columbia 
through multimodal data collection. 
Due to an estimated smaller sample size 
there is no increase to the annualized 
burden hours for the NSDUH. Adding 
the 11 COVID–19 pandemic and 4 
telemedicine items is expected to add 
approximately 10 minutes extra burden 
per respondent shown below in Table 1. 

TABLE 1—ESTIMATED RESPONDENT BURDEN HOURS WITH NEW QUESTIONS 

Response Number of 
respondents 

Number of 
responses per 

respondent 

Average 
burden per 
response 
(in hours) 

Total burden 
hours 

COVID–19 Items .............................................................................................. 42,000 1 0.133 5,586 

VerDate Sep<11>2014 19:15 Sep 17, 2020 Jkt 250001 PO 00000 Frm 00047 Fmt 4703 Sfmt 4703 E:\FR\FM\18SEN1.SGM 18SEN1jb
el

l o
n 

D
S

K
JL

S
W

7X
2P

R
O

D
 w

ith
 N

O
T

IC
E

S

mailto:mlaudesharp@mail.nih.gov
mailto:mlaudesharp@mail.nih.gov
mailto:ismonddr@mail.nih.gov
mailto:jimok.kim@nih.gov


58378 Federal Register / Vol. 85, No. 182 / Friday, September 18, 2020 / Notices 

TABLE 1—ESTIMATED RESPONDENT BURDEN HOURS WITH NEW QUESTIONS—Continued 

Response Number of 
respondents 

Number of 
responses per 

respondent 

Average 
burden per 
response 
(in hours) 

Total burden 
hours 

Telemedicine Items .......................................................................................... 42,000 1 0.033 1,400 
Interview (including new questions) ................................................................. 42,000 1 1.167 49,014 

Non-substantive Change approval is 
being requested because SAMHSA has 
determined proposed questions and 
modifications are necessary to address 
the effects of COVID–19 on substance 
use and mental health in American 
communities. Because of these 
additional questions, this Federal 
Register notice is a revision from the 
one that was published on August 13, 
2019. 

Send comments to Carlos Graham, 
SAMHSA Reports Clearance Officer, 
5600 Fisher Lane, Room 15E57A, 
Rockville, MD 20852 OR email him a 
copy at carlos.graham@samhsa.hhs.gov. 
Written comments should be received 
by November 17, 2020. 

Carlos Graham, 
Social Science Analyst. 
[FR Doc. 2020–20556 Filed 9–17–20; 8:45 am] 

BILLING CODE 4162–20–P 

DEPARTMENT OF HOMELAND 
SECURITY 

Coast Guard 

[Docket No. USCG–2020–0316] 

Collection of Information Under 
Review by Office of Management and 
Budget; OMB Control Number 1625– 
0008 

AGENCY: Coast Guard, DHS. 
ACTION: Thirty-day notice requesting 
comments. 

SUMMARY: In compliance with the 
Paperwork Reduction Act of 1995 the 
U.S. Coast Guard is forwarding an 
Information Collection Request (ICR), 
abstracted below, to the Office of 
Management and Budget (OMB), Office 
of Information and Regulatory Affairs 
(OIRA), requesting an extension of its 
approval for the following collection of 
information: 1625–0008, Regattas and 
Marine Parades; without change. 

Our ICR describes the information we 
seek to collect from the public. Review 
and comments by OIRA ensure we only 
impose paperwork burdens 
commensurate with our performance of 
duties. 

DATES: You may submit comments to 
the Coast Guard and OIRA on or before 
October 19, 2020. 
ADDRESSES: Comments to the Coast 
Guard should be submitted using the 
Federal eRulemaking Portal at https://
www.regulations.gov. Search for docket 
number [USCG–2020–0316]. Written 
comments and recommendations to 
OIRA for the proposed information 
collection should be sent within 30 days 
of publication of this notice to https:// 
www.reginfo.gov/public/do/PRAMain. 
Find this particular information 
collection by selecting ‘‘Currently under 
30-day Review—Open for Public 
Comments’’ or by using the search 
function. 

A copy of the ICR is available through 
the docket on the internet at https://
www.regulations.gov. Additionally, 
copies are available from: Commandant 
(CG–6P), Attn: Paperwork Reduction 
Act Manager, U.S. Coast Guard, 2703 
Martin Luther King Jr. Ave. SE, Stop 
7710, Washington, DC 20593–7710. 
FOR FURTHER INFORMATION CONTACT: A.L. 
Craig, Office of Privacy Management, 
telephone 202–475–3528, or fax 202– 
372–8405, for questions on these 
documents. 
SUPPLEMENTARY INFORMATION: 

Public Participation and Request For 
Comments 

This notice relies on the authority of 
the Paperwork Reduction Act of 1995; 
44 U.S.C. chapter 35, as amended. An 
ICR is an application to OIRA seeking 
the approval, extension, or renewal of a 
Coast Guard collection of information 
(Collection). The ICR contains 
information describing the Collection’s 
purpose, the Collection’s likely burden 
on the affected public, an explanation of 
the necessity of the Collection, and 
other important information describing 
the Collection. There is one ICR for each 
Collection. The Coast Guard invites 
comments on whether this ICR should 
be granted based on the Collection being 
necessary for the proper performance of 
Departmental functions. In particular, 
the Coast Guard would appreciate 
comments addressing: (1) The practical 
utility of the Collection; (2) the accuracy 
of the estimated burden of the 
Collection; (3) ways to enhance the 

quality, utility, and clarity of 
information subject to the Collection; 
and (4) ways to minimize the burden of 
the Collection on respondents, 
including the use of automated 
collection techniques or other forms of 
information technology. Consistent with 
the requirements of Executive Order 
13771, Reducing Regulation and 
Controlling Regulatory Costs, and 
Executive Order 13777, Enforcing the 
Regulatory Reform Agenda, the Coast 
Guard is also requesting comments on 
the extent to which this request for 
information could be modified to reduce 
the burden on respondents. These 
comments will help OIRA determine 
whether to approve the ICR referred to 
in this Notice. 

We encourage you to respond to this 
request by submitting comments and 
related materials. Comments to Coast 
Guard or OIRA must contain the OMB 
Control Number of the ICR. They must 
also contain the docket number of this 
request, [USCG–2020–0316], and must 
be received by October 19, 2020. 

Submitting Comments 

We encourage you to submit 
comments through the Federal 
eRulemaking Portal at https://
www.regulations.gov. If your material 
cannot be submitted using https://
www.regulations.gov, contact the person 
in the FOR FURTHER INFORMATION 
CONTACT section of this document for 
alternate instructions. Documents 
mentioned in this notice, and all public 
comments, are in our online docket at 
https://www.regulations.gov and can be 
viewed by following that website’s 
instructions. Additionally, if you go to 
the online docket and sign up for email 
alerts, you will be notified when 
comments are posted. 

We accept anonymous comments. All 
comments to the Coast Guard will be 
posted without change to https://
www.regulations.gov and will include 
any personal information you have 
provided. For more about privacy and 
submissions to the Coast Guard in 
response to this document, see DHS’s 
eRulemaking System of Records notice 
(85 FR 14226, March 11, 2020). For 
more about privacy and submissions to 
OIRA in response to this document, see 
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the https://www.reginfo.gov, comment- 
submission web page. OIRA posts its 
decisions on ICRs online at https://
www.reginfo.gov/public/do/PRAMain 
after the comment period for each ICR. 
An OMB Notice of Action on each ICR 
will become available via a hyperlink in 
the OMB Control Number: 1625–0008. 

Previous Request for Comments 

This request provides a 30-day 
comment period required by OIRA. The 
Coast Guard published the 60-day 
notice (85 FR 41060, July 8, 2020) 
required by 44 U.S.C. 3506(c)(2). That 
notice elicited one unrelated comment. 
Accordingly, no changes have been 
made to the Collection. 

Information Collection Request 

Title: Regattas and Marine Parades. 
OMB Control Number: 1625–0008. 
Summary: 46 U.S.C. 70041 authorizes 

the Coast Guard to issue regulations to 
promote the safety of life on navigable 
waters during regattas or marine 
parades. Title 33 CFR 100.15 
promulgates the rules for providing 
notice of, and additional information for 
permitting regattas and marine parades 
(marine events) to the Coast Guard. 

Need: The Coast Guard needs to 
determine whether a marine event may 
present a substantial threat to the safety 
of human life on navigable waters and 
determine which measures are 
necessary to ensure the safety of life 
during the events. Sponsors must notify 
the Coast Guard of the efficient means 
for the Coast Guard to learn of the 
events and address environmental 
impacts. 

Forms: CG–4423, Application for 
Marine Event. 

Respondents: Sponsors of marine 
events. 

Frequency: On occasion. 
Hour Burden Estimate: The estimated 

burden is 3,750 hours per year. The 
estimated burden hours is reduced from 
5,271 to 3,750 due to the increase of 
respondents submitting applications 
online as well as increased accuracy in 
tracking Marine Event Permit activities 
in the Marine Information for Safety and 
Law Enforcement (MISLE) database. 

Authority: The Paperwork Reduction Act 
of 1995; 44 U.S.C. chapter 35, as amended. 

Dated: September 15, 2020. 

Kathleen Claffie, 
Chief, Office of Privacy Management, U.S. 
Coast Guard. 
[FR Doc. 2020–20652 Filed 9–17–20; 8:45 am] 

BILLING CODE 9110–04–P 

DEPARTMENT OF HOMELAND 
SECURITY 

Federal Emergency Management 
Agency 

[Docket ID FEMA–2014–0022] 

Technical Mapping Advisory Council; 
Meeting 

AGENCY: Federal Emergency 
Management Agency, DHS. 
ACTION: Committee Management; Notice 
of Federal Advisory Committee meeting. 

SUMMARY: The Federal Emergency 
Management Agency (FEMA) Technical 
Mapping Advisory Council (TMAC) will 
hold a virtual meeting on Thursday, 
October 29 and Friday October 30, 2020. 
The meeting will be open to the public 
via a Zoom Video Communications link. 
DATES: The TMAC will meet on 
Thursday, October 29 and Friday 
October 30, 2020, from 10 a.m. to 4 p.m. 
Eastern Time (ET). Please note that the 
meeting will close early if the TMAC 
has completed its business. 
ADDRESSES: The meeting will be held 
virtually using Zoom Video 
Communications, Meeting Identification 
(ID) 16195624614 (https://
fema.zoomgov.com/j/16195624614) to 
share meeting visuals and audio. A 
conference number (1–646–828–7666; 
Meeting ID 161 9562 4614#; Password 
875873#) will also be used. Members of 
the public who wish to attend the 
virtual meeting must register in advance 
by sending an email to FEMA-TMAC@
fema.dhs.gov (Attention: Michael 
Nakagaki) by 5 p.m. ET on Tuesday, 
October 27, 2020. For information on 
services for individuals with disabilities 
or to request special assistance at the 
meeting, contact the person listed below 
by Tuesday, October 27, 2020. 

To facilitate public participation, 
members of the public are invited to 
provide written comments on the issues 
to be considered by the TMAC, as listed 
in the SUPPLEMENTARY INFORMATION 
caption below. Associated meeting 
materials will be available at the TMAC 
website (https://www.fema.gov/flood- 
maps/guidance-partners/technical- 
mapping-advisory-council) for review 
by Friday, October 23, 2020. Written 
comments to be considered by the 
committee at the time of the meeting 
must be submitted and received by 
Tuesday, October 27, 2020, identified by 
Docket ID FEMA–2014–0022, and 
submitted by the following methods: 

Federal eRulemaking Portal: http://
www.regulations.gov. Follow the 
instructions for submitting comments. 

Email: Address the email to FEMA- 
TMAC@fema.dhs.gov. Include the 

docket number in the subject line of the 
message. Include name and contact 
information in the body of the email. 

Instructions: All submissions received 
must include the words ‘‘Federal 
Emergency Management Agency’’ and 
the docket number for this action. 
Comments received will be posted 
without alteration at http://
www.regulations.gov, including any 
personal information provided. 

Docket: For docket access to read 
background documents or comments 
received by the TMAC, go to http://
www.regulations.gov and search for the 
Docket ID FEMA–2014–0022. 

A public comment period will be held 
on Thursday, October 29, 2020, from 12 
p.m. to 12:30 p.m. ET and Friday, 
October 30, 2020, from 12 p.m. to 12:30 
p.m. ET. Speakers are requested to limit 
their comments to no more than three 
minutes. The public comment period 
will not exceed 30 minutes. Please note 
that the public comment period may 
end before the time indicated, following 
the last call for comments. Contact the 
individual listed below to register as a 
speaker by close of business on 
Tuesday, October 27, 2020. 
FOR FURTHER INFORMATION CONTACT: 
Michael Nakagaki, Designated Federal 
Officer for the TMAC, FEMA, 400 C 
Street SW, Washington, DC 20024, 
telephone (202) 212–2148, and email 
michael.nakagaki@fema.dhs.gov. The 
TMAC website is: https://
www.fema.gov/flood-maps/guidance- 
partners/technical-mapping-advisory- 
council. 

SUPPLEMENTARY INFORMATION: Notice of 
this meeting is given under the Federal 
Advisory Committee Act, 5 U.S.C. App. 
(Pub. L. 92–463). 

In accordance with the Biggert-Waters 
Flood Insurance Reform Act of 2012, the 
TMAC makes recommendations to the 
FEMA Administrator on: (1) How to 
improve, in a cost-effective manner, the 
(a) accuracy, general quality, ease of use, 
and distribution and dissemination of 
flood insurance rate maps and risk data; 
and (b) performance metrics and 
milestones required to effectively and 
efficiently map flood risk areas in the 
United States; (2) mapping standards 
and guidelines for (a) flood insurance 
rate maps, and (b) data accuracy, data 
quality, data currency, and data 
eligibility; (3) how to maintain, on an 
ongoing basis, flood insurance rate maps 
and flood risk identification; (4) 
procedures for delegating mapping 
activities to State and local mapping 
partners; and (5) (a) methods for 
improving interagency and 
intergovernmental coordination on 
flood mapping and flood risk 
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determination, and (b) a funding 
strategy to leverage and coordinate 
budgets and expenditures across Federal 
agencies. Furthermore, the TMAC is 
required to submit an annual report to 
the FEMA Administrator that contains: 
(1) A description of the activities of the 
Council; (2) an evaluation of the status 
and performance of flood insurance rate 
maps and mapping activities to revise 
and update Flood Insurance Rate Maps; 
and (3) a summary of recommendations 
made by the Council to the FEMA 
Administrator. 

Agenda: The purpose of this meeting 
is for the 2020 TMAC to review the 2020 
Annual Report format and discuss the 
content of each subcommittee section. 
Any related materials will be posted to 
the FEMA TMAC site prior to the 
meeting to provide the public an 
opportunity to review the materials. The 
full agenda and related meeting 
materials will be posted for review by 
Friday, October 23, 2020, at https://
www.fema.gov/flood-maps/guidance- 
partners/technical-mapping-advisory- 
council. 

Michael M. Grimm, 
Assistant Administrator for Risk 
Management, Federal Emergency 
Management Agency. 
[FR Doc. 2020–20673 Filed 9–17–20; 8:45 am] 

BILLING CODE 9110–12–P 

DEPARTMENT OF HOMELAND 
SECURITY 

Federal Emergency Management 
Agency 

[Internal Agency Docket No. FEMA–3532– 
EM; Docket ID FEMA–2020–0001] 

Puerto Rico; Emergency and Related 
Determinations 

AGENCY: Federal Emergency 
Management Agency, Department of 
Homeland Security (DHS). 
ACTION: Notice. 

SUMMARY: This is a notice of the 
Presidential declaration of an 
emergency for the Commonwealth of 
Puerto Rico (FEMA–3532–EM), dated 
July 29, 2020, and related 
determinations. 

DATES: The declaration was issued July 
29, 2020. 
FOR FURTHER INFORMATION CONTACT: 
Dean Webster, Office of Response and 
Recovery, Federal Emergency 
Management Agency, 500 C Street SW, 
Washington, DC 20472, (202) 646–2833. 
SUPPLEMENTARY INFORMATION: Notice is 
hereby given that, in a letter dated July 
29, 2020, the President issued an 

emergency declaration under the 
authority of the Robert T. Stafford 
Disaster Relief and Emergency 
Assistance Act, 42 U.S.C. 5121–5207 
(the Stafford Act), as follows: 

I have determined that the emergency 
conditions in the Commonwealth of Puerto 
Rico resulting from Potential Tropical 
Cyclone Nine beginning on July 27, 2020, 
and continuing, are of sufficient severity and 
magnitude to warrant an emergency 
declaration under the Robert T. Stafford 
Disaster Relief and Emergency Assistance 
Act, 42 U.S.C. 5121 et seq. (‘‘the Stafford 
Act’’). Therefore, I declare that such an 
emergency exists in the Commonwealth of 
Puerto Rico. 

You are authorized to provide appropriate 
assistance for required emergency measures, 
authorized under title V of the Stafford Act, 
to save lives and to protect property and 
public health and safety, and to lessen or 
avert the threat of a catastrophe in the 
designated areas. Specifically, you are 
authorized to provide assistance for 
emergency protective measures (Category B), 
limited to direct Federal assistance and 
reimbursement for mass care including 
evacuation and shelter support. 

Consistent with the requirement that 
Federal assistance be supplemental, any 
Federal funds provided under the Stafford 
Act for Public Assistance will be limited to 
75 percent of the total eligible costs. In order 
to provide Federal assistance, you are hereby 
authorized to allocate from funds available 
for these purposes such amounts as you find 
necessary for Federal emergency assistance 
and administrative expenses. 

Further, you are authorized to make 
changes to this declaration for the approved 
assistance to the extent allowable under the 
Stafford Act. 

The Federal Emergency Management 
Agency (FEMA) hereby gives notice that 
pursuant to the authority vested in the 
Administrator, Department of Homeland 
Security, under Executive Order 12148, 
as amended, Alexis Amparo, of FEMA 
is appointed to act as the Federal 
Coordinating Officer for this declared 
emergency. 

The following areas of the 
Commonwealth of Puerto Rico have 
been designated as adversely affected by 
this declared emergency: 

Emergency protective measures (Category 
B), limited to direct federal assistance and 
reimbursement for mass care including 
evacuation and shelter support for all 78 
municipalities in the Commonwealth of 
Puerto Rico. 
The following Catalog of Federal Domestic 
Assistance Numbers (CFDA) are to be used 
for reporting and drawing funds: 97.030, 
Community Disaster Loans; 97.031, Cora 
Brown Fund; 97.032, Crisis Counseling; 
97.033, Disaster Legal Services; 97.034, 
Disaster Unemployment Assistance (DUA); 
97.046, Fire Management Assistance Grant; 
97.048, Disaster Housing Assistance to 
Individuals and Households In Presidentially 
Declared Disaster Areas; 97.049, 

Presidentially Declared Disaster Assistance— 
Disaster Housing Operations for Individuals 
and Households; 97.050, Presidentially 
Declared Disaster Assistance to Individuals 
and Households—Other Needs; 97.036, 
Disaster Grants—Public Assistance 
(Presidentially Declared Disasters); 97.039, 
Hazard Mitigation Grant. 

Pete Gaynor, 
Administrator, Federal Emergency 
Management Agency. 
[FR Doc. 2020–20070 Filed 9–17–20; 8:45 am] 

BILLING CODE 9111–23–P 

DEPARTMENT OF HOMELAND 
SECURITY 

U.S. Citizenship and Immigration 
Services 

[OMB Control Number 1615–0100] 

Agency Information Collection 
Activities; Extension, Without Change, 
of a Currently Approved Collection: 
Request for the Return of Original 
Documents 

AGENCY: U.S. Citizenship and 
Immigration Services, Department of 
Homeland Security. 
ACTION: 60-day notice. 

SUMMARY: The Department of Homeland 
Security (DHS), U.S. Citizenship and 
Immigration Services (USCIS) invites 
the general public and other Federal 
agencies to comment upon this 
proposed extension of a currently 
approved collection of information. In 
accordance with the Paperwork 
Reduction Act (PRA) of 1995, the 
information collection notice is 
published in the Federal Register to 
obtain comments regarding the nature of 
the information collection, the 
categories of respondents, the estimated 
burden (i.e. the time, effort, and 
resources used by the respondents to 
respond), the estimated cost to the 
respondent, and the actual information 
collection instruments. 
DATES: Comments are encouraged and 
will be accepted for 60 days until 
November 17, 2020. 
ADDRESSES: All submissions received 
must include the OMB Control Number 
1615–0100 in the body of the letter, the 
agency name and Docket ID USCIS– 
2008–0010. Submit comments via the 
Federal eRulemaking Portal website at 
https://www.regulations.gov under e- 
Docket ID number USCIS–2008–0010. 
USCIS is limiting communications for 
this Notice as a result of USCIS’ COVID– 
19 response actions. 
FOR FURTHER INFORMATION CONTACT: 
USCIS, Office of Policy and Strategy, 
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Regulatory Coordination Division, 
Samantha Deshommes, Chief, telephone 
number 202–272–8377 (This is not a 
toll-free number. Comments are not 
accepted via telephone message). Please 
note contact information provided here 
is solely for questions regarding this 
notice. It is not for individual case 
status inquiries. Applicants seeking 
information about the status of their 
individual cases can check Case Status 
Online, available at the USCIS website 
at https://www.uscis.gov, or call the 
USCIS Contact Center at 800–375–5283 
(TTY 800–767–1833). 
SUPPLEMENTARY INFORMATION: 

Comments 
You may access the information 

collection instrument with instructions 
or additional information by visiting the 
Federal eRulemaking Portal site at: 
https://www.regulations.gov and 
entering USCIS–2008–0010 in the 
search box. All submissions will be 
posted, without change, to the Federal 
eRulemaking Portal at https://
www.regulations.gov, and will include 
any personal information you provide. 
Therefore, submitting this information 
makes it public. You may wish to 
consider limiting the amount of 
personal information that you provide 
in any voluntary submission you make 
to DHS. DHS may withhold information 
provided in comments from public 
viewing that it determines may impact 
the privacy of an individual or is 
offensive. For additional information, 
please read the Privacy Act notice that 
is available via the link in the footer of 
https://www.regulations.gov. 

Written comments and suggestions 
from the public and affected agencies 
should address one or more of the 
following four points: 

(1) Evaluate whether the proposed 
collection of information is necessary 
for the proper performance of the 
functions of the agency, including 
whether the information will have 
practical utility; 

(2) Evaluate the accuracy of the 
agency’s estimate of the burden of the 
proposed collection of information, 
including the validity of the 
methodology and assumptions used; 

(3) Enhance the quality, utility, and 
clarity of the information to be 
collected; and 

(4) Minimize the burden of the 
collection of information on those who 
are to respond, including through the 
use of appropriate automated, 
electronic, mechanical, or other 
technological collection techniques or 
other forms of information technology, 
e.g., permitting electronic submission of 
responses. 

Overview of This Information 
Collection 

(1) Type of Information Collection: 
Extension, Without Change, of a 
Currently Approved Collection. 

(2) Title of the Form/Collection: 
Request for the Return of Original 
Documents. 

(3) Agency form number, if any, and 
the applicable component of the DHS 
sponsoring the collection: G–884; 
USCIS. 

(4) Affected public who will be asked 
or required to respond, as well as a brief 
abstract: Primary: Individuals or 
households. This form standardizes the 
USCIS procedures for requesting the 
return of original documents contained 
in alien files. The information provided 
will be used by the USCIS to determine 
whether a person is eligible to obtain 
original documents contained in an 
alien file. 

(5) An estimate of the total number of 
respondents and the amount of time 
estimated for an average respondent to 
respond: The estimated total number of 
respondents for the information 
collection G–884 is 6,600 and the 
estimated hour burden per response is 
0.5 hours. 

(6) An estimate of the total public 
burden (in hours) associated with the 
collection: The total estimated annual 
hour burden associated with this 
collection is 3,300 hours. 

(7) An estimate of the total public 
burden (in cost) associated with the 
collection: The estimated total annual 
cost burden associated with this 
collection of information is $808,500. 

Dated: September 10, 2020. 
Samantha L Deshommes, 
Deputy Chief, Regulatory Coordination 
Division, Office of Policy and Strategy, U.S. 
Citizenship and Immigration Services, 
Department of Homeland Security. 
[FR Doc. 2020–20558 Filed 9–17–20; 8:45 am] 

BILLING CODE 9111–97–P 

DEPARTMENT OF HOMELAND 
SECURITY 

U.S. Citizenship and Immigration 
Services 

[OMB Control Number 1615–0104] 

Agency Information Collection 
Activities; Extension, Without Change, 
of a Currently Approved Collection: 
Petition for U Nonimmigrant Status 

AGENCY: U.S. Citizenship and 
Immigration Services, Department of 
Homeland Security. 
ACTION: 60-day notice. 

SUMMARY: The Department of Homeland 
Security (DHS), U.S. Citizenship and 
Immigration Services (USCIS) invites 
the general public and other Federal 
agencies to comment upon this 
proposed extension of a currently 
approved collection of information. In 
accordance with the Paperwork 
Reduction Act (PRA) of 1995, the 
information collection notice is 
published in the Federal Register to 
obtain comments regarding the nature of 
the information collection, the 
categories of respondents, the estimated 
burden (i.e. the time, effort, and 
resources used by the respondents to 
respond), the estimated cost to the 
respondent, and the actual information 
collection instruments. 
DATES: Comments are encouraged and 
will be accepted for 60 days until 
November 17, 2020. 
ADDRESSES: All submissions received 
must include the OMB Control Number 
1615–0104 in the body of the letter, the 
agency name and Docket ID USCIS– 
2010–0004. Submit comments via the 
Federal eRulemaking Portal website at 
https://www.regulations.gov under e- 
Docket ID number USCIS–2010–0004. 
USCIS is limiting communications for 
this Notice as a result of USCIS’ COVID– 
19 response actions. 
FOR FURTHER INFORMATION CONTACT: 
USCIS, Office of Policy and Strategy, 
Regulatory Coordination Division, 
Samantha Deshommes, Chief, telephone 
number 202–272–8377 (This is not a 
toll-free number. Comments are not 
accepted via telephone message). Please 
note contact information provided here 
is solely for questions regarding this 
notice. It is not for individual case 
status inquiries. Applicants seeking 
information about the status of their 
individual cases can check Case Status 
Online, available at the USCIS website 
at https://www.uscis.gov, or call the 
USCIS Contact Center at 800–375–5283 
(TTY 800–767–1833). 
SUPPLEMENTARY INFORMATION: 

Comments 
You may access the information 

collection instrument with instructions 
or additional information by visiting the 
Federal eRulemaking Portal site at: 
https://www.regulations.gov and 
entering USCIS–2010–0004 in the 
search box. All submissions will be 
posted, without change, to the Federal 
eRulemaking Portal at https://
www.regulations.gov, and will include 
any personal information you provide. 
Therefore, submitting this information 
makes it public. You may wish to 
consider limiting the amount of 
personal information that you provide 
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in any voluntary submission you make 
to DHS. DHS may withhold information 
provided in comments from public 
viewing that it determines may impact 
the privacy of an individual or is 
offensive. For additional information, 
please read the Privacy Act notice that 
is available via the link in the footer of 
https://www.regulations.gov. 

Written comments and suggestions 
from the public and affected agencies 
should address one or more of the 
following four points: 

(1) Evaluate whether the proposed 
collection of information is necessary 
for the proper performance of the 
functions of the agency, including 
whether the information will have 
practical utility; 

(2) Evaluate the accuracy of the 
agency’s estimate of the burden of the 
proposed collection of information, 
including the validity of the 
methodology and assumptions used; 

(3) Enhance the quality, utility, and 
clarity of the information to be 
collected; and 

(4) Minimize the burden of the 
collection of information on those who 
are to respond, including through the 
use of appropriate automated, 
electronic, mechanical, or other 
technological collection techniques or 
other forms of information technology, 
e.g., permitting electronic submission of 
responses. 

Overview of This Information 
Collection 

(1) Type of Information Collection: 
Extension, Without Change, of a 
Currently Approved Collection. 

(2) Title of the Form/Collection: 
Petition for U Nonimmigrant Status. 

(3) Agency form number, if any, and 
the applicable component of the DHS 
sponsoring the collection: I–918; USCIS. 

(4) Affected public who will be asked 
or required to respond, as well as a brief 
abstract: Primary: Individuals or 
households; Federal Government; or 
State, local or Tribal Government. This 
petition permits victims of certain 
qualifying criminal activity and their 
immediate family members to apply for 
temporary nonimmigrant classification. 
This nonimmigrant classification 
provides temporary immigration 
benefits, potentially leading to 
permanent resident status, to certain 
victims of criminal activity who: 
Suffered substantial mental or physical 
abuse as a result of having been a victim 
of criminal activity; have information 
regarding the criminal activity; and 
assist government officials in 
investigating and prosecuting such 
criminal activity. 

(5) An estimate of the total number of 
respondents and the amount of time 
estimated for an average respondent to 
respond: The estimated total number of 
respondents for the information 
collection I–918 is 29,400 and the 
estimated hour burden per response is 
5 hours. The estimated total number of 
respondents for the information 
collection I–918A is 17,900 and the 
estimated hour burden per response is 
1.5 hour. The estimated total number of 
respondents for the information 
collection I–918B is 29,400 and the 
estimated hour burden per response is 
1 hour. The estimated total number of 
respondents for the information 
collection of Biometrics is 47,300 and 
the estimated hour burden per response 
is 1.17 hours. 

(6) An estimate of the total public 
burden (in hours) associated with the 
collection: The total estimated annual 
hour burden associated with this 
collection is 258,591 hours. 

(7) An estimate of the total public 
burden (in cost) associated with the 
collection: The estimated total annual 
cost burden associated with this 
collection of information is $201,025. 

Dated: September 10, 2020. 
Samantha L Deshommes, 
Chief, Regulatory Coordination Division, 
Office of Policy and Strategy, U.S. Citizenship 
and Immigration Services, Department of 
Homeland Security. 
[FR Doc. 2020–20559 Filed 9–17–20; 8:45 am] 

BILLING CODE 9111–97–P 

DEPARTMENT OF HOMELAND 
SECURITY 

U.S. Citizenship and Immigration 
Services 

[OMB Control Number 1615–0154] 

Agency Information Collection 
Activities; Extension, Without Change, 
of a Currently Approved Collection: 
Sponsor Deeming and Agency 
Reimbursement 

AGENCY: U.S. Citizenship and 
Immigration Services, Department of 
Homeland Security. 
ACTION: 60-day notice. 

SUMMARY: The Department of Homeland 
Security (DHS), U.S. Citizenship and 
Immigration Services (USCIS) invites 
the general public and other Federal 
agencies to comment upon this 
proposed extension of a currently 
approved collection of information. In 
accordance with the Paperwork 
Reduction Act (PRA) of 1995, the 
information collection notice is 
published in the Federal Register to 

obtain comments regarding the nature of 
the information collection, the 
categories of respondents, the estimated 
burden (i.e. the time, effort, and 
resources used by the respondents to 
respond), the estimated cost to the 
respondent, and the actual information 
collection instruments. 
DATES: Comments are encouraged and 
will be accepted for 60 days until 
November 17, 2020. 
ADDRESSES: All submissions received 
must include the OMB Control Number 
1615–0154 in the body of the letter, the 
agency name and Docket ID USCIS– 
2019–0026. Submit comments via the 
Federal eRulemaking Portal website at 
https://www.regulations.gov under e- 
Docket ID number USCIS–2019–0026. 
USCIS is limiting communications for 
this Notice as a result of USCIS’ COVID– 
19 response actions. 
FOR FURTHER INFORMATION CONTACT: 
USCIS, Office of Policy and Strategy, 
Regulatory Coordination Division, 
Samantha Deshommes, Chief, telephone 
number 202–272–8377 (This is not a 
toll-free number. Comments are not 
accepted via telephone message). Please 
note contact information provided here 
is solely for questions regarding this 
notice. It is not for individual case 
status inquiries. Applicants seeking 
information about the status of their 
individual cases can check Case Status 
Online, available at the USCIS website 
at https://www.uscis.gov, or call the 
USCIS Contact Center at 800–375–5283 
(TTY 800–767–1833). 
SUPPLEMENTARY INFORMATION: 

Comments 
You may access the information 

collection instrument with instructions 
or additional information by visiting the 
Federal eRulemaking Portal site at: 
https://www.regulations.gov and 
entering USCIS–2019–0026 in the 
search box. All submissions will be 
posted, without change, to the Federal 
eRulemaking Portal at https://
www.regulations.gov, and will include 
any personal information you provide. 
Therefore, submitting this information 
makes it public. You may wish to 
consider limiting the amount of 
personal information that you provide 
in any voluntary submission you make 
to DHS. DHS may withhold information 
provided in comments from public 
viewing that it determines may impact 
the privacy of an individual or is 
offensive. For additional information, 
please read the Privacy Act notice that 
is available via the link in the footer of 
https://www.regulations.gov. 

Written comments and suggestions 
from the public and affected agencies 
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should address one or more of the 
following four points: 

(1) Evaluate whether the proposed 
collection of information is necessary 
for the proper performance of the 
functions of the agency, including 
whether the information will have 
practical utility; 

(2) Evaluate the accuracy of the 
agency’s estimate of the burden of the 
proposed collection of information, 
including the validity of the 
methodology and assumptions used; 

(3) Enhance the quality, utility, and 
clarity of the information to be 
collected; and 

(4) Minimize the burden of the 
collection of information on those who 
are to respond, including through the 
use of appropriate automated, 
electronic, mechanical, or other 
technological collection techniques or 
other forms of information technology, 
e.g., permitting electronic submission of 
responses. 

Overview of This Information 
Collection 

(1) Type of Information Collection: 
Extension, Without Change, of a 
Currently Approved Collection. 

(2) Title of the Form/Collection: 
Sponsor Deeming and Agency 
Reimbursement. 

(3) Agency form number, if any, and 
the applicable component of the DHS 
sponsoring the collection: G–1552; 
USCIS. 

(4) Affected public who will be asked 
or required to respond, as well as a brief 
abstract: Primary: Federal Government; 
or State, local or Tribal Government. 
The G–1552 is created to collect 
information via Systematic Alien 
Verification for Entitlements (SAVE) 
program regarding actions that agencies 
adjudicating federal means-tested public 
benefits take to (1) deem sponsor 
income as part of applicant income for 
purposes of federal means-tested 
benefits eligibility and (2) seek 
reimbursement from sponsors for the 
value of federal means-tested public 
benefits provided to sponsored 
applicants. 

(5) An estimate of the total number of 
respondents and the amount of time 
estimated for an average respondent to 
respond: The estimated total number of 
respondents for the information 
collection G–1552 is 324,737 and the 
estimated hour burden per response is 
0.042 hours. 

(6) An estimate of the total public 
burden (in hours) associated with the 
collection: The total estimated annual 
hour burden associated with this 
collection is 13,639 hours. 

(7) An estimate of the total public 
burden (in cost) associated with the 
collection: The estimated total annual 
cost burden associated with this 
collection of information is $0. This 
collection does not impose any costs on 
the responding public. 

Dated: September 10, 2020. 
Samantha L Deshommes, 
Deputy Chief, Regulatory Coordination 
Division, Office of Policy and Strategy, U.S. 
Citizenship and Immigration Services, 
Department of Homeland Security. 
[FR Doc. 2020–20557 Filed 9–17–20; 8:45 am] 

BILLING CODE 9111–97–P 

DEPARTMENT OF THE INTERIOR 

Geological Survey 

[GX20RN00COM0011; OMB Control Number 
1028–0048] 

Agency Information Collection 
Activities; Did You Feel It? Earthquake 
Questionnaire 

AGENCY: U.S. Geological Survey, 
Interior. 
ACTION: Notice of information collection; 
request for comment. 

SUMMARY: In accordance with the 
Paperwork Reduction Act of 1995, we, 
the U.S. Geological Survey (USGS) are 
proposing to renew an information 
collection. 
DATES: Interested persons are invited to 
submit comments on or before 
November 17, 2020. 
ADDRESSES: Send your comments on 
this information collection request (ICR) 
by mail to U.S. Geological Survey, 
Information Collections Officer, 12201 
Sunrise Valley Drive, MS 159, Reston, 
VA 20192; or by email to gs-info_
collections@usgs.gov. Please reference 
OMB Control Number 1028–0048 in the 
subject line of your comments. 
FOR FURTHER INFORMATION CONTACT: To 
request additional information about 
this ICR, contact David Wald by email 
at wald@usgs.gov, or by telephone at 
303–273–8441. 
SUPPLEMENTARY INFORMATION: In 
accordance with the Paperwork 
Reduction Act of 1995, we provide the 
general public and other Federal 
agencies with an opportunity to 
comment on new, proposed, revised, 
and continuing collections of 
information. This helps us assess the 
impact of our information collection 
requirements and minimize the public’s 
reporting burden. It also helps the 
public understand our information 
collection requirements and provide the 
requested data in the desired format. 

We are soliciting comments on the 
proposed ICR that is described below. 
We are especially interested in public 
comment addressing the following 
issues: (1) Is the collection necessary to 
the proper functions of the USGS; (2) 
will this information be processed and 
used in a timely manner; (3) is the 
estimate of burden accurate; (4) how 
might the USGS enhance the quality, 
utility, and clarity of the information to 
be collected; and (5) how might the 
USGS minimize the burden of this 
collection on the respondents, including 
through the use of information 
technology. 

Comments that you submit in 
response to this notice are a matter of 
public record. We will include or 
summarize each comment in our request 
to OMB to approve this ICR. Before 
including your address, phone number, 
email address, or other personal 
identifying information in your 
comment, you should be aware that 
your entire comment—including your 
personal identifying information—may 
be made publicly available at any time. 
While you can ask us in your comment 
to withhold your personal identifying 
information from public review, we 
cannot guarantee that we will be able to 
do so. 

Abstract: The U.S. Geological Survey 
(USGS) is required to collect, evaluate, 
publish and distribute information 
concerning earthquakes. Respondents 
have an opportunity to voluntarily 
supply information concerning the 
effects of shaking from an earthquake— 
on themselves, buildings, other man- 
made structures, and ground effects 
such as faulting or landslides. 
Respondents’ observations are 
interpreted in terms of numbers that 
measure the strength of shaking, and the 
resulting numbers are displayed on 
maps that are viewable from USGS 
earthquake websites. Observations are 
submitted via the Felt Report 
questionnaire accessed from the USGS 
Did You Feel It? Earthquake web pages, 
and may be submitted via computer or 
mobile phone. Respondents are asked to 
provide information on the location to 
which the report pertains. The locations 
may, at the respondent’s option, be 
given imprecisely (city-name or postal 
Zip Code) or precisely (street address, 
geographic coordinates, or current 
location determined by the user’s 
mobile phone). Low resolution maps of 
shaking based on both precise and 
imprecise observations are published for 
all earthquakes for which observations 
are submitted. For earthquakes felt by 
many respondents, the observations that 
are associated with more precise 
locations are used in the preparation of 
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higher resolution maps of earthquake 
shaking. 

We will protect information from 
respondents considered proprietary 
under the Freedom of Information Act 
(5 U.S.C. 552) and implementing 
regulations (43 CFR part 2), and under 
regulations at 30 CFR 250.197, ‘‘Data 
and information to be made available to 
the public or for limited inspection.’’ 
Responses are voluntary. No questions 
of a ‘‘sensitive’’ nature are asked. We 
will release data collected on these 
forms only in formats that do not 
include proprietary information 
volunteered by respondents. This 
collection is scheduled to expire on 
June 30, 2021. 

Title of Collection: Did You Feel It? 
Earthquake Questionnaire. 

OMB Control Number: 1028–0048. 
Form Number: None. 
Type of Review: Extension of a 

currently approved collection. 
Respondents/Affected Public: General 

Public. 
Total Estimated Number of Annual 

Respondents: 200,000. 
Total Estimated Number of Annual 

Responses: 300,000. 
Estimated Completion Time per 

Response: 3 minutes on average. 
Total Estimated Number of Annual 

Burden Hours: 15,000. 
Respondent’s Obligation: Voluntary. 
Frequency of Collection: On occasion, 

after an earthquake. 
Total Estimated Annual Non-hour 

Burden Cost: $0.00. 
An agency may not conduct or 

sponsor and a person is not required to 
respond to a collection of information 
unless it displays a currently valid OMB 
control number. 

The authority for this action is the 
Paperwork Reduction Act of 1995 (44 
U.S.C. 3501 et seq.). 

Jill McCarthy, 
Geologic Hazards Science Center, Director. 
[FR Doc. 2020–20630 Filed 9–17–20; 8:45 am] 

BILLING CODE 4338–11–P 

INTERNATIONAL TRADE 
COMMISSION 

[Investigation Nos. 701–TA–637 and 731– 
TA–1471 (Final)] 

Large Vertical Shaft Engines From 
China; Scheduling of the Final Phase 
of Countervailing and Anti-Dumping 
Duty Investigations 

AGENCY: United States International 
Trade Commission. 
ACTION: Notice. 

SUMMARY: The Commission hereby gives 
notice of the scheduling of the final 

phase of antidumping and 
countervailing duty investigation Nos. 
701–TA–637 and 731–TA–1471 (Final) 
pursuant to the Tariff Act of 1930 (‘‘the 
Act’’) to determine whether an industry 
in the United States is materially 
injured or threatened with material 
injury, or the establishment of an 
industry in the United States is 
materially retarded, by reason of 
imports of large vertical shaft engines 
from China, provided for in subheadings 
8407.90.10, 8407.90.90, and 8409.91.99 
of the Harmonized Tariff Schedule of 
the United States, preliminarily 
determined by the Department of 
Commerce (‘‘Commerce’’) to be 
subsidized and sold at less-than-fair- 
value. 
DATES: August 19, 2020. 
FOR FURTHER INFORMATION CONTACT: 
Charlie Cummings (202–708–1666), 
Office of Investigations, U.S. 
International Trade Commission, 500 E 
Street SW, Washington, DC 20436. 
Hearing-impaired persons can obtain 
information on this matter by contacting 
the Commission’s TDD terminal on 202– 
205–1810. Persons with mobility 
impairments who will need special 
assistance in gaining access to the 
Commission should contact the Office 
of the Secretary at 202–205–2000. 
General information concerning the 
Commission may also be obtained by 
accessing its internet server (https://
www.usitc.gov). The public record for 
these investigations may be viewed on 
the Commission’s electronic docket 
(EDIS) at https://edis.usitc.gov. 
SUPPLEMENTARY INFORMATION: 

Scope.— For purposes of these 
investigations, Commerce has defined 
the subject merchandise as ‘‘spark- 
ignited, non-road, vertical shaft engines, 
whether finished or unfinished, whether 
assembled or unassembled, primarily 
for riding lawn mowers and zero-tum 
radius lawn mowers. Engines meeting 
this physical description may also be for 
other non-hand-held outdoor power 
equipment such as, including but not 
limited to, tow-behind brush mowers, 
grinders, and vertical shaft generators. 
The subject engines are spark ignition, 
single or multiple cylinder, air cooled, 
internal combustion engines with 
vertical power take off shafts with a 
minimum displacement of 225 cubic 
centimeters (cc) and a maximum 
displacement of 999cc. Typically, 
engines with displacements of this size 
generate gross power of between 6.7 
kilowatts (kw) to 42 kw. 

Engines covered by this scope 
normally must comply with and be 
certified under Environmental 
Protection Agency (EPA) air pollution 

controls title 40, chapter I, subchapter 
U, part 1054 of the Code of Federal 
Regulations standards for small non- 
road spark-ignition engines and 
equipment. Engines that otherwise meet 
the physical description of the scope but 
are not certified under 40 CFR part 1054 
and are not certified under other parts 
of subchapter U of the EPA air pollution 
controls are not excluded from the 
scope of this proceeding. Engines that 
may be certified under both 40 CFR part 
1054 as well as other parts of subchapter 
U remain subject to the scope of these 
proceedings. 

For purposes of these investigations, 
an unfinished engine covers at a 
minimum a sub-assembly comprised of, 
but not limited to, the following 
components: Crankcase, crankshaft, 
camshaft, piston(s), and connecting 
rod(s). Importation of these components 
together, whether assembled or 
unassembled, and whether or not 
accompanied by additional components 
such as an oil pan, manifold, cylinder 
head(s), valve train, or valve cover(s), 
constitutes an unfinished engine for 
purposes of these investigations. The 
inclusion of other products such as 
spark plugs fitted into the cylinder head 
or electrical devices (e.g., ignition 
modules, ignition coils) for 
synchronizing with the motor to supply 
tension current does not remove the 
product from the scope. The inclusion 
of any other components not identified 
as comprising the unfinished engine 
subassembly in a third country does not 
remove the engine from the scope.’’ 

Background.—The final phase of 
these investigations is being scheduled 
pursuant to sections 705(b) and 731(b) 
of the Tariff Act of 1930 (19 U.S.C. 
1671d(b) and 1673d(b)), as a result of 
affirmative preliminary determinations 
by Commerce that certain benefits 
which constitute subsidies within the 
meaning of § 703 of the Act (19 U.S.C. 
1671b) are being provided to 
manufacturers, producers, or exporters 
in China of large vertical shaft engines, 
and that such products are being sold in 
the United States at less than fair value 
within the meaning of § 733 of the Act 
(19 U.S.C. 1673b). The investigations 
were requested in petitions filed on 
January 15, 2020, by the Coalition of 
American Vertical Engine Producers 
(Kohler Co., Kohler, Wisconsin, and 
Briggs & Stratton Corporation, 
Wauwatosa, Wisconsin). 

For further information concerning 
the conduct of this phase of the 
investigations, hearing procedures, and 
rules of general application, consult the 
Commission’s Rules of Practice and 
Procedure, part 201, subparts A and B 
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1 The record is defined in § 207.2(f) of the 
Commission’s Rules of Practice and Procedure (19 
CFR 207.2(f)). 

2 85 FR 52324 (August 25, 2020). 

(19 CFR part 201), and part 207, 
subparts A and C (19 CFR part 207). 

Participation in the investigations and 
public service list.—Persons, including 
industrial users of the subject 
merchandise and, if the merchandise is 
sold at the retail level, representative 
consumer organizations, wishing to 
participate in the final phase of these 
investigations as parties must file an 
entry of appearance with the Secretary 
to the Commission, as provided in 
§ 201.11 of the Commission’s rules, no 
later than 21 days prior to the hearing 
date specified in this notice. A party 
that filed a notice of appearance during 
the preliminary phase of the 
investigations need not file an 
additional notice of appearance during 
this final phase. The Secretary will 
maintain a public service list containing 
the names and addresses of all persons, 
or their representatives, who are parties 
to the investigations. 

Limited disclosure of business 
proprietary information (BPI) under an 
administrative protective order (APO) 
and BPI service list.—Pursuant to 
§ 207.7(a) of the Commission’s rules, the 
Secretary will make BPI gathered in the 
final phase of these investigations 
available to authorized applicants under 
the APO issued in the investigations, 
provided that the application is made 
no later than 21 days prior to the 
hearing date specified in this notice. 
Authorized applicants must represent 
interested parties, as defined by 19 
U.S.C. 1677(9), who are parties to the 
investigations. A party granted access to 
BPI in the preliminary phase of the 
investigations need not reapply for such 
access. A separate service list will be 
maintained by the Secretary for those 
parties authorized to receive BPI under 
the APO. 

Staff report.—The prehearing staff 
report in the final phase of these 
investigations will be placed in the 
nonpublic record on December 15, 2020, 
and a public version will be issued 
thereafter, pursuant to § 207.22 of the 
Commission’s rules. 

Hearing.—The Commission will hold 
a hearing in connection with the final 
phase of these investigations beginning 
at 9:30 a.m. on Tuesday, January 5, 
2021. Information about the place and 
form of the hearing, including about 
how to participate in and/or view the 
hearing, will be posted on the 
Commission’s website at https://
www.usitc.gov/calendarpad/ 
calendar.html. Interested parties should 
check the Commission’s website 
periodically for updates. 

Requests to appear at the hearing 
should be filed in writing with the 
Secretary to the Commission on or 

before December 29, 2020. A nonparty 
who has testimony that may aid the 
Commission’s deliberations may request 
permission to present a short statement 
at the hearing. All parties and 
nonparties desiring to appear at the 
hearing and make oral presentations 
should participate in a prehearing 
conference to be held on December 30, 
2020, if deemed necessary. Oral 
testimony and written materials to be 
submitted at the public hearing are 
governed by §§ 201.6(b)(2), 201.13(f), 
and 207.24 of the Commission’s rules. 
Parties must submit any request to 
present a portion of their hearing 
testimony in camera no later than 7 
business days prior to the date of the 
hearing. 

Written submissions.—Each party 
who is an interested party shall submit 
a prehearing brief to the Commission. 
Prehearing briefs must conform with the 
provisions of § 207.23 of the 
Commission’s rules; the deadline for 
filing is December 22, 2020. Parties may 
also file written testimony in connection 
with their presentation at the hearing, as 
provided in § 207.24 of the 
Commission’s rules, and posthearing 
briefs, which must conform with the 
provisions of § 207.25 of the 
Commission’s rules. The deadline for 
filing posthearing briefs is January 12, 
2021. In addition, any person who has 
not entered an appearance as a party to 
the investigations may submit a written 
statement of information pertinent to 
the subject of the investigations, 
including statements of support or 
opposition to the petition, on or before 
January 12, 2021. On January 27, 2021, 
the Commission will make available to 
parties all information on which they 
have not had an opportunity to 
comment. Parties may submit final 
comments on this information on or 
before January 29, 2021, but such final 
comments must not contain new factual 
information and must otherwise comply 
with § 207.30 of the Commission’s rules. 
All written submissions must conform 
with the provisions of § 201.8 of the 
Commission’s rules; any submissions 
that contain BPI must also conform with 
the requirements of §§ 201.6, 207.3, and 
207.7 of the Commission’s rules. The 
Commission’s Handbook on Filing 
Procedures, available on the 
Commission’s website at https://
www.usitc.gov/documents/handbook_
on_filing_procedures.pdf, elaborates 
upon the Commission’s procedures with 
respect to filings. 

Additional written submissions to the 
Commission, including requests 
pursuant to § 201.12 of the 
Commission’s rules, shall not be 
accepted unless good cause is shown for 

accepting such submissions, or unless 
the submission is pursuant to a specific 
request by a Commissioner or 
Commission staff. 

In accordance with §§ 201.16(c) and 
207.3 of the Commission’s rules, each 
document filed by a party to the 
investigations must be served on all 
other parties to the investigations (as 
identified by either the public or BPI 
service list), and a certificate of service 
must be timely filed. The Secretary will 
not accept a document for filing without 
a certificate of service. 

Authority: These investigations are being 
conducted under authority of title VII of the 
Tariff Act of 1930; this notice is published 
pursuant to § 207.21 of the Commission’s 
rules. 

By order of the Commission. 
Issued: September 15, 2020. 

Lisa Barton, 
Secretary to the Commission. 
[FR Doc. 2020–20633 Filed 9–17–20; 8:45 am] 

BILLING CODE 7020–02–P 

INTERNATIONAL TRADE 
COMMISSION 

[Investigation Nos. 731–TA–1534–1536 
(Preliminary)] 

Methionine From France, Japan, and 
Spain; Determinations 

On the basis of the record 1 developed 
in the subject investigations, the United 
States International Trade Commission 
(‘‘Commission’’) determines, pursuant 
to the Tariff Act of 1930 (‘‘the Act’’), 
that there is a reasonable indication that 
an industry in the United States is 
materially injured by reason of imports 
of methionine from France, Japan, and 
Spain, provided for in subheadings 
2930.40.00 and 2930.90.46 of the 
Harmonized Tariff Schedule of the 
United States, that are alleged to be sold 
in the United States at less than fair 
value (‘‘LTFV’’).2 

Commencement of Final Phase 
Investigations 

Pursuant to section 207.18 of the 
Commission’s rules, the Commission 
also gives notice of the commencement 
of the final phase of its investigations. 
The Commission will issue a final phase 
notice of scheduling, which will be 
published in the Federal Register as 
provided in section 207.21 of the 
Commission’s rules, upon notice from 
the U.S. Department of Commerce 
(‘‘Commerce’’) of affirmative 
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1 The record is defined in § 207.2(f) of the 
Commission’s Rules of Practice and Procedure (19 
CFR 207.2(f)). 

2 85 FR 52552 (August 26, 2020); 85 FR 52549 
(August 26, 2020). 

preliminary determinations in the 
investigations under § 733(b) of the Act, 
or, if the preliminary determinations are 
negative, upon notice of affirmative 
final determinations in those 
investigations under § 735(a) of the Act. 
Parties that filed entries of appearance 
in the preliminary phase of the 
investigations need not enter a separate 
appearance for the final phase of the 
investigations. Industrial users, and, if 
the merchandise under investigation is 
sold at the retail level, representative 
consumer organizations have the right 
to appear as parties in Commission 
antidumping investigations. The 
Secretary will prepare a public service 
list containing the names and addresses 
of all persons, or their representatives, 
who are parties to the investigations. 

Background 

On July 29, 2020, Novus International, 
Inc., St. Charles, Missouri, filed 
petitions with the Commission and 
Commerce, alleging that an industry in 
the United States is materially injured 
or threatened with material injury by 
reason of LTFV imports of methionine 
from France, Japan, and Spain. 
Accordingly, effective July 29, 2020, the 
Commission instituted antidumping 
duty investigation Nos. 731–TA–1534– 
1536 (Preliminary). 

Notice of the institution of the 
Commission’s investigations and of a 
public conference through video 
conferencing to be held in connection 
therewith was given by posting copies 
of the notice in the Office of the 
Secretary, U.S. International Trade 
Commission, Washington, DC, and by 
publishing the notice in the Federal 
Register of August 4, 2020 (85 FR 
47243). In light of the restrictions on 
access to the Commission building due 
to the COVID–19 pandemic, the 
Commission conducted its conference 
through written testimony and video 
conference on August 19, 2020. All 
persons who requested the opportunity 
were permitted to participate. 

The Commission made these 
determinations pursuant to § 733(a) of 
the Act (19 U.S.C. 1673b(a)). It 
completed and filed its determinations 
in these investigations on September 14, 
2020. The views of the Commission are 
contained in USITC Publication 5120 
(September 2020), entitled Methionine 
from France, Japan, and Spain: 
Investigation Nos. 731–TA–1534–1536 
(Preliminary). 

By order of the Commission. 

Issued: September 14, 2020. 
Lisa Barton, 
Secretary to the Commission. 
[FR Doc. 2020–20588 Filed 9–17–20; 8:45 am] 

BILLING CODE 7020–02–P 

INTERNATIONAL TRADE 
COMMISSION 

[Investigation Nos. 701–TA–657 and 731– 
TA–1537 (Preliminary)] 

Chassis and Subassemblies From 
China; Determinations 

On the basis of the record 1 developed 
in the subject investigations, the United 
States International Trade Commission 
(‘‘Commission’’) determines, pursuant 
to the Tariff Act of 1930 (‘‘the Act’’), 
that there is a reasonable indication that 
an industry in the United States is 
materially injured by reason of imports 
of certain chassis and subassemblies 
thereof (‘‘chassis’’) from China, 
provided for in subheadings 8716.39.00 
and 8716.90.50 of the Harmonized Tariff 
Schedule of the United States, that are 
alleged to be sold in the United States 
at less than fair value (‘‘LTFV’’) and to 
be subsidized by the government of 
China.2 

Commencement of Final Phase 
Investigations 

Pursuant to section 207.18 of the 
Commission’s rules, the Commission 
also gives notice of the commencement 
of the final phase of its investigations. 
The Commission will issue a final phase 
notice of scheduling, which will be 
published in the Federal Register as 
provided in § 207.21 of the 
Commission’s rules, upon notice from 
the U.S. Department of Commerce 
(‘‘Commerce’’) of affirmative 
preliminary determinations in the 
investigations under §§ 703(b) or 733(b) 
of the Act, or, if the preliminary 
determinations are negative, upon 
notice of affirmative final 
determinations in those investigations 
under §§ 705(a) or 735(a) of the Act. 
Parties that filed entries of appearance 
in the preliminary phase of the 
investigations need not enter a separate 
appearance for the final phase of the 
investigations. Industrial users, and, if 
the merchandise under investigation is 
sold at the retail level, representative 
consumer organizations have the right 
to appear as parties in Commission 
antidumping and countervailing duty 
investigations. The Secretary will 

prepare a public service list containing 
the names and addresses of all persons, 
or their representatives, who are parties 
to the investigations. 

Background 

On July 30, 2020, the Coalition of 
American Chassis Manufacturers, 
consisting of Cheetah Chassis 
Corporation, Fairless Hills, 
Pennsylvania, Hercules Enterprises, 
LLC, Hillsborough, New Jersey, Pitts 
Enterprises, Inc., Pittsview, Alabama, 
Pratt Industries, Inc., Bridgman, 
Michigan, and Stoughton Trailers, LLC, 
Stoughton, Wisconsin, filed petitions 
with the Commission and Commerce, 
alleging that an industry in the United 
States is materially injured or 
threatened with material injury by 
reason of subsidized imports of chassis 
from China and LTFV imports of chassis 
from China. Accordingly, effective July 
30, 2020, the Commission instituted 
countervailing duty investigation No. 
71–TA–657 and antidumping duty 
investigation No. 731–TA–1537 
(Preliminary). 

Notice of the institution of the 
Commission’s investigations and of a 
public conference to be held in 
connection therewith was given by 
posting copies of the notice in the Office 
of the Secretary, U.S. International 
Trade Commission, Washington, DC, 
and by publishing the notice in the 
Federal Register of August 5, 2020 (85 
FR 47400). In light of the restrictions on 
access to the Commission building due 
to the COVID–19 pandemic, the 
Commission conducted its conference 
through written testimony and video 
conference on August 20, 2020. All 
persons who requested the opportunity 
were permitted to participate. 

The Commission made these 
determinations pursuant to §§ 703(a) 
and 733(a) of the Act (19 U.S.C. 
1671b(a) and 1673b(a)). It completed 
and filed its determinations in these 
investigations on September 14, 2020. 
The views of the Commission are 
contained in USITC Publication 5119 
(September 2020), entitled Chassis and 
Subassemblies from China: 
Investigation Nos. 701–TA–657 and 
731–TA–1537 (Preliminary). 

By order of the Commission. 

Issued: September 14, 2020. 

Lisa Barton, 
Secretary to the Commission. 
[FR Doc. 2020–20593 Filed 9–17–20; 8:45 am] 

BILLING CODE 7020–02–P 
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1 During its investigation, the Department also 
expressed concerns to DFA and Dean about the 
potential loss of competition for the sale and 
processing of fluid milk if DFA were to acquire 
Dean’s fluid milk processing plants in Minnesota, 
South Dakota, and North Dakota. DFA subsequently 
ceased its efforts to acquire those plants. 

DEPARTMENT OF JUSTICE 

Antitrust Division 

United States, et al. v. Dairy Farmers of 
America, Inc. and Dean Foods 
Company; Response to Public 
Comments 

Pursuant to the Antitrust Procedures 
and Penalties Act, 15 U.S.C. 16(b)–(h), 
the United States hereby publishes 
below the Response to Public Comments 
on the Proposed Final Judgment in 
United States, et al. v. Dairy Farmers of 
America, Inc., et al., Civil Action No. 
1:cv–02658, which was filed in the 
United States District Court for the 
Northern District of Illinois on 
September 14, 2020, together with a 
copy of the comment received by the 
United States. 

A copy of the comment and the 
United States’ response to the comment 
is available at https://www.justice.gov/ 
atr/case-document/file/1316656/ 
download. A copy of the comment and 
the United States’ response is also 
available for inspection at the Office of 
the Clerk of the United States District 
Court for the Northern District of 
Illinois. Copies of these materials may 
also be obtained from the Antitrust 
Division upon request and payment of 
the copying fee set by Department of 
Justice regulations. 

Suzanne Morris, 
Chief, Antitrust Division, Premerger and 
Division Statistics. 

United States District Court for 
Northern District of Illinois Eastern 
Division 

United States of America, Commonwealth 
of Massachusetts, and State of Wisconsin, 
Plaintiffs, v. Dairy Farmers of America, Inc. 
and Dean Foods Company, Defendants. 
No. 20 C 2658 
Judge Feinerman 

Response of Plaintiff United States to 
Public Comments on the Proposed Final 
Judgment 

Pursuant to the requirements of the 
Antitrust Procedures and Penalties Act 
(the ‘‘APPA’’ or ‘‘Tunney Act’’), 15 
U.S.C. 16(b)–(h), the United States 
submits this response to the one public 
comment received regarding the 
proposed Final Judgment in this case. 
After careful consideration of the 
submitted comment, the United States 
continues to believe that the proposed 
Final Judgment will provide an effective 
and appropriate remedy for the antitrust 
violations alleged in the Complaint. The 
United States will move the Court for 
entry of the proposed Final Judgment 
after the public comment and this 

response have been published pursuant 
to 15 U.S.C § 16(d). 

I. Procedural History 
Dean Foods Company (‘‘Dean’’) filed 

for bankruptcy on November 12, 2019, 
in the United States Bankruptcy Court 
for the Southern District of Texas. The 
bankruptcy court ordered an auction 
and then accelerated the auction process 
because of Dean’s liquidity condition. 
On March 30, 2020, Dairy Farmers of 
America, Inc. (‘‘DFA’’) bid for 44 of 
Dean’s plants for a total value of $433 
million.1 No other bidder submitted a 
bid for all of the 44 Dean plants, or 
anything even close to that number of 
plants, under the bankruptcy court’s 
schedule. The bid was accepted by Dean 
and was the only transaction for those 
44 plants approved by the bankruptcy 
court. 

The United States, along with the 
State of Wisconsin and the 
Commonwealth of Massachusetts 
(collectively, the ‘‘Plaintiff States’’), 
filed a civil antitrust complaint on May 
1, 2020, seeking to enjoin the proposed 
transaction. Based on a comprehensive 
investigation, the Complaint (Docket 
No. 1) alleges that the likely effect of 
this transaction would be to 
substantially lessen competition for the 
processing and sale of fluid milk in 
areas encompassing (1) northeastern 
Illinois and Wisconsin and (2) New 
England in violation of Section 7 of the 
Clayton Act, 15 U.S.C. 18. The 
Complaint alleges that DFA and Dean 
compete head-to-head to sell fluid milk 
to customers in these geographic areas, 
including supermarkets, schools, 
convenience stores, and hospitals. 

Simultaneously with the filing of the 
Complaint, the United States filed a 
proposed Final Judgment (Docket No. 4– 
2) and an Asset Preservation and Hold 
Separate Stipulation and Order 
(‘‘Stipulation and Order’’) (Docket No. 
4), signed by the parties that consents to 
entry of the proposed Final Judgment 
after compliance with the requirements 
of the Tunney Act, 15 U.S.C. 16. 
Pursuant to requirements under the 
Tunney Act, the United States filed the 
Competitive Impact Statement with this 
Court on May 26, 2020 (Docket No. 16), 
describing the transaction and the 
proposed Final Judgment. The United 
States then published the Complaint, 
proposed Final Judgment, and 
Competitive Impact Statement in the 

Federal Register on June 2, 2020, see 15 
U.S.C. 16(b)–(c); 85 FR 33,712 (June 2, 
2020), and caused notice regarding the 
same, together with directions for the 
submission of written comments 
relating to the proposed Final Judgment, 
to be published in the Washington Post, 
Chicago Tribune, and Boston Globe on 
June 1–4 and June 8–10, 2020. The 60- 
day period for public comment ended 
on August 10, 2020. The United States 
received one comment concerning the 
allegations in the Complaint (Exhibit 1). 

II. The Complaint and the Proposed 
Final Judgment 

The Complaint alleges that the likely 
effect of this transaction would be to 
substantially lessen competition for the 
processing and sale of fluid milk in (1) 
northeastern Illinois and Wisconsin and 
(2) New England in violation of Section 
7 of the Clayton Act, 15 U.S.C. 18. 
Under the proposed Final Judgment and 
Stipulation and Order, which are 
designed to address the anticompetitive 
effects of the acquisition, DFA is 
required to divest Dean’s fluid milk 
processing plants, ancillary facilities, 
and related tangible and intangible 
assets located in Franklin, 
Massachusetts (‘‘Franklin Plant’’); De 
Pere, Wisconsin (‘‘De Pere Plant’’); and 
Harvard, Illinois (‘‘Harvard Plant’’) 
(collectively the ‘‘Divestiture Plants’’). 

As the Complaint alleges, 
northeastern Illinois and Wisconsin and 
New England each represent a relevant 
market where the merger would reduce 
the number of competitors from three to 
two. DFA’s existing fluid milk 
processing plants overlap with two 
Dean plants that it proposed to acquire 
in northeastern Illinois and Wisconsin— 
the Harvard Plant and the De Pere 
Plant—and with Dean’s Franklin Plant 
in New England. The Complaint further 
alleges that DFA and Dean are two of 
only three significant fluid milk 
processors that can serve customers, 
including supermarkets and schools, in 
each of these geographic areas. If the 
acquisition were permitted to proceed, 
DFA would control nearly 70% of the 
fluid milk market in northeastern 
Illinois and Wisconsin and 
approximately 51% of the fluid milk 
market in New England. DFA and Dean 
competed head-to-head to supply fluid 
milk customers in these areas before the 
merger, and customers have relied on 
competition between DFA and Dean to 
get lower prices and better terms. If 
DFA’s and Dean’s plants in these areas 
were owned by a single entity, this 
competitive dynamic would no longer 
exist, leading to higher prices and 
inferior service for supermarkets, 
schools, and other fluid milk customers 
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2 The United States District Court for the 
Northern District of Illinois has entered a number 
of antitrust consent decrees. See, e.g., United States 
v. National Association of Realtors, 2008 WL 
5411637 (N.D. Ill. Nov. 18, 2008) (Kennelly, J.); 
United States v. Earthgrains Co., 2000 WL 
33115003 (N.D. Ill. July 3, 2000) (Bucklo, J.). 

3 See also BNS, 858 F.2d at 464 (holding that the 
court’s ‘‘ultimate authority under the [APPA] is 
limited to approving or disapproving the consent 
decree’’); United States v. Gillette Co., 406 F. Supp. 
713, 716 (D. Mass. 1975) (noting that, in this way, 
the court is constrained to ‘‘look at the overall 
picture not hypercritically, nor with a microscope, 
but with an artist’s reducing glass’’). 

and ultimately, millions of individual 
consumers. 

The proposed Final Judgment requires 
DFA to divest the Franklin Plant, De 
Pere Plant, and Harvard Plant. It defines 
three sets of divestiture assets, one for 
each Divestiture Plant, that include 
assets necessary to process, market, sell, 
and distribute fluid milk and other 
products by each of the Divestiture 
Plants. The divestiture assets also 
include brands and/or brand licenses 
which will allow the buyer of each 
Divestiture Plant to successfully market 
its milk. Each set of assets must be 
divested in such a way as to satisfy the 
United States, in its sole discretion, after 
consultation with the Plaintiff States, 
that they can and will be operated by 
the purchaser as a viable, ongoing 
business that can compete effectively in 
the market for the processing and sale 
of fluid milk in (1) northeastern Illinois 
and Wisconsin or (2) New England. 

Plaintiffs and Defendants have 
stipulated that the proposed Final 
Judgment may be entered after 
compliance with the APPA. Entry of the 
proposed Final Judgment will terminate 
this action, except that the Court will 
retain jurisdiction to construe, modify, 
or enforce the provisions of the Final 
Judgment and to punish violations 
thereof. 

III. Standard of Judicial Review 
The Clayton Act, as amended by the 

APPA, requires that proposed consent 
judgments in antitrust cases brought by 
the United States be subject to a 60-day 
comment period, after which the Court 
shall determine whether entry of the 
proposed Final Judgment ‘‘is in the 
public interest.’’ 15 U.S.C. 16(e)(1).2 In 
making that determination, the Court, in 
accordance with the statute as amended 
in 2004, is required to consider: 

(A) The competitive impact of such 
judgment, including termination of alleged 
violations, provisions for enforcement and 
modification, duration of relief sought, 
anticipated effects of alternative remedies 
actually considered, whether its terms are 
ambiguous, and any other competitive 
considerations bearing upon the adequacy of 
such judgment that the court deems 
necessary to a determination of whether the 
consent judgment is in the public interest; 
and 

(B) the impact of entry of such judgment 
upon competition in the relevant market or 
markets, upon the public generally and 
individuals alleging specific injury from the 

violations set forth in the complaint 
including consideration of the public benefit, 
if any, to be derived from a determination of 
the issues at trial. 

15 U.S.C. 16(e)(1)(A) & (B). In 
considering these statutory factors, the 
Court’s inquiry is necessarily a limited 
one as the government is entitled to 
‘‘broad discretion to settle with the 
defendant within the reaches of the 
public interest.’’ United States v. 
Microsoft Corp., 56 F.3d 1448, 1461 
(D.C. Cir. 1995); United States v. U.S. 
Airways Grp., Inc., 38 F. Supp. 3d 69, 
75 (D.D.C. 2014) (explaining that the 
‘‘court’s inquiry is limited’’ in Tunney 
Act settlements); United States v. InBev 
N.V./S.A., No. 08–1965 (JR), 2009 U.S. 
Dist. LEXIS 84787, at *3 (D.D.C. Aug. 
11, 2009) (noting that a court’s review 
of a consent judgment is limited and 
only inquires ‘‘into whether the 
government’s determination that the 
proposed remedies will cure the 
antitrust violations alleged in the 
complaint was reasonable, and whether 
the mechanism to enforce the final 
judgment are clear and manageable’’); 
United States v. Keyspan Corp., 763 F. 
Supp. 2d 633, 637–38 (S.D.N.Y. 2011); 
see SEC v. Citigroup Global Markets 
Inc., 673 F.3d 158, 168 (2d Cir. 2012) 
(‘‘We are bound in such matters to give 
deference to an executive agency’s 
assessment of the public interest.’’). 

As the U.S. Court of Appeals for the 
District of Columbia Circuit has held, 
under the APPA a court considers, 
among other things, the relationship 
between the remedy secured and the 
specific allegations in the government’s 
complaint, whether the proposed Final 
Judgment is sufficiently clear, whether 
its enforcement mechanisms are 
sufficient, and whether it may positively 
harm third parties. See Microsoft, 56 
F.3d at 1458–62; United States v. Apple, 
Inc., 889 F. Supp. 2d 623, 631 (S.D.N.Y. 
2012) (citing Microsoft, 56 F.3d at 1458, 
1461–62). With respect to the adequacy 
of the relief secured by the proposed 
Final Judgment, a court may ‘‘not make 
de novo determination of facts and 
issues.’’ United States v. W. Elec. Co., 
993 F.2d 1572, 1577 (D.C. Cir. 1993) 
(quotation marks omitted); see also 
Microsoft, 56 F.3d at 1460–62; United 
States v. Alcoa, Inc., 152 F. Supp. 2d 37, 
40 (D.D.C. 2001); United States v. Enova 
Corp., 107 F. Supp. 2d 10, 16 (D.D.C. 
2000); InBev, 2009 U.S. Dist. LEXIS 
84787, at *3. Instead, ‘‘[t]he balancing of 
competing social and political interests 
affected by a proposed antitrust consent 
decree must be left, in the first instance, 
to the discretion of the Attorney 
General.’’ W. Elec. Co., 993 F.2d at 1577 
(quotation marks omitted). ‘‘The court 
should bear in mind the flexibility of the 

public interest inquiry: The court’s 
function is not to determine whether the 
resulting array of rights and liabilities is 
one that will best serve society, but only 
to confirm that the resulting settlement 
is within the reaches of the public 
interest.’’ Microsoft, 56 F.3d at 1460 
(quotation marks omitted); see also 
United States v. Deutsche Telekom AG, 
No. 19–2232 (TJK), 2020 WL 1873555, at 
*7 (D.D.C. Apr. 14, 2020). More 
demanding requirements would ‘‘have 
enormous practical consequences for 
the government’s ability to negotiate 
future settlements,’’ contrary to 
congressional intent. Microsoft, 56 F.3d 
at 1456. ‘‘The Tunney Act was not 
intended to create a disincentive to the 
use of the consent decree.’’ Id.3 

The United States’ predictions about 
the efficacy of the remedy are to be 
afforded deference by the Court. See, 
e.g., Microsoft, 56 F.3d at 1461 
(recognizing courts should give ‘‘due 
respect to the Justice Department’s . . . 
view of the nature of its case’’); United 
States v. Iron Mountain, Inc., 217 F. 
Supp. 3d 146, 152–53 (D.D.C. 2016) (‘‘In 
evaluating objections to settlement 
agreements under the Tunney Act, a 
court must be mindful that [t]he 
government need not prove that the 
settlements will perfectly remedy the 
alleged antitrust harms[;] it need only 
provide a factual basis for concluding 
that the settlements are reasonably 
adequate remedies for the alleged 
harms.’’) (internal citations omitted); 
United States v. Republic Servs., Inc., 
723 F. Supp. 2d 157, 160 (D.D.C. 2010) 
(noting ‘‘the deferential review to which 
the government’s proposed remedy is 
accorded’’); United States v. Archer- 
Daniels-Midland Co., 272 F. Supp. 2d 1, 
6 (D.D.C. 2003) (‘‘A district court must 
accord due respect to the government’s 
prediction as to the effect of proposed 
remedies, its perception of the market 
structure, and its view of the nature of 
the case’’). In determining whether a 
proposed settlement is in the public 
interest, a district court ‘‘is not 
permitted to reject the proposed 
remedies merely because the court 
believes other remedies are preferable.’’ 
United States v. Morgan Stanley, 881 F. 
Supp. 2d 563, 567 (S.D.N.Y. 2012) 
(quoting United States v. Abitibi– 
Consol. Inc., 584 F. Supp. 2d 162, 165 
(D.D.C. 2008)). The ultimate question is 
whether ‘‘the remedies [obtained by the 
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Final Judgment are] so inconsonant with 
the allegations charged as to fall outside 
of the ‘reaches of the public interest.’ ’’ 
Microsoft, 56 F.3d at 1461 (quoting W. 
Elec. Co., 900 F.2d at 309). 

Moreover, the Court’s role under the 
APPA is limited to reviewing the 
remedy in relationship to the violations 
that the United States has alleged in its 
complaint, and does not authorize the 
Court to ‘‘construct [its] own 
hypothetical case and then evaluate the 
decree against that case.’’ Microsoft, 56 
F.3d at 1459; see also U.S. Airways, 38 
F. Supp. 3d at 75 (noting that the court 
must simply determine whether there is 
a factual foundation for the 
government’s decisions such that its 
conclusions regarding the proposed 
settlements are reasonable); United 
States v. Keyspan Corp., 763 F. Supp. 2d 
633 637–38 (S.D.N.Y. 2011) (‘‘The 
Court’s function is not to determine 
whether the proposed [d]ecree results in 
the balance of rights and liabilities that 
is the one that will best serve society, 
but only to ensure that the resulting 
settlement is ‘within the reaches of the 
public interest.’’’ (quoting United States 
v. Alex. Brown & Sons, Inc., 963 F. 
Supp. 235, 238 (S.D.N.Y. 1997)); InBev, 
2009 U.S. Dist. LEXIS 84787, at *20 
(‘‘the ‘public interest’ is not to be 
measured by comparing the violations 
alleged in the complaint against those 
the court believes could have, or even 
should have, been alleged’’). Because 
the ‘‘court’s authority to review the 
decree depends entirely on the 
government’s exercising its 
prosecutorial discretion by bringing a 
case in the first place,’’ it follows that 
‘‘the court is only authorized to review 
the decree itself,’’ and not to ‘‘effectively 
redraft the complaint’’ to inquire into 
other matters that the United States did 
not pursue. Microsoft, 56 F.3d at 1459– 
60. See also, Heckler v. Chaney, 470 
U.S. 821, 832 (1985) (quoting U.S. 
Const. art. II, § 3) (recognizing that the 
decision about which claims to bring 
‘‘has long been regarded as the special 
province of the Executive Branch.’’). 

In its 2004 amendments to the APPA, 
Congress made clear its intent to 
preserve the practical benefits of using 
consent judgments proposed by the 
United States in antitrust enforcement, 
Public Law 108–237 § 221, and added 
the unambiguous instruction that 
‘‘[n]othing in this section shall be 
construed to require the court to 
conduct an evidentiary hearing or to 
require the court to permit anyone to 
intervene.’’ 15 U.S.C. 16(e)(2); see also 
U.S. Airways, 38 F. Supp. 3d at 76 
(indicating that a court is not required 
to hold an evidentiary hearing or to 
permit intervenors as part of its review 

under the Tunney Act). This language 
explicitly wrote into the statute what 
Congress intended when it first enacted 
the Tunney Act in 1974. As Senator 
Tunney explained: ‘‘[t]he court is 
nowhere compelled to go to trial or to 
engage in extended proceedings which 
might have the effect of vitiating the 
benefits of prompt and less costly 
settlement through the consent decree 
process.’’ 119 Cong. Rec. 24,598 (1973) 
(statement of Sen. Tunney). ‘‘A court 
can make its public interest 
determination based on the competitive 
impact statement and response to public 
comments alone.’’ U.S. Airways, 38 F. 
Supp. 3d at 76 (citing Enova Corp., 107 
F. Supp. 2d at 17). 

IV. Public Comment and the United 
States’ Response 

During the 60-day comment period, 
the United States received a single 
comment. The comment is from Martin 
T. Petroski, a dairy farmer in 
Pennsylvania. Upon review, the United 
States believes that nothing in the 
comment warrants a change to the 
proposed Final Judgment or supports a 
conclusion that the proposed Final 
Judgment is not in the public interest. 
As required by the APPA, the comment, 
with the author’s address and phone 
number removed, and this response will 
be published in the Federal Register. 

The comment expresses criticism of 
DFA, claiming that DFA is too large and 
engages in anticompetitive conduct in 
general. The comment, however, does 
not appear to be in any way critical of 
the merger. The comment, for example, 
does not refer to any of the allegations 
in the Complaint nor to the impact of 
the proposed Final Judgment. 

The proposed Final Judgment 
addresses each alleged competitive 
harm that the merger presented. As 
Plaintiffs allege in the Complaint and 
the United States explains in the 
Competitive Impact Statement, the 
proposed merger, without the remedy in 
the proposed Final Judgment, would 
have substantially lessened competition 
for the processing and sale of fluid milk 
in two geographic markets— 
northeastern Illinois and Wisconsin and 
New England—in violation of Section 7 
of the Clayton Act, 15 U.S.C. 18. 

The proposed Final Judgment 
addresses the harm that the Complaint 
alleges by preventing an increase in 
concentration in these two fluid milk 
processing markets. The proposed Final 
Judgment maintains competition at pre- 
merger levels in both markets in which 
the Complaint alleges that the merger 
would substantially reduce competition. 
The proposed Final Judgment requires 
DFA to divest the Dean plants in 

northeastern Illinois and northern 
Wisconsin which compete with a DFA 
fluid milk processing plant. Similarly, 
the proposed Final Judgment requires 
DFA to divest the Dean plant near 
Boston which competes against other 
DFA fluid milk processing plants. 

The comment also states that DFA is 
the ‘‘only market,’’ without identifying 
any specific geographic location or 
clearly describing the market to which 
it refers. From the context in which the 
commenter uses this phrase, the United 
States understands this part of the 
comment to relate to DFA’s actions as a 
dairy cooperative, buying raw milk from 
its farmer members and coordinating the 
sale of milk from independent farmers. 
To the extent this comment advances a 
claim about DFA’s purchase of raw milk 
from farmers, the comment is discussing 
the sale of raw milk from farmers or 
cooperatives to processors, not the sale 
of processed fluid milk from dairy 
processors to retailers and schools that 
the Complaint addresses. Because the 
United States did not make any claims 
relating to any raw milk markets in its 
Complaint, this part of the comment is 
outside the scope of what this Court is 
asked to review under the Tunney Act. 

The comment closes by raising 
concerns about farmers dumping raw 
milk rather than selling it to processors. 
But farmers began dumping raw milk as 
a result of conditions caused by the 
COVID–19 pandemic before the merger 
was consummated on May 1, 2020, 
making it clear that the merger did not 
cause farmers to dump milk. See e.g., 
Jesse Newman & Jacob Bunge, Farmers 
Dump Milk, Break Eggs, as Restaurant 
Closings Destroy Demand, Wall Street J. 
(April 9, 2020). The COVID–19 
pandemic and consequent closing of 
schools also complicated the dairy 
supply chain and reduced demand. See, 
e.g., David Yaffe-Bellany & Michael 
Corkery, Dumped Milk, Smashed Eggs, 
and Plowed Vegetables: Food Waste of 
the Pandemic, N.Y. Times (April 11, 
2020) (‘‘Major consumers of dairy, like 
public schools and coffee shops, have 
all but vanished, leaving milk 
processing plants with fewer customers 
at a time of year when cows produce 
milk at their fastest rate.’’). Finally, 
concerns relating to raw milk are in any 
event outside the scope of the harm 
alleged in the Complaint and, therefore, 
outside the scope of what this Court is 
asked to review under the Tunney Act. 

In summary, while the commenter 
appears to criticize several aspects or 
actions of DFA, the commenter does not 
appear to be in any way critical of the 
merger or to provide any criticism of 
any part of the remedy that the United 
States and Defendants have agreed to in 
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the proposed Final Judgment. For these 
reasons, the United States believes that 
nothing in the comment warrants a 
change to the proposed Final Judgment 
or supports a conclusion that the 
proposed Final Judgment is not in the 
public interest 

V. Conclusion 
After reviewing the public comment, 

the United States continues to believe 
that the proposed Final Judgment, as 
drafted, provides an effective and 
appropriate remedy for the antitrust 
violations alleged in the Complaint, and 
is therefore in the public interest. The 
United States will move this Court to 
enter the proposed Final Judgment after 
the comment and this response are 
published in the Federal Register. 
Dated: September 14, 2020 
Respectfully submitted, 
Karl D. Knutsen lllllllllllll

Karl D. Knutsen, 
Justin Heipp, 
Nathaniel J. Harris, 
Christopher A. Wetzel, 
U.S. Department of Justice, 
Antitrust Division, 
Healthcare and Consumer Products Section, 
450 Fifth Street NW, Suite 4100, 
Washington, DC 20530, 
202–514–0976, 
karl.knutsen@usdoj.gov 
Martin T. Petroski 
May 20, 2020 
Eric Welsh Acting Chief 
A comment on the Dean Food—DFA 
Merger—It Should not happen 
DFA is coming into control of the milk 
market—what has all the expansion did for 
the farmer? The farmer has got no major 
return but more cost. Dean food should be 
restricted and DFA broken up like Ma Bell 
became Baby Bells. The system needs to 
compete not be control(l)ed. DFA is the 
‘‘milk mob’’—there is legal actions in courts 
at present. No one should have more than 
49% of a market—at places they are the only 
market. Interesting in the East less milk but 
yet one has dumping—what did they buy 
Deans for? 
Food for Thought 
Martin Petroski 

[FR Doc. 2020–20642 Filed 9–17–20; 8:45 am] 

BILLING CODE 4410–11–P 

DEPARTMENT OF JUSTICE 

Antitrust Division 

Notice Pursuant to the National 
Cooperative Research and Production 
Act of 1993—Dynamic Spectrum 
Alliance, Inc. 

Notice is hereby given that, on 
September 1, 2020, pursuant to Section 
6(a) of the National Cooperative 
Research and Production Act of 1993, 

15 U.S.C. 4301 et seq. (‘‘the Act’’), 
Dynamic Spectrum Alliance, Inc. 
(‘‘DSA’’) has filed written notifications 
simultaneously with the Attorney 
General and the Federal Trade 
Commission disclosing (1) the identities 
of the parties to the venture and (2) the 
nature and objectives of the venture. 
The notifications were filed for the 
purpose of invoking the Act’s provisions 
limiting the recovery of antitrust 
plaintiffs to actual damages under 
specified circumstances. 

Pursuant to Section 6(b) of the Act, 
the identities of the parties to the 
venture are: Broadcom Corporation, San 
Jose, CA; Federated Wireless, Inc., 
Arlington, VA; Gigabit Libraries 
Network, Sausalito, CA; Aruba, a 
Hewlett Packard Enterprise company, 
Santa Clara, CA; Microsoft Corporation, 
Redmond, WA; and New America, Palo 
Alto, CA. 

The general area of DSA’s planned 
activity is to (a) promote the adoption of 
laws and regulations that increase 
dynamic access to unused radio 
spectrum (‘‘Spectrum’’); (b) support 
efforts to gain a better understanding of 
Spectrum use around the world; (c) be 
technology-neutral and support 
regulations allowing for the coexistence 
of a variety of technology platforms; (d) 
support making unused Spectrum 
available for dynamic Spectrum access 
in licensed, license-exempt 
(unlicensed), and lightly licensed 
Spectrum bands; (e) support dynamic 
Spectrum access across a variety of 
complementary Spectrum bands; (f) 
support the use of geolocation databases 
and other interference protection 
mechanisms; (g) support globally 
harmonized dynamic access to unused 
Spectrum; (h) support long-term efforts 
to develop regulations making dynamic 
Spectrum access the default mode of 
access to radio spectrum, with technical 
rules that address legitimate 
interference concerns; and (i) undertake 
such other activities as may from time 
to time be appropriate to further the 
purposes and achieve the goals set forth 
above. 

Suzanne Morris, 
Chief, Premerger and Division Statistics, 
Antitrust Division. 
[FR Doc. 2020–20623 Filed 9–17–20; 8:45 am] 

BILLING CODE P 

DEPARTMENT OF JUSTICE 

Drug Enforcement Administration 

[Docket No. DEA–719] 

Bulk Manufacturer of Controlled 
Substances Application: Rhodes 
Technologies 

AGENCY: Drug Enforcement 
Administration, Justice. 
ACTION: Notice of application. 

SUMMARY: Rhodes Technologies has 
applied to be registered as a bulk 
manufacturer of basic class(es) of 
controlled substance(s). Refer to 
Supplemental Information listed below 
for further drug information. 
DATES: Registered bulk manufacturers of 
the affected basic class(es), and 
applicants therefore, may file written 
comments on or objections to the 
issuance of the proposed registration on 
or before November 17, 2020. Such 
persons may also file a written request 
for a hearing on the application on or 
before November 17, 2020. 
ADDRESSES: Written comments should 
be sent to: Drug Enforcement 
Administration, Attention: DEA Federal 
Register Representative/DPW, 8701 
Morrissette Drive, Springfield, Virginia 
22152. 

SUPPLEMENTARY INFORMATION: In 
accordance with 21 CFR 1301.33(a), this 
is notice that on February 13, 2020, 
Rhodes Technologies, 498 Washington 
Street, Coventry, Rhode Island 02816, 
applied to be registered as an bulk 
manufacturer of the following basic 
class(es) of controlled substance(s): 

Controlled 
substance Drug code Schedule 

Marihuana ......... 7360 I 
Tetrahydrocann-

abinols ........... 7370 I 
Dihydromorphine 9145 I 
Methylphenidate 1724 II 
Codeine ............ 9050 II 
Dihydrocodeine 9120 II 
Oxycodone ........ 9143 II 
Hydromorphone 9150 II 
Hydrocodone .... 9193 II 
Levorphanol ...... 9220 II 
Morphine ........... 9300 II 
Oripavine .......... 9330 II 
Thebaine ........... 9333 II 
Oxymorphone ... 9652 II 
Noroxymorphon-

e .................... 9668 II 
Tapentadol ........ 9780 II 
Fentanyl ............ 9801 II 

The company plans to manufacture 
the above-listed controlled substance(s) 
in bulk for conversion and sale to 
finished dosage form manufacturers. In 
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reference to drug codes 7360 
(marihuana), and 7370 
(tetrahydrocannabinols), the company 
plans to bulk manufacture these drugs 
as synthetic cannabidiol and 
tetrahydrocannabinol. No other activity 
for these drug codes is authorized for 
this registration. 

William T. McDermott, 
Assistant Administrator. 
[FR Doc. 2020–20596 Filed 9–17–20; 8:45 am] 

BILLING CODE P 

DEPARTMENT OF JUSTICE 

Drug Enforcement Administration 

[Docket No. DEA–705] 

Importer of Controlled Substances 
Application: Fisher Clinical Services, 
Inc. 

AGENCY: Drug Enforcement 
Administration, Justice. 
ACTION: Notice of application. 

SUMMARY: Fisher Clinical Services, Inc. 
has applied to be registered as an 
importer of basic class(es) of controlled 
substances. Refer to Supplemental 
Information listed below for further 
drugs information. 
DATES: Registered bulk manufacturers of 
the affected basic class(es), and 
applicants therefore, may file written 
comments on or objections to the 
issuance of the proposed registration on 
or before October 19, 2020. Such 
persons may also file a written request 
for a hearing on the application on or 
before October 19, 2020. 
ADDRESSES: Written comments should 
be sent to: Drug Enforcement 
Administration, Attention: DEA Federal 
Register Representative/DPW, 8701 
Morrissette Drive, Springfield, Virginia 
22152. All requests for a hearing must 
be sent to: Drug Enforcement 
Administration, Attn: Administrator, 
8701 Morrissette Drive, Springfield, 
Virginia 22152. All requests for a 
hearing should also be sent to: (1) Drug 
Enforcement Administration, Attn: 
Hearing Clerk/OALJ, 8701 Morrissette 
Drive, Springfield, Virginia 22152; and 
(2) Drug Enforcement Administration, 
Attn: DEA Federal Register 
Representative/DPW, 8701 Morrissette 
Drive, Springfield, Virginia 22152. 
SUPPLEMENTARY INFORMATION: In 
accordance with 21 CFR 1301.34(a), this 
is notice that on August 3, 2020, Fisher 
Clinical Services, Inc., 7554 Schantz 
Road, Allentown, Pennsylvania 18106– 
9032, applied to be registered as an 
importer of the following basic class(es) 
of controlled substances: 

Controlled 
substance 

Drug 
code Schedule 

Psilocybin .................. 7437 I 
Methylphenidate ....... 1724 II 
Levorphanol .............. 9220 II 
Noroxymorphone ...... 9668 II 
Tapentadol ................ 9780 II 

The company plans to import the 
listed controlled substances for clinical 
trials only. 

Approval of permit applications will 
occur only when the registrant’s 
business activity is consistent with what 
is authorized under 21 U.S.C. 952(a)(2). 
Authorization will not extend to the 
import of the Food and Drug 
Administration approved or non- 
approved finished dosage forms for 
commercial sale. 

William T. McDermott, 
Assistant Administrator. 
[FR Doc. 2020–20594 Filed 9–17–20; 8:45 am] 

BILLING CODE P 

DEPARTMENT OF JUSTICE 

Drug Enforcement Administration 

[Docket No. DEA–706] 

Bulk Manufacturer of Controlled 
Substances Application: Cambrex 
High Point, Inc. 

AGENCY: Drug Enforcement 
Administration, Justice. 
ACTION: Notice of application. 

SUMMARY: Cambrex High Point, Inc., has 
applied to be registered as a bulk 
manufacturer of basic class(es) of 
controlled substance(s). Refer to 
Supplemental Information listed below 
for further drug information. 
DATES: Registered bulk manufacturers of 
the affected basic class(es), and 
applicants therefore, may file written 
comments on or objections to the 
issuance of the proposed registration on 
or before November 17, 2020. Such 
persons may also file a written request 
for a hearing on the application on or 
before November 17, 2020. 
ADDRESSES: Written comments should 
be sent to: Drug Enforcement 
Administration, Attention: DEA Federal 
Register Representative/DPW, 8701 
Morrissette Drive, Springfield, Virginia 
22152. 
SUPPLEMENTARY INFORMATION: In 
accordance with 21 CFR 1301.33(a), this 
is notice that on July 27, 2020, Cambrex 
High Point, Inc., 4180 Mendenhall Oaks 
Parkway, High Point, North Carolina 
27265–8017, applied to be registered as 
an bulk manufacturer of the following 
basic class(es) of controlled substances: 

Controlled 
substance 

Drug 
code Schedule 

Oxymorphone ........... 9652 II 
Noroxymorphone ...... 9668 II 

The company plans to manufacture 
the above-listed controlled substances 
in bulk for distribution to its customers. 
No other activities for these drug codes 
are authorized for this registration. 

William T. McDermott, 
Assistant Administrator. 
[FR Doc. 2020–20599 Filed 9–17–20; 8:45 am] 

BILLING CODE 4410–09–P 

DEPARTMENT OF JUSTICE 

Drug Enforcement Administration 

[Docket No. DEA–721] 

Bulk Manufacturer of Controlled 
Substances Application: Nalas 
Engineering Services, Inc. 

AGENCY: Drug Enforcement 
Administration, Justice. 

ACTION: Notice of application. 

SUMMARY: Nalas Engineering Services, 
Inc. has applied to be registered as a 
bulk manufacturer of basic class(es) of 
controlled substance(s). Refer to 
Supplemental Information listed below 
for further drug information. 

DATES: Registered bulk manufacturers of 
the affected basic class(es), and 
applicants therefore, may file written 
comments on or objections to the 
issuance of the proposed registration on 
or before November 17, 2020. Such 
persons may also file a written request 
for a hearing on the application on or 
before November 17, 2020. 

ADDRESSES: Written comments should 
be sent to: Drug Enforcement 
Administration, Attention: DEA Federal 
Register Representative/DPW, 8701 
Morrissette Drive, Springfield, Virginia 
22152. 

SUPPLEMENTARY INFORMATION: In 
accordance with 21 CFR 1301.33(a), this 
is notice that on August 13, 2020, Nalas 
Engineering Services, Inc., 85 
Westbrook Road, Centerbrook, 
Connecticut 06409, applied to be 
registered as an bulk manufacturer of 
the following basic class(es) of 
controlled substance(s): 

Controlled 
substance Drug code Schedule 

Thebaine ........... 9333 II 
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The company plans to manufacture 
derviates of the above controlled 
substance for distribution for its 
customers. 

William T. McDermott, 
Assistant Administrator. 
[FR Doc. 2020–20597 Filed 9–17–20; 8:45 am] 

BILLING CODE P 

DEPARTMENT OF JUSTICE 

Drug Enforcement Administration 

[Docket No. DEA–714] 

Bulk Manufacturer of Controlled 
Substances Application: Bulk 
Manufacturer of Marihuana: Bright 
Green Corporation 

AGENCY: Drug Enforcement 
Administration, Justice. 
ACTION: Notice of application. 

SUMMARY: The Drug Enforcement 
Administration (DEA) is providing 
notice of an application it has received 
from an entity applying to be registered 
to manufacture in bulk basic class(es) of 
controlled substances listed in schedule 
I. DEA intends to evaluate this and other 
pending applications according to 
proposed regulations that, if finalized, 
would govern the program of growing 
marihuana for scientific and medical 
research under DEA registration. Refer 
to Supplemental Information listed 
below for further drug information. 
DATES: Registered bulk manufacturers of 
the affected basic class(es), and 
applicants therefore, may file written 
comments on or objections to the 
issuance of the proposed registration on 
or before November 17, 2020. Such 
persons may also file a written request 
for a hearing on the application on or 
before November 17, 2020. 
ADDRESSES: Written comments should 
be sent to: Drug Enforcement 
Administration, Attention: DEA Federal 
Register Representative/DPW, 8701 
Morrissette Drive, Springfield, Virginia 
22152. All requests for a hearing must 
be sent to: Drug Enforcement 
Administration, Attn: Administrator, 
8701 Morrissette Drive, Springfield, 
Virginia 22152. All requests for a 
hearing should also be sent to: (1) Drug 
Enforcement Administration, Attn: 
Hearing Clerk/OALJ, 8701 Morrissette 
Drive, Springfield, Virginia 22152; and 
(2) Drug Enforcement Administration, 
Attn: DEA Federal Register 
Representative/DPW, 8701 Morrissette 
Drive, Springfield, Virginia 22152. 
SUPPLEMENTARY INFORMATION: The 
Controlled Substances Act (CSA) 
prohibits the cultivation and 

distribution of marihuana except by 
persons who are registered under the 
CSA to do so for lawful purposes. In 
accordance with the purposes specified 
in 21 CFR 1301.33(a), DEA is providing 
notice that the entity identified below 
has applied for registration as a bulk 
manufacturer of schedule I controlled 
substances. In response, registered bulk 
manufacturers of the affected basic 
class(es), and applicants therefor, may 
file written comments on or objections 
of the requested registration, as 
provided in this notice. This notice does 
not constitute any evaluation or 
determination of the merits of the 
application submitted. 

The applicant plans to manufacture 
bulk active pharmaceutical ingredients 
(APIs) for product development and 
distribution to DEA registered 
researchers. If the application for 
registration is granted, the registrant 
would not be authorized to conduct 
other activity under this registration 
aside from those coincident activities 
specifically authorized by DEA 
regulations. DEA will evaluate the 
application for registration as a bulk 
manufacturer for compliance with all 
applicable laws, treaties, and 
regulations and to ensure adequate 
safeguards against diversion are in 
place. 

As this applicant has applied to 
become registered as a bulk 
manufacturer of marihuana, the 
application will be evaluated under the 
criteria of 21 U.S.C. 823(a). DEA 
proposes to conduct this evaluation in 
the manner described in the rule 
proposed at 85 FR 16292, published on 
March 23, 2020, if finalized. 

In accordance with 21 CFR 
1301.33(a), DEA is providing notice that 
on July 27, 2020, Bright Green 
Corporation, 1033 George Hanosh 
Boulevard, Grants, New Mexico 87020, 
applied to be registered as a bulk 
manufacturer of the following basic 
class(es) of controlled substances: 

Controlled 
substance Drug code Schedule 

Marihuana
Extract ........... 7350 I 

Marihuana ......... 7360 I 

The applicant notice above applied to 
become registered with DEA to grow 
marihuana as a bulk manufacturer 
subsequent to a 2020 DEA notice of 
proposed rulemaking that provided 
information on how DEA intends to 
expand the number of registrations and 
described the way it would oversee 
those additional growers. If finalized, 
the proposed rule would govern persons 

seeking to become registered with DEA 
to grow marihuana as a bulk 
manufacturer, consistent with 
applicable law. The notice of proposed 
rulemaking is available at 85 FR 16292. 

Approval of permit applications will 
occur only when the registrant’s 
business activity is consistent with what 
is authorized under 21 U.S.C. 952(a)(2). 
Authorization will not extend to the 
import of the Food Drug 
Administration-approved or non- 
approved finished dosage forms for 
commercial sale. 

William T. McDermott, 
Assistant Administrator. 
[FR Doc. 2020–20595 Filed 9–17–20; 8:45 am] 

BILLING CODE P 

DEPARTMENT OF LABOR 

Employment and Training 
Administration 

[Docket No. ETA–2020–0001] 

Agency Information Collection 
Activities; Comment Request; 
Correction 

AGENCY: Employment and Training 
Administration, Labor. 
ACTION: Notice; correction; extension of 
comment period. 

SUMMARY: The Department of Labor’s 
(DOL) Employment and Training 
Administration (ETA) published a 
document in the Federal Register on 
July 22, 2020, concerning Agency 
collection activities and request for 
comments on a proposed request for 
authority to conduct the information 
collection request (ICR), titled ‘‘Job 
Corps Hall of Fame and Successful 
Graduate Nomination.’’ The document 
contained an incorrect docket number 
in the supplemental information 
section. Therefore, DOL is issuing this 
correction, as well as extending the final 
date for submissions to be considered. 
DATES: Written comments must be 
submitted on or before November 17, 
2020 to be considered, via the methods 
published in the original Federal 
Register Notice, published July 22, 2020 
(85 FR 44325). 
FOR FURTHER INFORMATION CONTACT: 
Lawrence Lyford, National Office of Job 
Corps, by telephone at 202–693–3121 
(this is not a toll free number) or by 
email at Lyford.Lawrence@dol.gov. 
SUPPLEMENTARY INFORMATION: 

Correction 

In the Federal Register of July 22, 
2020, on page 44325 (85 FR 44325) in 
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the second and third columns, correct 
the ADDRESSES caption to read: 

You may send comments, identified 
by docket number ETA–2020–0001, by 
one of the following methods: 

• Federal eRulemaking Portal: http:// 
www.regulations.gov. Follow the 
instructions for sending comments. 

• Mail: Send via U.S. Postal Service 
to U.S. Department of Labor, 
Employment and Training 
Administration, Office of Job Corps, 200 
Constitution Avenue NW, Room N– 
4459, Washington, DC 20210. 

• Hand Delivery/Courier: Send to 
U.S. Department of Labor, Employment 
and Training Administration, Office of 
Job Corps, 200 Constitution Avenue 
NW, Room N–4459, Washington, DC 
20210. 

Instructions: All submissions received 
must include the agency name and 
docket number. All comments received 
will be posted without change to 
www.regulations.gov, including any 
personal information provided. For 
additional information, please see the 
SUPPLEMENTARY INFORMATION section of 
this document. 

Docket: For access to the docket for 
background documents, including the 
supporting statement and related 
materials, or for comments received, go 
to docket number ETA–2020–0001. 

John Pallasch, 
Assistant Secretary for Employment and 
Training. 
[FR Doc. 2020–20658 Filed 9–17–20; 8:45 am] 

BILLING CODE 4510–FP–P 

DEPARTMENT OF LABOR 

Office of the Secretary 

[Secretary’s Order 8–2020] 

Delegation of Authority and 
Assignment of Responsibility to the 
Assistant Secretary for Occupational 
Safety and Health 

1. Purpose. To delegate authority and 
assign responsibility to the Assistant 
Secretary for Occupational Safety and 
Health. 

2. Authorities and Directives Affected. 
A. Authorities. This Order is issued 

pursuant to 29 U.S.C. 551 et seq.; 5 
U.S.C. 301; 5 U.S.C. 5315; the 
Occupational Safety and Health Act of 
1970, 29 U.S.C. 651 et seq.; the Walsh- 
Healey Public Contracts Act of 1936, as 
amended, 41 U.S.C. 35, 37–41, 43–45; 
the McNamara-O’Hara Service Contract 
Act of 1965, as amended, 41 U.S.C. 351– 
354, 356–357; the Contract Work Hours 
and Safety Standards Act, as amended, 
40 U.S.C. 329, 333; the Maritime Safety 

Act of 1958, 33 U.S.C. 941; the National 
Foundation on the Arts and the 
Humanities Act of 1965, 20 U.S.C. 
954(m)(2); 5 U.S.C. 7902 and any 
executive order thereunder, including 
Executive Order 12196 (‘‘Occupational 
Safety and Health Programs for Federal 
Employees’’) (February 26, 1980); the 
Surface Transportation Assistance Act 
of 1982, 49 U.S.C. 31105; the Asbestos 
Hazard Emergency Response Act of 
1986, 15 U.S.C. 2651; the International 
Safe Container Act, 46 U.S.C. 80507; the 
Safe Drinking Water Act, 42 U.S.C. 
300j–9(i); the Energy Reorganization Act 
of 1974, as amended, 42 U.S.C. 5851; 
the Comprehensive Environmental 
Response, Compensation and Liability 
Act of 1980, 42 U.S.C. 9610 (a)–(d); the 
Federal Water Pollution Control Act, 33 
U.S.C. 1367; the Toxic Substances 
Control Act, 15 U.S.C. 2622; the Solid 
Waste Disposal Act, 42 U.S.C. 6971; the 
Clean Air Act, 42 U.S.C. 7622; the 
Wendell H. Ford Aviation Investment 
and Reform Act for the 21st Century, 49 
U.S.C. 42121; the Sarbanes-Oxley Act of 
2002, 18 U.S.C. 1514A; the Pipeline 
Safety Improvement Act of 2002, 49 
U.S.C. 60129; the National Transit 
Systems Security Act, 6 U.S.C. 1142; the 
Federal Railroad Safety Act, 49 U.S.C. 
20109; the Consumer Product Safety 
Improvement Act, 15 U.S.C. 2087; the 
Affordable Care Act amendment to the 
Fair Labor Standards Act, 29 U.S.C. 
218C and the associated Fair Labor 
Standards Act authorities in Sections 9 
and 11 (29 U.S.C. 209 and 211) to issue 
subpoenas and conduct investigations; 
the Consumer Financial Protection Act, 
12 U.S.C. 5567; the Seaman’s Protection 
Act, 46 U.S.C. 2114, as amended; the 
FDA Food Safety Modernization Act, 21 
U.S.C. 399d; the Moving Ahead for 
Progress in the 21st Century Act, 49 
U.S.C. 30171; and the Taxpayer First 
Act, 26 U.S.C. 7623(d). 

B. Directives Affected. Secretary’s 
Order 1–2012 is hereby superseded by 
this Order. 

3. Background. This Order constitutes 
the basic Secretary’s Order for the 
Occupational Safety and Health 
Administration (OSHA), superseding 
Order 1–2012. This Order delegates and 
assigns responsibility to OSHA for 
enforcement of (1) the Moving Ahead 
for Progress in the 21st Century Act, 49 
U.S.C. 30171; and (2) the Taxpayer First 
Act, 26 U.S.C. 7623(d). All other 
authorities and responsibilities set forth 
in this Order were delegated or assigned 
previously to the Assistant Secretary for 
OSHA in Secretary’s Order 1–2012, and 
this Order continues those delegations 
and assignments in full force and effect, 
except as expressly modified herein. 

4. Delegation of Authority and 
Assignment of Responsibility. 

A. The Assistant Secretary for 
Occupational Safety and Health. 

(1) The Assistant Secretary for 
Occupational Safety and Health is 
delegated authority and assigned 
responsibility for administering the 
safety and health, and whistleblower 
programs and activities of the 
Department of Labor, except as provided 
in paragraph 4.A.(2) below, under the 
designated provisions of the following 
laws: 

(a) Occupational Safety and Health 
Act of 1970, 29 U.S.C. 651 et seq. 

(b) Walsh-Healey Public Contracts Act 
of 1936, as amended, 41 U.S.C. 35, 37– 
41, 43–45. 

(c) McNamara-O’Hara Service 
Contract Act of 1965, as amended, 41 
U.S.C. 351–354, 356–357. 

(d) Contract Work Hours and Safety 
Standards Act, as amended, 40 U.S.C. 
329, 333. 

(e) Maritime Safety Act of 1958, 33 
U.S.C. 941. 

(f) National Foundation on the Arts 
and the Humanities Act of 1965, 20 
U.S.C. 954(m)(2). 

(g) 5 U.S.C. 7902 and any executive 
order thereunder, including Executive 
Order 12196 (‘‘Occupational Safety and 
Health Programs for Federal 
Employees’’) (February 26, 1980). 

(h) Surface Transportation Assistance 
Act of 1982, 49 U.S.C. 31105. 

(i) Asbestos Hazard Emergency 
Response Act of 1986, 15 U.S.C. 2651. 

(j) International Safe Container Act, 
46 U.S.C. 80507. 

(k) Safe Drinking Water Act, 42 U.S.C. 
300j–9(i). 

(l) Energy Reorganization Act of 1974, 
as amended, 42 U.S.C. 5851. 

(m) Comprehensive Environmental 
Response, Compensation and Liability 
Act of 1980, 42 U.S.C. 9610(a)–(d). 

(n) Federal Water Pollution Control 
Act, 33 U.S.C. 1367. 

(o) Toxic Substances Control Act, 15 
U.S.C. 2622. 

(p) Solid Waste Disposal Act, 42 
U.S.C. 6971. 

(q) Clean Air Act, 42 U.S.C. 7622. 
(r) Wendell H. Ford Aviation 

Investment and Reform Act for the 21st 
Century, 49 U.S.C. 42121. 

(s) Sarbanes-Oxley Act of 2002, 18 
U.S.C. 1514A. 

(t) Pipeline Safety Improvement Act 
of 2002, 49 U.S.C. 60129. 

(u) National Transit Systems Security 
Act, 6 U.S.C. 1142. 

(v) Federal Railroad Safety Act, 49 
U.S.C. 20109. 

(w) Affordable Care Act amendment 
to the Fair Labor Standards Act, 29 
U.S.C. 218C. Authority and 
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responsibility for Section 18C of the 
FLSA (29 U.S.C. 218C) and the 
associated FLSA authorities in Sections 
9 and 11 (29 U.S.C. 209 and 211) to 
issue subpoenas and conduct 
investigations under Section 18C are 
delegated and assigned to the Assistant 
Secretary for Occupational Safety and 
Health. 

(x) Consumer Financial Protection 
Act, 12 U.S.C. 5567. 

(y) Consumer Product Safety 
Improvement Act, 15 U.S.C. 2087. 

(z) Seaman’s Protection Act, 46 U.S.C. 
2114. 

(aa) FDA Food Safety Modernization 
Act, 21 U.S.C. 399d. 

(bb) Moving Ahead for Progress in the 
21st Century Act, 49 U.S.C. 30171. 

(cc) Taxpayer First Act, 26 U.S.C. 
7623(d). 

(dd) Responsibilities of the Secretary 
of Labor with respect to safety and 
health, or whistleblower provisions of 
any other Federal law except those 
responsibilities which are assigned to 
another DOL agency. 

(2) The authority of the Assistant 
Secretary for Occupational Safety and 
Health under the Occupational Safety 
and Health Act of 1970 does not include 
authority to conduct inspections and 
investigations, issue citations, assess 
and collect penalties, or enforce any 
other remedies available under the 
statute, or to develop and issue 
compliance interpretations under the 
statute, with regard to the standards on: 

(a) Field sanitation, 29 CFR 1928.110; 
and 

(b) Temporary labor camps, 29 CFR 
1910.142, with respect to any 
agricultural establishment where 
employees are engaged in ‘‘agricultural 
employment’’ within the meaning of the 
Migrant and Seasonal Agricultural 
Worker Protection Act, 29 U.S.C. 
1802(3), regardless of the number of 
employees, including employees 
engaged in hand packing of produce 
into containers, whether done on the 
ground, on a moving machine, or in a 
temporary packing shed, except that the 
Assistant Secretary for Occupational 
Safety and Health retains enforcement 
responsibility over temporary labor 
camps for employees engaged in egg, 
poultry, or red meat production, or the 
post-harvest processing of agricultural 
or horticultural commodities. 

Nothing in this Order shall be 
construed as derogating from the right of 
States operating OSHA-approved State 
plans under 29 U.S.C. 667 to continue 
to enforce field sanitation and 
temporary labor camp standards if they 
so choose. The Assistant Secretary for 
Occupational Safety and Health retains 
the authority to monitor the activity of 

such States with respect to field 
sanitation and temporary labor camps. 
Moreover, the Assistant Secretary for 
Occupational Safety and Health retains 
all other agency authority and 
responsibility under the Occupational 
Safety and Health Act with regard to the 
standards on field sanitation and 
temporary labor camps, such as 
rulemaking authority. 

(3) The Assistant Secretary for 
Occupational Safety and Health is also 
delegated authority and assigned 
responsibility for coordinating Agency 
efforts with those of other officials or 
agencies having responsibilities in the 
occupational safety and health area. 

B. The Assistant Secretary for 
Occupational Safety and Health and the 
Administrator of the Wage and Hour 
Division are directed to confer regularly 
on enforcement of the Occupational 
Safety and Health Act with regard to the 
standards on field sanitation and 
temporary labor camps (see paragraph 
4.A.(2) of this Order), and to enter into 
any memoranda of understanding which 
may be appropriate to clarify questions 
of coverage which arise in the course of 
such enforcement. 

C. The Solicitor of Labor is 
responsible for providing legal advice 
and assistance to all Department of 
Labor officials relating to 
implementation and administration of 
all aspects of this Order. The bringing of 
legal proceedings under those 
authorities, the representation of the 
Secretary and/or other officials of the 
Department of Labor, and the 
determination of whether such 
proceedings or representations are 
appropriate in a given case, are 
delegated exclusively to the Solicitor. 

D. The Commissioner of Labor 
Statistics is delegated authority and 
assigned responsibility for: 

(1) Furthering the purpose of the 
Occupational Safety and Health Act by 
developing and maintaining an effective 
program of collection, compilation, 
analysis, and publication of 
occupational safety and health statistics 
consistent with applicable law and 
Secretary’s orders. 

(2) Making grants to states or political 
subdivisions thereof in order to assist 
them in developing and administering 
programs dealing with occupational 
safety and health statistics under 
Sections 18, 23, and 24 of the 
Occupational Safety and Health Act. 

(3) Coordinating the above functions 
with the Assistant Secretary for 
Occupational Safety and Health. 

E. The Regional Administrators for 
Occupational Safety and Health are also 
hereby delegated authority and assigned 
responsibility to issue subpoenas and 

conduct investigations under Sections 9 
and 11 of the Fair Labor Standards Act 
of 1938, as amended, 29 U.S.C. 209 and 
211, in cases arising under Section 18C 
of the FLSA, 29 U.S.C. 218C. 

5. Reservation of Authority and 
Responsibility. 

A. The submission of reports and 
recommendations to the President and 
the Congress concerning the 
administration of the statutory 
provisions and Executive Orders listed 
in paragraph 4.a. above is reserved to 
the Secretary. 

B. No delegation of authority or 
assignment of responsibility under this 
Order will be deemed to affect the 
Secretary’s authority to continue to 
exercise or further delegate such 
authority or responsibility. 

C. Nothing in this Order shall limit or 
modify the delegation of authority and 
assignment of responsibility to the 
Administrative Review Board by 
Secretary’s Order 01–2019 (February 15, 
2019). 

6. Effective Date. This delegation of 
authority and assignment of 
responsibility is effective immediately. 

Signed in Washington, DC, this 15th day of 
May, 2020. 
Eugene Scalia, 
Secretary of Labor. 
[FR Doc. 2020–20602 Filed 9–17–20; 8:45 am] 

BILLING CODE 4510–04–P 

DEPARTMENT OF LABOR 

Secretary’s Order 09–2020— 
Procedures for Appointment of 
Individuals to Department of Labor 
Advisory Committees 

ACTION: Notice. 

1. Purpose. To provide for efficiency 
and flexibility in the processes by which 
the Secretary of Labor (‘‘Secretary’’) or 
the Secretary’s designee select and 
appoint individuals to advisory 
committees within the Department of 
Labor (‘‘Department’’). 

2. Authorities and Directives Affected. 
A. Authorities. This Order is issued 

pursuant to the following authorities: 
1. 29 U.S.C. 551 et seq.; 
2. 5 U.S.C. 301–02; and 
3. 5 U.S.C. app. 2, 1–15. 
B. Directives Affected. Secretary’s 

Order 04–2018 is hereby cancelled. 
3. Definitions. 
‘‘Committee’’ refers to any advisory 

committee, committee, board, task force, 
or working group to which the Secretary 
or the Secretary’s designee appoints 
individuals subject to the Federal 
Advisory Committee Act, and these 
bodies’ subcommittees. This Order does 
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not apply to internal committees, 
boards, task forces, or working groups, 
or to purely interagency committees, 
boards, task forces, or working groups. 

4. Background. 
The Secretary or the Secretary’s 

designee has the authority and 
responsibility to appoint members of 
Committees that provide information, 
expertise, and recommendations to 
Department agencies. The formation of 
Committees and the selection of their 
membership are governed in detail by 
the Department of Labor Manual Series. 
Secretary’s Order 04–2018 established 
new, additional procedures for the 
selection and appointment of 
Committee members. These procedures 
included specific requirements 
regarding the content of vacancy 
notices, screening procedures, the 
composition and number of employees 
involved in recommending selections, 
and various procedures governing 
recommendations and appointments by 
agency heads, the Deputy Secretary, and 
the Secretary. While the Department has 
a strong interest in obtaining 
disinterested expert advice from its 
Committees, after two years, the 
Department has determined these new 
procedures on balance are unnecessary 
and inefficient. 

The Department’s Committees vary 
widely in the issues on which they 
advise the Department and the 
qualifications required of their 
members. The processes by which 
Committee members are selected should 
reflect the differing needs and priorities 
associated with each Committee and be 
proportionate to them. Accordingly, this 
Order rescinds Secretary’s Order 04– 
2018. Appointments previously made 
under Secretary’s Order 04–2018 are 
unaffected by this Order. 

5. Responsibilities. 
A. The Deputy Secretary is 

responsible for issuing written 
guidance, as necessary, to implement 
this Order. 

B. The Committee Management 
Officer (CMO), as required by § 8(b) of 
the Federal Advisory Committee Act, is 
responsible for coordinating all Federal 
Advisory Committee activities with 
DOL agencies. The CMO is an employee 
of the Office of the Executive 
Secretariat. 

C. The Assistant Secretary for 
Administration and Management, in 
consultation with the Deputy Secretary, 
Solicitor of Labor, and the Committee 
Management Officer, is responsible for 
maintaining internal Department 
guidance related to the selection and 
appointment of members to Committees. 

D. The Solicitor of Labor is 
responsible for providing legal advice to 

the Department on all matters arising in 
the implementation and administration 
of this Order. 

6. Privacy. This Order is subject to the 
applicable laws, regulations, and 
procedures concerning the privacy of 
applicants to Committees. 

7. Controlling Law; Administrative 
Matters. The requirements of this Order 
are intended to be general in nature, and 
accordingly shall be construed and 
implemented to be consistent with more 
specific requirements of any statute, 
Executive Order, or other law governing 
the composition of a particular 
Committee. If a conflict arises, the 
specific statute, Executive Order, or 
other law shall govern. 

8. Redelegation of Authority. Except 
as otherwise provided by law, all 
authorities delegated in this Order may 
be redelegated to serve the purposes of 
this Order. 

9. Effective Date. This order is 
effective immediately. 

Signed in Washington, DC, this 8th day of 
September, 2020. 
Eugene Scalia, 
Secretary of Labor. 
[FR Doc. 2020–20603 Filed 9–17–20; 8:45 am] 

BILLING CODE 4510–HL–P 

DEPARTMENT OF LABOR 

Bureau of Labor Statistics 

Technical Advisory Committee; 
Request for Nominations 

AGENCY: Bureau of Labor Statistics 
(BLS), Department of Labor. 
ACTION: Request for nominations for 
membership on the BLS Technical 
Advisory Committee. 

SUMMARY: The BLS is soliciting new 
members for the Technical Advisory 
Committee (TAC) to address five 
member terms expiring on April 12, 
2021, and any vacancy that may occur 
on the TAC between the date of 
publication of this notice and April 12, 
2021. The TAC provides advice to the 
Bureau of Labor Statistics on technical 
aspects of data collection and the 
formulation of economic measures and 
makes recommendations on areas of 
research. On some technical issues there 
are differing views, and receiving 
feedback at public meetings provides 
BLS with the opportunity to consider all 
viewpoints. The Committee consists of 
16 members chosen from a cross-section 
of economists, statisticians, and 
behavioral scientists who represent a 
balance of expertise. The economists 
have research experience with technical 
issues related to BLS data and are 

familiar with employment and 
unemployment statistics, price index 
numbers, compensation measures, 
productivity measures, occupational 
and health statistics, or other topics 
relevant to BLS data series. The 
statisticians are familiar with sample 
design, data analysis, computationally 
intensive statistical methods, non- 
sampling errors, or other areas which 
are relevant to BLS work. The 
behavioral scientists are familiar with 
questionnaire design, usability, or other 
areas of survey development. BLS 
invites persons interested in serving on 
the TAC to submit their names for 
consideration for committee 
membership. Economists and 
statisticians with an expertise in data 
science will receive special 
consideration. Typically, TAC members 
are appointed to three-year terms, and 
serve as Special Government 
Employees. 

DATES: Nominations for the TAC 
membership should be postmarked or 
transmitted by October 19, 2020. 
ADDRESSES: Nominations for the TAC 
membership should be emailed to 
BLSTAC@bls.gov. Email nominations 
are preferred, but may also be mailed to 
Lucy Eldridge, U.S. Bureau of Labor 
Statistics, 2 Massachusetts Avenue NE, 
Room 2150, Washington, DC 20212. 
FOR FURTHER INFORMATION CONTACT: 
Lucy Eldridge, Associate Commissioner, 
U.S. Bureau of Labor Statistics, 2 
Massachusetts Avenue NE, Office of 
Productivity and Technology, Room 
2150, Washington, DC 20212. 
Telephone: 202–691–5600. This is not a 
toll free number. Email: BLSTAC@
bls.gov. 

SUPPLEMENTARY INFORMATION: The 
Bureau often faces highly technical 
issues while developing and 
maintaining the accuracy and relevancy 
of its data on employment and 
unemployment, prices, productivity, 
and compensation and working 
conditions. These issues range from 
how to develop new measures to how to 
make sure that existing measures 
account for the ever-changing economy. 
BLS presents issues and then draws on 
the specialized expertise of Committee 
members representing specialized fields 
within the academic disciplines of 
economics, statistics and survey design. 
Committee members are also invited to 
bring to the attention of BLS issues that 
have been identified in the academic 
literature or in their own research. 

The TAC was established to provide 
advice to the Commissioner of Labor 
Statistics on technical topics selected by 
the BLS. Responsibilities include, but 
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are not limited to providing comments 
on papers and presentations developed 
by BLS research and program staff, 
conducting research on issues identified 
by BLS on which an objective technical 
opinion or recommendation from 
outside of BLS would be valuable, 
recommending BLS conduct internal 
research projects to address technical 
problems with BLS statistics that have 
been identified in the academic 
literature, participating in discussions of 
areas where the types or coverage of 
economic statistics could be expanded 
or improved and areas where statistics 
are no longer relevant, and establishing 
working relationships with professional 
associations with an interest in BLS 
statistics, such as the American 
Statistical Association and the 
American Economic Association. 

Nominations: BLS is looking for 
committed TAC members who have a 
strong interest in, and familiarity with, 
BLS data. The Agency is looking for 
nominees who use and have a 
comprehensive understanding of 
economic statistics. BLS is committed to 
bringing greater diversity of thought, 
perspective, and experience to its 
advisory committees. Nominees from all 
races, gender, age, and disabilities are 
encouraged to apply. Interested persons 
may nominate themselves or may 
submit the name of another person who 
they believe to be interested in and 
qualified to serve on the TAC. 
Nominations may also be submitted by 
organizations. Nominations should 
include the name, address, and 
telephone number of the candidate. 
Each nomination should include a 
summary of the candidate’s training or 
experience relating to BLS data 
specifically, or economic statistics more 
generally and a curriculum vitae. In 
selecting TAC members, BLS will 
consider individuals nominated in 
response to this notice, as well as other 
qualified individuals. Candidates 
should not submit information they do 
not want publicly disclosed. BLS will 
conduct a basic background check of 
candidates before their appointment to 
the TAC. The background check will 
involve accessing publicly available, 
internet-based sources. BLS will contact 
nominees for information on their status 
as registered lobbyists. Anyone 
currently subject to federal registration 
requirements as a lobbyist is not eligible 
for appointment to the TAC. Nominees 
should be aware of the time 
commitment for attending meetings and 
actively participating in the work of the 
TAC. Historically, this has meant a 
commitment of at least two days per 
year. 

Authority: This notice was prepared in 
accordance with the provisions of the Federal 
Advisory Committee Act (FACA), 5 U.S.C. 
App. 2. 

Signed at Washington, DC, this 14th day of 
September 2020. 
Mark Staniorski, 
Chief, Division of Management Systems, 
Bureau of Labor Statistics. 
[FR Doc. 2020–20604 Filed 9–17–20; 8:45 am] 

BILLING CODE 4510–24–P 

DEPARTMENT OF LABOR 

Mine Safety and Health Administration 

Petitions for Modification of 
Application of Existing Mandatory 
Safety Standards 

AGENCY: Mine Safety and Health 
Administration, Labor. 
ACTION: Notice. 

SUMMARY: This notice is a summary of 
4 petitions for modification submitted to 
the Mine Safety and Health 
Administration (MSHA) by the parties 
listed below. 
DATES: All comments on the petitions 
must be received by MSHA’s Office of 
Standards, Regulations, and Variances 
on or before October 19, 2020. 
ADDRESSES: You may submit your 
comments, identified by ‘‘docket 
number’’ on the subject line, by any of 
the following methods: 

1. Electronic Mail: zzMSHA- 
comments@dol.gov. Include the docket 
number of the petition in the subject 
line of the message. 

2. Facsimile: 202–693–9441. 
3. Regular Mail or Hand Delivery: 

MSHA, Office of Standards, 
Regulations, and Variances, 201 12th 
Street South, Suite 4E401, Arlington, 
Virginia 22202–5452, Attention: Roslyn 
B. Fontaine, Deputy Director, Office of 
Standards, Regulations, and Variances. 
Persons delivering documents are 
required to check in at the receptionist’s 
desk in Suite 4E401. Individuals may 
inspect copies of the petition and 
comments during normal business 
hours at the address listed above. 

MSHA will consider only comments 
postmarked by the U.S. Postal Service or 
proof of delivery from another delivery 
service such as UPS or Federal Express 
on or before the deadline for comments. 
FOR FURTHER INFORMATION CONTACT: 
Aromie Noe, Office of Standards, 
Regulations, and Variances at 202–693– 
9557 (voice), Noe.Song-Ae.A@dol.gov 
(email), or 202–693–9441 (facsimile). 
[These are not toll-free numbers.] 
SUPPLEMENTARY INFORMATION: Section 
101(c) of the Federal Mine Safety and 

Health Act of 1977 and Title 30 of the 
Code of Federal Regulations Part 44 
govern the application, processing, and 
disposition of petitions for modification. 

I. Background 

Section 101(c) of the Federal Mine 
Safety and Health Act of 1977 (Mine 
Act) allows the mine operator or 
representative of miners to file a 
petition to modify the application of any 
mandatory safety standard to a coal or 
other mine if the Secretary of Labor 
determines that: 

1. An alternative method of achieving 
the result of such standard exists which 
will at all times guarantee no less than 
the same measure of protection afforded 
the miners of such mine by such 
standard; or 

2. The application of such standard to 
such mine will result in a diminution of 
safety to the miners in such mine. 

In addition, the regulations at 30 CFR 
44.10 and 44.11 establish the 
requirements for filing petitions for 
modification. 

II. Petitions for Modification 

Docket Number: M–2020–018–C. 
Petitioner: Peabody Southeast Mining, 

LLC, 654 Camp Creek Portal Rd., 
Oakman, AL 35579. 

Mine: Shoal Creek Mine, MSHA I.D. 
No. 01–02901, located in Jefferson 
County, AL. 

Regulation Affected: 30 CFR 75.500(d) 
(Permissible electric equipment). 

Modification Request: The petitioner 
requests a modification of the existing 
standard, 30 CFR 75.500(d), as it relates 
to the use of an alternative method of 
respirable dust protection at the Shoal 
Creek Mine. The petitioner is applying 
to use a battery powered respirable 
protection unit called CleanSpace EX 
Powered Respirator in or in by the last 
open crosscut. 

The petitioner states that: 
(a) Peabody currently uses the 3M 

Airstream helmet to provide miners 
with respirable protection against coal 
mine dust, a protection with long-term 
health benefits. 

(b) 3M has discontinued the 
Airstream helmet but it will offer the 
VersafloTM TR–800 Intrinsically Safe 
Powered Air Purifying Respirator 
(PAPR), which is lighter and has certain 
additional features. 

(c) The 3M Airstream helmet has been 
used in mines for over 40 years, in that 
time technology has advanced and 3M 
has recently faced component 
disruptions for the Airstream product. 
This caused 3M to discontinue the 
Airstream on June 1, 2020 globally. 

(d) The last time to order an Airstream 
system and components was February 
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2020 and components were available 
until June 2020. 

(e) There are currently no replacement 
3M PAPRs that meet the MSHA 
standard for permissibility. 3M does not 
offer an alternative product that meets 
the MSHA 30 CFR standard for 
electronic equipment used in 
underground mining environments that 
are potentially explosive. 

(f) Mines using the Airstream do not 
have an alternative to offer miners. 
PAPRs are beneficial due to the constant 
airflow provided, which offers 
respiratory protection and comfort in 
hot working environments. 

The petitioner proposes the following 
alternative method: 

(a) The petitioner is applying to use 
the CleanSpace EX Powered Respirator 
in or inby the last open crosscut. 

(b) The product is not MSHA 
approved and is not pursuing approval. 

(c) The petitioner states that the 
standards for the approval of these 
respirators are an accepted alternative to 
MSHA’s standards and they provide the 
same level of protection. 

(d) The petitioner states that the 
ANSI/ISA standards are an accepted 
alternative to ACRI2001 and provide the 
same level of protection. 

(e) The equipment will be examined 
at least weekly by a qualified person 
according to 30 CFR 75.512–2 and 
examination results will be recorded 
weekly and may be expunged after one 
year. 

(f) The petitioner will comply with 30 
CFR 75.323. 

(g) A qualified person under 30 CFR 
75.151 will monitor for methane as is 
required by the standard in the affected 
areas of the mine. 

(h) Qualified miners will receive 
training regarding the information in the 
Decision and Order before using 
equipment in the relevant part of the 
mine. A record of the training will be 
kept and available upon request. 

(i) Within 60 days of the Decision and 
Order becoming finalized, the petitioner 
will submit proposed revisions to 30 
CFR 75.370, mine ventilation, to be 
approved under the 30 CFR part 48 
training plan by the Coal Mine Safety 
and Health District Manager. The 
revisions will specify initial and 
refresher training and when the 
revisions are conducted, the MSHA 
Certificate of Training (Form 5000–23) 
will be completed. Comments will be 
made on the certificate to note non- 
permissible testing equipment training. 

(j) The petitioner is responsible for 
making sure that all people, including 
contractors, are using the equipment in 
accordance with the final decision and 
order. The petitioner asserts that the 

alternative method will guarantee no 
less than the same measure of protection 
afforded the miners under the 
mandatory standard. 

Docket Number: M–2020–019–C. 
Petitioner: Peabody Southeast Mining, 

LLC, 654 Camp Creek Portal Rd., 
Oakman, AL 35579 

Mine: Shoal Creek Mine, MSHA I.D. 
No. 01–02901, located in Jefferson 
County, AL. 

Regulation Affected: 30 CFR 75.507– 
1(a) (Electric equipment other than 
power-connection points; outby the last 
open crosscut; return air; permissibility 
requirements). 

Modification Request: The petitioner 
requests a modification of the existing 
standard, 30 CFR 75.507–1(a), as it 
relates to the use of an alternative 
method of respirable dust protection at 
the Shoal Creek Mine. The petitioner is 
applying to use a battery powered 
respirable protection unit called 
CleanSpace EX Powered Respirator in 
return airways. 

The petitioner states that: 
(a) Peabody currently uses the 3M 

Airstream helmet to provide miners 
with respirable protection against coal 
mine dust, a protection with long-term 
health benefits. 

(b) 3M has discontinued the 
Airstream helmet but it will offer the 
VersafloTM TR–800 Intrinsically Safe 
Powered Air Purifying Respirator 
(PAPR), which is lighter and has certain 
additional features. 

(c) The 3M Airstream helmet has been 
used by mines for over 40 years, in that 
time technology has advanced and 3M 
has recently faced component 
disruptions for the Airstream product. 
This caused 3M to discontinue the 
Airstream on June 1, 2020 globally. 

(d) The last time to order an Airstream 
system and components was February 
2020 and components were available 
until June 2020. 

(e) There are currently no replacement 
3M PAPRs that meet the MSHA 
standard for permissibility. 3M does not 
offer an alternative product that meets 
the MSHA 30 CFR standard for 
electronic equipment used in 
underground mining environments that 
are potentially explosive. 

(f) Mines using the Airstream do not 
have an alternative to offer miners. 
PAPRs are beneficial due to the constant 
airflow provided, which offers 
respiratory protection and comfort in 
hot working environments. 

The petitioner proposes the following 
alternative method: 

(a) The petitioner is applying to use 
the CleanSpace EX Powered Respirator 
in return airways. 

(b) The product is not MSHA 
approved and is not pursuing approval. 

(c) The petitioner states that the 
standards for the approval of these 
respirators are an accepted alternative to 
MSHA’s standards and they provide the 
same level of protection. 

(d) The petitioner states that the 
ANSI/ISA standards are an accepted 
alternative to ACRI2001 and provide the 
same level of protection. 

(e) The equipment will be examined 
at least weekly by a qualified person 
according to 30 CFR 75.512–2 and 
examination results will be recorded 
weekly and may be expunged after one 
year. 

(f) The petitioner will comply with 30 
CFR 75.323. 

(g) A qualified person under 30 CFR 
75.151 will monitor for methane as is 
required by the standard in the affected 
area of the mine. 

(h) Qualified miners will receive 
training regarding the information in the 
Decision and Order before using 
equipment in the relevant part of the 
mine. A record of the training will be 
kept and available upon request. 

(i) Within 60 days of the Decision and 
Order becoming finalized, the petitioner 
will submit proposed revisions to 30 
CFR 75.370, mine ventilation, to be 
approved under the 30 CFR part 48 
training plan by the Coal Mine Safety 
and Health District Manager. The 
revisions will specify initial and 
refresher training and when the 
revisions are conducted, the MSHA 
Certificate of Training (Form 5000–23) 
will be completed. Comments will be 
made on the certificate to note non- 
permissible testing equipment training. 

(j) The petitioner is responsible for 
making sure that all people, including 
contractors, are using the equipment in 
accordance with the final decision and 
order. The petitioner asserts that the 
alternative method will guarantee no 
less than the same measure of protection 
afforded the miners under the 
mandatory standard. 

Docket Number: M–2020–020–C. 
Petitioner: Peabody Southeast Mining, 

LLC, 654 Camp Creek Portal Rd., 
Oakman, AL 35579 

Mine: Shoal Creek Mine, MSHA I.D. 
No. 01–02901, located in Jefferson 
County, AL. 

Regulation Affected: 30 CFR 
75.1002(a) (Installation of electric 
equipment and conductors; 
permissibility). 

Modification Request: The petitioner 
requests a modification of the existing 
standard, 30 CFR 75.1002(a), as it relates 
to the use of an alternative method of 
respirable dust protection at the Shoal 
Creek Mine. The petitioner is applying 
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to use a battery powered respirable 
protection unit called CleanSpace EX 
Powered Respirator within 150 feet of 
pillar workings and longwall faces. 

The petitioner states that: 
(a) Peabody currently uses the 3M 

Airstream helmet to provide miners 
with respirable protection against coal 
mine dust, a protection with long-term 
health benefits. 

(b) 3M has discontinued the 
Airstream helmet but it will offer the 
VersafloTM TR–800 Intrinsically Safe 
Powered Air Purifying Respirator 
(PAPR), which is lighter and has certain 
additional features. 

(c) The 3M Airstream helmet has been 
used in mines for over 40 years, in that 
time technology has advanced and 3M 
has recently faced component 
disruptions for the Airstream product. 
This caused 3M to discontinue the 
Airstream on June 1, 2020 globally. 

(d) The last time to order an Airstream 
system and components was February 
2020 and components were available 
until June 2020. 

(e) There are currently no replacement 
3M PAPRs that meet the MSHA 
standard for permissibility. 3M does not 
offer an alternative product that meets 
the MSHA 30 CFR standard for 
electronic equipment used in 
underground mining environments that 
are potentially explosive. 

(f) Mines using the Airstream do not 
have an alternative to offer miners. 
PAPRs are beneficial due to the constant 
airflow provided, which offers 
respiratory protection and comfort in 
hot working environments. 

The petitioner proposes the following 
alternative method: 

(a) The petitioner is applying to use 
the CleanSpace EX Powered Respirator 
within 150 feet of pillar workings and 
longwall faces. 

(b) The product is not MSHA 
approved and is not pursuing approval. 

(c) The petitioner states that the 
standards for the approval of these 
respirators are an accepted alternative to 
MSHA’s standards and they provide the 
same level of protection. 

(d) The petitioner states that the 
ANSI/ISA standards are an accepted 
alternative to ACRI2001 and provide the 
same level of protection. 

(e) The equipment will be examined 
at least weekly by a qualified person 
according to 30 CFR 75.512–2 and 
examination results will be recorded 
weekly and may be expunged after one 
year. 

(f) The petitioner will comply with 30 
CFR 75.323. 

(g) A qualified person under 30 CFR 
75.151 will monitor for methane as is 

required by the standard in the affected 
area of the mine. 

(h) Qualified miners will receive 
training regarding the information in the 
Decision and Order before using 
equipment in the relevant part of the 
mine. A record of the training will be 
kept and available upon request. 

(i) Within 60 days of the Decision and 
Order becoming finalized, the petitioner 
will submit proposed revisions to 30 
CFR 75.370, mine ventilation, to be 
approved under the 30 CFR part 48 
training plan by the Coal Mine Safety 
and Health District Manager. The 
revisions will specify initial and 
refresher training and when the 
revisions are conducted, the MSHA 
Certificate of Training (Form 5000–23) 
will be completed. Comments will be 
made on the certificate to note non- 
permissible testing equipment training. 

(j) The petitioner is responsible for 
making sure that all people, including 
contractors, are using the equipment in 
accordance with the final decision and 
order. The petitioner asserts that the 
alternative method will guarantee no 
less than the same measure of protection 
afforded the miners under the 
mandatory standard. 

Docket Number: M–2020–003–M. 
Petitioner: Solvay Chemicals, Inc., 

P.O. Box 1167, Green River, WY 82935. 
Mine: Solvay Chemicals, Inc., MSHA 

I.D. No. 48–01295, located in 
Sweetwater County, WY. 

Regulation Affected: 30 CFR 57.22305 
(Approved equipment (III mines)). 

Modification Request: The petitioner 
requests a modification of the existing 
standard to permit an alternative 
method of compliance for the 
respiratory protection of miners. The 
petitioner proposes to use a non-MSHA 
approved, intrinsically safe battery- 
powered air purifying respirator (PAPR) 
product called a CleanSpace EX to 
protect miners from potential exposure 
to respirable dust and ammonia gas 
during normal mining conditions in or 
in by the last open crosscut and where 
methane may be present. 

The petitioner states that: 
(a) There are currently two MSHA- 

approved PAPRs: The 3M Airstream and 
the Kasco K80 ET8. The 3M Airstream 
was discontinued by the manufacturer 
and the Kasco K80 ET8 (now the only 
available MSHA-approved model) poses 
safety and health deficiencies. It is 
difficult to use, restricts 
communication, restricts peripheral 
vision, and requires removing the hood 
to speak or listen. The Kasco model 
additionally only protects against 
organic vapor and is not suitable for 
protecting against respirable dust. 

(b) The petitioner currently intends to 
use the TR–800 PAPR but is also 
petitioning to use the CleanSpace EX, 
which is equal in safety to the TR–800 
model but has added enhancements. 
The CleanSpace EX model is also 
utilized for different tasks that miners 
are required to do. 

The petitioner proposes the following 
alternative method: 

(a) The petitioner is applying to use 
the CleanSpace EX PAPR at this mine 
location. The CleanSpace EX is UL 
certified to the ANSI/UL 60079–11 
standard and can be used in hazardous 
locations; it meets the intrinsic safety 
protection level and is acceptable to use 
in mines with the potential for 
firedamp. 

(b) The product uses a lithium 
polymer battery that is not detachable 
from the electrical circuit. It charges as 
a complete unit. 

(c) The product has a NIOSH 
approved high capacity high efficiency 
(HEPA) particulate/vapor filter for a half 
mask and a HEPA particulate filter for 
the full facemask. 

(d) The product does not impair 
vision or communication. 

(e) The product allows for the miner 
to simultaneously wear the issued 
hardhat with a headlamp, unlike the 
TR–800 model, which does not account 
for the headlamp. 

(f) The product uses technology 
placing the filter housing and fan 
assembly above the shoulders to reduce 
ergonomic restrictions, freeing the 
miner from having to wear the fan and 
filter unit around the waist. There are 
also no hose attachments to the unit, 
which could create added hazards. 

(g) Using the CleanSpace EX PAPR 
allows the petitioner to quantitatively fit 
test employees. 

(h) The CleanSpace EX allows for 
more comfort and it can be easily 
disassembled and cleaned. 

(i) CleanSpace EX units will be 
charged out-by the last open crosscut 
and will utilize the manufacturer 
approved battery charger. 

(j) Employees will be trained on how 
to properly use and take care of the 
CleanSpace EX PAPR, according to 
manufacturer guidelines. 

(k) 30 CFR 57.22234 will be adhered 
to if 1.0 percent or more methane is 
detected. 

(l) This petition will achieve the same 
level of safety that is provided by 30 
CFR 57.22305. 

Roslyn Fontaine, 
Deputy Director, Office of Standards, 
Regulations, and Variances. 
[FR Doc. 2020–20659 Filed 9–17–20; 8:45 am] 

BILLING CODE 4520–43–P 
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OFFICE OF MANAGEMENT AND 
BUDGET 

Office of Federal Procurement Policy 

Conformance of the Cost Accounting 
Standards to Generally Accepted 
Accounting Principles for 
Capitalization of Tangible Assets and 
Accounting for Acquisition Costs of 
Material 

AGENCY: Cost Accounting Standards 
Board, Office Federal Procurement 
Policy, Office of Management and 
Budget. 
ACTION: Notice. 

SUMMARY: The Office of Federal 
Procurement Policy, Cost Accounting 
Standards Board, is publishing this 
notice to announce the availability of a 
Staff Discussion Paper (SDP) on 
conformance of the Cost Accounting 
Standards (CAS) to Generally Accepted 
Accounting Principles (GAAP) for 
capitalization of tangible assets and 
accounting for acquisition costs of 
material. 
DATES: Comments must be in writing 
and must be received by November 17, 
2020. 
ADDRESSES: Due to delays in OMB’s 
receipt and processing of mail, 
respondents are strongly encouraged to 
submit comments electronically to 
ensure timely receipt. Electronic 
comments should be submitted to 
CASB@omb.eop.gov. Be sure to include 
your name, title, organization, and 
reference case CASB 2020–01. If you 
must submit by regular mail, please do 
so at Office of Federal Procurement 
Policy, 725 17th Street NW, 
Washington, DC 20503, ATTN: Mathew 
Blum. Please note that all public 
comments received are subject to the 
Freedom of Information Act and will be 
posted in their entirety, including any 
personal and/or business confidential 
information provided. Do not include 
any information you would not like to 
be made publically available. 
FOR FURTHER INFORMATION CONTACT: 
Mathew Blum, Cost Accounting 
Standards Board (Telephone 202–680– 
9579; email mblum@omb.eop.gov). 

Availability: The full text of the SDP 
is available on the Office of 
Management and Budget homepage at: 
https://www.whitehouse.gov/omb/ 
management/office-federal- 
procurement-policy/#_Office_of_
Federal_5. 
SUPPLEMENTARY INFORMATION: 

I. Background and Summary 
Section 820 of Public Law 114–328 

directed the Board to conform CAS to 

GAAP to the maximum extent 
practicable. This notice announces the 
availability of a staff discussion paper 
addressing the potential conformance of 
CAS 404, Capitalization of Tangible 
Assets, and CAS 411, CAS Accounting 
for Acquisition Costs of Material, to 
GAAP. Issuance of a staff discussion 
paper is the first of a four-step process 
required by law (41 U.S.C. 1502(c)) prior 
to the establishment of any new or 
revised Cost Accounting Standard. 

On March 13, 2019, the Board issued 
a roadmap for public comment 
addressing the overall prioritization and 
specific sequencing of its conformance 
work. See 84 FR 9143. Among other 
things, the roadmap explained that the 
Board would give priority attention to 
standards focused primarily on cost 
measurement and assignment of costs to 
accounting periods, including CAS 404 
and CAS 411. The majority of 
commenters recognized the benefit of 
focusing on those standards anticipated 
to offer the most opportunity to conform 
CAS to existing content in GAAP and 
generally agreed with the proposed 
prioritization. See 85 FR 15817 (March 
19, 2020). The Board also found that the 
template it used for its first analysis, 
addressing CAS 408 and CAS 409, was 
helpful in organizing public input. For 
these reasons, the Board is using the 
same template to cross-walk coverage of 
CAS 404 and 411 with GAAP in the 
SDP. 

Respondents are encouraged to 
provide comments to the questions 
raised by the Board, although the Board 
also welcomes identification and 
comment on any other important issues 
related to conformance of the subject 
CAS to GAAP. 

II. Public Comments 

Interested persons are invited to 
participate by providing input with 
respect to conformance of CAS to 
GAAP. All comments must be in writing 
and submitted as instructed in the 
ADDRESSES section. 

Michael E. Wooten, 
Administrator for Federal Procurement 
Policy, and Chair, Cost Accounting Standards 
Board. 
[FR Doc. 2020–20572 Filed 9–17–20; 8:45 am] 

BILLING CODE 3110–01–P 

NATIONAL ARCHIVES AND RECORDS 
ADMINISTRATION 

[NARA–20–0017; NARA–2020–063] 

Records Schedules; Availability and 
Request for Comments 

AGENCY: National Archives and Records 
Administration (NARA). 
ACTION: Notice of availability of 
proposed records schedule; extension of 
comment period. 

SUMMARY: We are extending the 
deadline for submitting comments on 
the Department of Homeland Security 
(DHS), U.S. Customs and Border Patrol 
(CBP), proposed records schedule 
covering Internal Investigation Files 
(DAA–0568–2018–0001), which was 
published in the Federal Register on 
August 4, 2020. 
DATES: We are extending the original 
comment period (published August 4, 
2020, at 85 FR 47248) for the proposed 
CBP records schedule to no later than 
11:59 p.m. Eastern Time on September 
30, 2020. 
ADDRESSES: You may submit comments 
by either of the following methods. You 
must cite the control number for this 
records schedule, which is DAA–0568– 
2018–0001. 

• Federal eRulemaking Portal: http:// 
www.regulations.gov. 

• Mail: Records Management 
Operations (ACR); National Archives 
and Records Administration; 8601 
Adelphi Road; College Park, MD 20740– 
6001. 
FOR FURTHER INFORMATION CONTACT: 
Kimberly Keravuori, Regulatory and 
External Policy Program Manager, by 
email at regulation_comments@
nara.gov, or by telephone at 
301.837.3151. For information about 
records schedules, contact Records 
Management Operations by email at 
request.schedule@nara.gov, by mail at 
the address above, or by phone at 
301.837.1799. 

SUPPLEMENTARY INFORMATION: On August 
4, 2020, we issued a notice listing 
proposed records schedules open for 
comment (85 FR 47248, FDMS Docket 
number NARA–20–0017; NARA number 
NARA–2020–055). We solicited public 
comments on a number of pending 
records schedules via that notice, 
including a DHS CBP schedule covering 
internal investigations. The comment 
period for this schedule was due to end 
on September 18, 2020. However, the 
Office of the Chief Records Officer 
received a request to extend the 
comment period for this records 
schedule so that interested commenters 

VerDate Sep<11>2014 19:15 Sep 17, 2020 Jkt 250001 PO 00000 Frm 00069 Fmt 4703 Sfmt 4703 E:\FR\FM\18SEN1.SGM 18SEN1jb
el

l o
n 

D
S

K
JL

S
W

7X
2P

R
O

D
 w

ith
 N

O
T

IC
E

S

https://www.whitehouse.gov/omb/management/office-federal-procurement-policy/#_Office_of_Federal_5
https://www.whitehouse.gov/omb/management/office-federal-procurement-policy/#_Office_of_Federal_5
https://www.whitehouse.gov/omb/management/office-federal-procurement-policy/#_Office_of_Federal_5
https://www.whitehouse.gov/omb/management/office-federal-procurement-policy/#_Office_of_Federal_5
mailto:regulation_comments@nara.gov
mailto:regulation_comments@nara.gov
http://www.regulations.gov
http://www.regulations.gov
mailto:request.schedule@nara.gov
mailto:mblum@omb.eop.gov
mailto:CASB@omb.eop.gov


58400 Federal Register / Vol. 85, No. 182 / Friday, September 18, 2020 / Notices 

could have additional time to review 
and comment on this proposed records 
schedule. Given the potential benefit of 
thoroughly developed public comments, 
and due to the widespread disruption 
caused by the coronavirus, we believe it 
is beneficial to provide additional time 
to ensure that members of the public 
have sufficient time to comment on this 
schedule. We are therefore extending 
the deadline for submitting comments 
on this schedule to no later than 11:59 
p.m. Eastern Time on September 30, 
2020. 

Laurence Brewer, 
Chief Records Officer for the U.S. 
Government. 
[FR Doc. 2020–20656 Filed 9–17–20; 8:45 am] 

BILLING CODE 7515–01–P 

NATIONAL FOUNDATION FOR THE 
ARTS AND THE HUMANITIES 

Institute of Museum and Library 
Services 

Notice of Proposed Information 
Collection Requests: Museums for All 

AGENCY: Institute of Museum and 
Library Services, National Foundation 
for the Arts and the Humanities. 
ACTION: Notice, request for comments, 
collection of information. 

SUMMARY: The Institute of Museum and 
Library Services (IMLS), as part of its 
continuing effort to reduce paperwork 
and respondent burden, conducts a 
preclearance consultation program to 
provide the general public and Federal 
agencies with an opportunity to 
comment on proposed and/or 
continuing collections of information in 
accordance with the Paperwork 
Reduction Act. This pre-clearance 
consultation program helps to ensure 
that requested data can be provided in 
the desired format, reporting burden 
(time and financial resources) is 
minimized, collection instruments are 
clearly understood, and the impact of 
collection requirements on respondents 
can be properly assessed. The purpose 
of this notice is to solicit comments 
concerning an information collection 
from museums participating in the 
Museums for All program. A copy of the 
proposed information collection request 
can be obtained by contacting the 
individual listed below in the 
ADDRESSES section of this notice. 
DATES: Written comments must be 
submitted to the office listed in the 
addressee section below on or before 
November 13, 2020. 

ADDRESSES: Send comments to Connie 
Bodner, Ph.D., Director of Grants Policy 
and Management, Office of Grants 
Policy and Management, Institute of 
Museum and Library Services, 955 
L’Enfant Plaza North SW, Suite 4000, 
Washington, DC 20024–2135. Dr. 
Bodner can be reached by Telephone: 
202–653–4636 or by email at cbodner@
imls.gov, or by teletype (TTY/TDD) for 
persons with hearing difficulty at 202– 
653–4614. Office hours are from 8:30 
a.m. to 5 p.m., E.T., Monday through 
Friday, except Federal holidays. 
FOR FURTHER INFORMATION CONTACT: 
Christopher J. Reich, Chief 
Administrator, Office of Museum 
Services, Institute of Museum and 
Library Services, 955 L’Enfant Plaza 
North SW, Suite 4000, Washington, DC 
20024–2135. Mr. Reich can be reached 
by Telephone: 202–653–4685, or by 
email at creich@imls.gov, or by teletype 
(TTY/TDD) for persons with hearing 
difficulty at 202–653–4614. 
SUPPLEMENTARY INFORMATION: IMLS is 
particularly interested in public 
comment that help the agency to: 

• Evaluate whether the proposed 
collection of information is necessary 
for the proper performance of the 
functions of the agency, including 
whether the information will have 
practical utility; 

• Evaluate the accuracy of the 
agency’s estimate of the burden of the 
proposed collection of information 
including the validity of the 
methodology and assumptions used; 

• Enhance the quality, utility, and 
clarity of the information to be 
collected; and 

• Minimize the burden of the 
collection of information on those who 
are to respond, including through the 
use of appropriate automated electronic, 
mechanical, or other technological 
collection techniques, or other forms of 
information technology, e.g., permitting 
electronic submissions of responses. 

I. Background 

The Institute of Museum and Library 
Services is the primary source of 
Federal support for the Nation’s 
libraries and museums. We advance, 
support, and empower America’s 
museums, libraries, and related 
organizations through grant making, 
research, and policy development. Our 
vision is a nation where museums and 
libraries work together to transform the 
lives of individuals and communities. 
To learn more, visit www.imls.gov. 

II. Current Actions 

The purpose of this collection is to 
support a program to increase access to 

museums for underserved audiences 
through Museums for All, a voluntary 
program inviting museums to allow 
Electronic Benefit Transfer (EBT) card 
holders to receive reduced-price 
admission to their facilities. This 
information collection will obtain data 
from participating museums needed to 
administer the program, such as 
institution contact information and a 
staff person to administer the program. 
Additional information will be collected 
on a quarterly basis to assess 
implementation of the program 
components, the efficacy of program 
materials, and the impact of the 
program. 

Agency: Institute of Museum and 
Library Services. 

Title: Museums for All. 
OMB Control Number: 3137–0089. 
Agency Number: 3137. 
Affected Public: Museums. 
Total Estimated Number of 

Respondents: 125. 
Frequency of Response: Once per 

request. 
Average Minutes per Response: 1 

hour. 
Total Burden Hours: 125 hours. 
Cost Burden (dollars): $2,703. 
Public Comments Invited: Comments 

submitted in response to this notice will 
be summarized and/or included in the 
request for OMB’s clearance of this 
information collection. 

Dated: September 15, 2020. 
Kim Miller, 
Senior Grants Management Specialist, 
Institute of Museum and Library Services. 
[FR Doc. 2020–20640 Filed 9–17–20; 8:45 am] 

BILLING CODE 7036–01–P 

NATIONAL SCIENCE FOUNDATION 

Advisory Committee for Geosciences; 
Notice of Meeting 

In accordance with the Federal 
Advisory Committee Act (Pub. L. 92– 
463, as amended), the National Science 
Foundation (NSF) announces the 
following meeting: 

Name and Committee Code: Advisory 
Committee for Geosciences (1755). 

Date and Time: October 14, 2020; 
11:00 a.m.—5:00 p.m. EDT. 

October 15, 2020; 11:00 a.m.—5:00 
p.m. EDT. 

Place: NSF, 2415 Eisenhower Avenue, 
Alexandria, VA 22314 (Virtual). 
Connection information will be made 
available on the AC GEO website at least 
two weeks prior to the meeting: (https:// 
www.nsf.gov/geo/advisory.jsp). 

Type of Meeting: Open. 
Contact Person: Melissa Lane, 

National Science Foundation, Room C 
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8000, 2415 Eisenhower Avenue, 
Alexandria, Virginia 22314; Phone 703– 
292–8500. 

Minutes: May be obtained from the 
contact person listed above. 

Purpose of Meeting: To provide 
advice, recommendations, and oversight 
on support for geoscience research and 
education including atmospheric, geo- 
space, earth, ocean and polar sciences. 

Agenda 

October 14, 2020 

• Directorate and NSF activities and 
plans 

• Discussion of the Impact of COVID–19 
on GEO operations 

• Discussion of Draft Report on 21st 
Century Geosciences 

• Update on NASEM Earth System 
Science Study 

October 15, 2020 

• Report outs from Division Meetings 
and AC OPP Fall Meeting 

• Report on the AGS Committee of 
Visitors Meeting 

• Meeting with the NSF Director and 
Chief Operating Officer 

• Action Items/Planning for Spring 
2021 Meeting 
Dated: September 15, 2020. 

Crystal Robinson, 
Committee Management Officer. 
[FR Doc. 2020–20663 Filed 9–17–20; 8:45 am] 

BILLING CODE 7555–01–P 

NATIONAL SCIENCE FOUNDATION 

Notice of Permit Applications Received 
Under the Antarctic Conservation Act 
of 1978 

AGENCY: National Science Foundation. 
ACTION: Notice of permit applications 
received. 

SUMMARY: The National Science 
Foundation (NSF) is required to publish 
a notice of permit applications received 
to conduct activities regulated under the 
Antarctic Conservation Act of 1978. 
NSF has published regulations under 
the Antarctic Conservation Act in the 
Code of Federal Regulations. This is the 
required notice of permit applications 
received. 

DATES: Interested parties are invited to 
submit written data, comments, or 
views with respect to this permit 
application by October 19, 2020. This 
application may be inspected by 
interested parties at the Permit Office, 
address below. 
ADDRESSES: Comments should be 
addressed to Permit Office, Office of 
Polar Programs, National Science 

Foundation, 2415 Eisenhower Avenue, 
Alexandria, Virginia 22314. 

FOR FURTHER INFORMATION CONTACT: 
Nature McGinn, ACA Permit Officer, at 
the above address, 703–292–8030, or 
ACApermits@nsf.gov. 

SUPPLEMENTARY INFORMATION: The 
National Science Foundation, as 
directed by the Antarctic Conservation 
Act of 1978 (Pub. L. 95–541, 45 CFR 
671), as amended by the Antarctic 
Science, Tourism and Conservation Act 
of 1996, has developed regulations for 
the establishment of a permit system for 
various activities in Antarctica and 
designation of certain animals and 
certain geographic areas a requiring 
special protection. The regulations 
establish such a permit system to 
designate Antarctic Specially Protected 
Areas. 

Application Details 

Permit Application: 2021–005 

1. Applicant: Jonathan Schwartz, 411 
Walnut Stree #12926, Green Cove 
Springs, FL 32043. 

Activity for Which Permit is 
Requested: Waste management. 
Applicant requests that the yacht SV 
Zephyros to conduct waste management 
activities associated with expedition 
operations in the Antarctic Treaty area. 
Applicant proposes to cruise along the 
Antarctic Peninsula for tourism and 
sightseeing purposes and to make select 
stops at non-protected area landings, for 
sightseeing and educational purposes. 
Garbage and food waste containing 
animal remains, including poultry, 
would be stored onboard the vessel and 
disposed of outside Antarctica. Human 
waste and other food waste would be 
macerated and, if discharged in the 
Antarctic Treaty area, greywater and 
blackwater would be released at least 12 
miles offshore and while the vessel 
maintains a speed of at least four knots. 
The release of any designated pollutants 
would be mitigated by the use of a 
capable vessel, a well-trained crew, 
cautious operational practices, and 
extremely limited stores of non-fuel 
distillates. 

Location: Antarctic Peninsula region. 

Dates of Permitted Activities: January 
1–February 28, 2021. 

Erika N. Davis, 
Program Specialist, Office of Polar Programs. 
[FR Doc. 2020–20553 Filed 9–17–20; 8:45 am] 

BILLING CODE 7555–01–P 

NATIONAL SCIENCE FOUNDATION 

Notice of Permits Issued Under the 
Antarctic Conservation Act of 1978 

AGENCY: National Science Foundation. 
ACTION: Notice of permit issued. 

SUMMARY: The National Science 
Foundation (NSF) is required to publish 
notice of permits issued under the 
Antarctic Conservation Act of 1978. 
This is the required notice. 
FOR FURTHER INFORMATION CONTACT: 
Nature McGinn, ACA Permit Officer, 
Office of Polar Programs, National 
Science Foundation, 2415 Eisenhower 
Avenue, Alexandria, VA 22314; 703– 
292–8030; email: ACApermits@nsf.gov. 
SUPPLEMENTARY INFORMATION: On June 
26, 2020, the National Science 
Foundation published a notice in the 
Federal Register of a permit application 
received. The permit was issued on 
August 12, 2020 to: 

Permit No. 2021–002 

1. Megan Cimino 

Erika N. Davis, 
Program Specialist, Office of Polar Programs. 
[FR Doc. 2020–20554 Filed 9–17–20; 8:45 am] 

BILLING CODE 7555–01–P 

NUCLEAR REGULATORY 
COMMISSION 

[NRC–2020–0001] 

Sunshine Act Meetings 

TIME AND DATE: Weeks of September 14, 
21, 28, October 5, 12, 19, 2020. 
PLACE: Commissioners’ Conference 
Room, 11555 Rockville Pike, Rockville, 
Maryland. 
STATUS: Public. 

Week of September 14, 2020 

Tuesday, September 15, 2020 

9:55 a.m. Affirmation Session (Public 
Meeting) 

a. Direct Final Rule: Reactor Vessel 
Material Surveillance Program (RIN 
3150–AK07; NRC 2017 0151) 

b. El Paso Electric Co. (Palo Verde 
Nuclear Generating Station), request 
for Hearing in License Transfer 
Proceeding 

(Contact: Denise McGovern: 301–415– 
0681) 

Additional Information: By a vote of 
5–0 on September 10, 11, and 12, 2020, 
the Commission determined pursuant to 
U.S.C. 552b(e) and ’9.107(a) of the 
Commission’s rules that the above 
referenced Affirmation Session be held 
with less than one week notice to the 
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public. The meeting was held on 
September 15, 2020. Due to COVID–19, 
there was no physical public 
attendance. 

The public was invited to attend the 
Commission’s meeting live by webcast 
at the Web address—https://
www.nrc.gov/. 
10:00 a.m. Agency’s Response to the 

COVID–19 Public Health 
Emergency (Public Meeting) 

(Contact: Luis Betancourt: 301–415– 
6146) 

Additional Information: Due to 
COVID–19, there will be no physical 
public attendance. The public is invited 
to attend the Commission’s meeting live 
by webcast at the Web address—https:// 
www.nrc.gov/. 

Thursday, September 17, 2020 
10:00 a.m. Transformation at the 

NRC—Milestones and Results 
(Public Meeting) 

(Contact: Maria Arribas-Colon: 301– 
415–6026) 

Additional Information: Due to 
COVID–19, there will be no physical 
public attendance. The public is invited 
to attend the Commission’s meeting live 
by webcast at the Web address—https:// 
www.nrc.gov/. 

Week of September 21, 2020—Tentative 
There are no meetings scheduled for 

the week of September 21, 2020. 

Week of September 28, 2020—Tentative 

Wednesday, September 30, 2020 
9:00 a.m. Strategic Programmatic 

Overview of the Operating Reactors 
and New Reactors Business Lines 
and Results of the Agency Action 
Review Meeting (Public Meeting) 

(Contact: Candace de Messieres: 301– 
415–8395) 

Additional Information: Due to 
COVID–19, there will be no physical 
public attendance. The public is invited 
to attend the Commission’s meeting live 
by webcast at the Web address—https:// 
www.nrc.gov/. 

Week of October 5, 2020—Tentative 

Thursday, October 8, 2020 
10:00 a.m. Meeting with the 

Organization of Agreement States 
and the Conference of Radiation 
Control Program Directors (Public 
Meeting) 

(Contact: Celimar Valentin-Rodriquez: 
301–415–7124) 

Additional Information: Due to 
COVID–19, there will be no physical 
public attendance. The public is invited 
to attend the Commission’s meeting live 
by webcast at the Web address—https:// 
www.nrc.gov/. 

Week of October 12, 2020—Tentative 

There are no meetings scheduled for 
the week of October 12, 2020. 

Week of October 19, 2020—Tentative 

Wednesday, October 21, 2020 

10:00 a.m. Briefing on Human Capital 
and Equal Employment 
Opportunity (Public Meeting) 

(Contact: Randi Neff: 301–287–0583) 

Additional Information: Due to 
COVID–19, there will be no physical 
public attendance. The public is invited 
to attend the Commission’s meeting live 
by webcast at the Web address—https:// 
www.nrc.gov/. 

1:00 p.m.—All Employees Meeting with 
the Commissioners (Public Meeting) 

Additional Information: Due to 
COVID–19, there will be no physical 
public attendance. The public is invited 
to attend the Commission’s meeting live 
by webcast at the Web address—https:// 
www.nrc.gov/. 

CONTACT PERSON FOR MORE INFORMATION: 
For more information or to verify the 
status of meetings, contact Denise 
McGovern at 301–415–0681 or via email 
at Denise.McGovern@nrc.gov. The 
schedule for Commission meetings is 
subject to change on short notice. 

The NRC Commission Meeting 
Schedule can be found on the internet 
at: https://www.nrc.gov/public-involve/ 
public-meetings/schedule.html. 

The NRC provides reasonable 
accommodation to individuals with 
disabilities where appropriate. If you 
need a reasonable accommodation to 
participate in these public meetings or 
need this meeting notice or the 
transcript or other information from the 
public meetings in another format (e.g., 
braille, large print), please notify Anne 
Silk, NRC Disability Program Specialist, 
at 301–287–0745, by videophone at 
240–428–3217, or by email at 
Anne.Silk@nrc.gov. Determinations on 
requests for reasonable accommodation 
will be made on a case-by-case basis. 

Members of the public may request to 
receive this information electronically. 
If you would like to be added to the 
distribution, please contact the Nuclear 
Regulatory Commission, Office of the 
Secretary, Washington, DC 20555 (301– 
415–1969), or by email at 
Wendy.Moore@nrc.gov or Tyesha.Bush@
nrc.gov. 

The NRC is holding the meetings 
under the authority of the Government 
in the Sunshine Act, 5 U.S.C. 552b. 

Dated: September 16, 2020. 

For the Nuclear Regulatory Commission. 
Denise L. McGovern, 
Policy Coordinator, Office of the Secretary. 
[FR Doc. 2020–20791 Filed 9–16–20; 4:15 pm] 

BILLING CODE 7590–01–P 

NUCLEAR REGULATORY 
COMMISSION 

[NRC–2020–0104] 

Information Collection: NRC Online 
Form, ‘‘Nuclear Materials Relief 
Requests’’ 

AGENCY: Nuclear Regulatory 
Commission. 
ACTION: Notice of submission to the 
Office of Management and Budget; 
request for comment. 

SUMMARY: The U.S. Nuclear Regulatory 
Commission (NRC) has recently 
submitted a request for renewal of an 
existing collection of information to the 
Office of Management and Budget 
(OMB) for review. The information 
collection is entitled, NRC Online Form, 
‘‘Nuclear Materials Relief Requests.’’ 
DATES: Submit comments by October 19, 
2020. Comments received after this date 
will be considered if it is practical to do 
so, but the Commission is able to ensure 
consideration only for comments 
received on or before this date. 
ADDRESSES: Written comments and 
recommendations for the proposed 
information collection should be sent 
within 30 days of publication of this 
notice to https://www.reginfo.gov/ 
public/do/PRAMain. Find this 
particular information collection by 
selecting ‘‘Currently under Review— 
Open for Public Comments’’ or by using 
the search function. 
FOR FURTHER INFORMATION CONTACT: 
David Cullison, NRC Clearance Officer, 
U.S. Nuclear Regulatory Commission, 
Washington, DC 20555–0001; telephone: 
301–415–2084; email: 
INFOCOLLECTS.Resource@nrc.gov. 
SUPPLEMENTARY INFORMATION: 

I. Obtaining Information and 
Submitting Comments 

A. Obtaining Information 

Please refer to Docket ID NRC–2020– 
0104 when contacting the NRC about 
the availability of information for this 
action. You may obtain publicly- 
available information related to this 
action by any of the following methods: 

• Federal Rulemaking website: Go to 
https://www.regulations.gov and search 
for Docket ID NRC–2020–0104. A copy 
of the collection of information and 
related instructions may be obtained 
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without charge by accessing Docket ID 
NRC–2020–0104 on this website. 

• NRC’s Agencywide Documents 
Access and Management System 
(ADAMS): You may obtain publicly- 
available documents online in the 
ADAMS Public Documents collection at 
https://www.nrc.gov/reading-rm/ 
adams.html. To begin the search, select 
‘‘Begin Web-based ADAMS Search.’’ For 
problems with ADAMS, please contact 
the NRC’s Public Document Room 
reference staff at 1–800–397–4209, 301– 
415–4737, or by email to pdr.resource@
nrc.gov. A copy of the collection of 
information and related instructions 
may be obtained without charge by 
accessing ADAMS Accession No. 
ML20252A133. The supporting 
statement is available in ADAMS under 
Accession No. ML20213C548. 

• NRC’s Clearance Officer: A copy of 
the collection of information and related 
instructions may be obtained without 
charge by contacting the NRC’s 
Clearance Officer, David Cullison, 
Office of the Chief Information Officer, 
U.S. Nuclear Regulatory Commission, 
Washington, DC 20555–0001; telephone: 
301–415–2084; email: 
INFOCOLLECTS.Resource@NRC.GOV. 

B. Submitting Comments 
The NRC cautions you not to include 

identifying or contact information in 
comment submissions that you do not 
want to be publicly disclosed in your 
comment submission. All comment 
submissions are posted at https://
www.regulations.gov and entered into 
ADAMS. Comment submissions are not 
routinely edited to remove identifying 
or contact information. 

If you are requesting or aggregating 
comments from other persons for 
submission to the OMB, then you 
should inform those persons not to 
include identifying or contact 
information that they do not want to be 
publicly disclosed in their comment 
submission. Your request should state 
that comment submissions are not 
routinely edited to remove such 
information before making the comment 
submissions available to the public or 
entering the comment into ADAMS. 

II. Background 
Under the provisions of the 

Paperwork Reduction Act of 1995 (44 
U.S.C. Chapter 35), the NRC recently 
submitted a request for renewal of an 
existing collection of information to 
OMB for review entitled, NRC Online 
Form, ‘‘Nuclear Materials Relief 
Requests.’’ The NRC hereby informs 
potential respondents that an agency 
may not conduct or sponsor, and that a 
person is not required to respond to, a 

collection of information unless it 
displays a currently valid OMB control 
number. 

The NRC published a Federal 
Register notice with a 60-day comment 
period on this information collection on 
May 5, 2020, 85 FR 26718. 

1. The title of the information 
collection: NRC Online Form, ‘‘Nuclear 
Materials Relief Requests’’ 

2. OMB approval number: 3150–0243. 
3. Type of submission: Extension. 
4. The form number if applicable: Not 

applicable. 
5. How often the collection is required 

or requested: On Occasion. 
6. Who will be required or asked to 

respond: This information collection 
applies to holders of nuclear materials 
licenses (including byproduct material, 
uranium recovery, decommissioning 
(both materials and reactors), fuel 
facilities, and spent fuel storage 
licenses) who may need to seek 
regulatory relief during the Coronavirus 
Disease 2019 (COVID–19) Public Health 
Emergency (PHE). 

7. The estimated number of annual 
responses: 260. 

8. The estimated number of annual 
respondents: 260. 

9. An estimate of the total number of 
hours needed annually to comply with 
the information collection requirement 
or request: 520. 

10. Abstract: The NRC requested an 
emergency review of this information 
collection in order to obtain the 
approval of this information collection 
for a period of 6 months. The purpose 
of this information collection is to 
request an extension of the approval of 
the online form for COVID–19 related 
Nuclear Materials Relief Requests. The 
form simplifies the filing the relief 
requests described in the following 
paragraphs because the existing system 
may be too burdensome for licensees 
under current conditions. 

The NRC requires licensed facilities to 
comply with requirements in title 10 of 
the Code of Federal Regulations (CFR) 
as they relate to the safe and secure use 
of nuclear materials; medical, industrial, 
and academic applications; uranium 
recovery activities, low-level radioactive 
waste sites; and the decommissioning of 
previously operating nuclear facilities 
and power plants. These requirements 
can be found in 10 CFR parts 20, 30, 31, 
32, 33, 34, 35, 36, 37, 39, 40, 50, 70, 71, 
72, 74, 75, and 150. The ability of 
licensed facilities to comply with these 
requirements may be negatively 
impacted by the COVID–19 PHE due to 
resulting staffing challenges, the need to 
protect staff during the PHE, the 
availability of contracted support 
services, and other unforeseen 

challenges to operations. Currently, 
licensees may request, and the NRC will 
approve exemptions from the above 
requirements when they are authorized 
by law, will not present an undue risk 
to the public health and safety, and are 
consistent with the common defense 
and security. To facilitate and 
streamline licensees’ requests for 
exemptions to these requirements, the 
NRC is providing an online form to 
submit the required information for a 
specific exemption request. This online 
form supplements the existing reporting 
mechanisms for requests for exemption. 

Dated: September 15, 2020. 
For the Nuclear Regulatory Commission. 

Kristen E. Benney, 
Acting NRC Clearance Officer, Office of the 
Chief Information Officer. 
[FR Doc. 2020–20651 Filed 9–17–20; 8:45 am] 

BILLING CODE 7590–01–P 

PEACE CORPS 

Submission for OMB Emergency 
Review: Request for Comments 

AGENCY: Peace Corps. 
ACTION: Notice of information 
collection—OMB emergency review and 
request for comments requested. 

SUMMARY: The Peace Corps has 
submitted the following information 
collection request, utilizing emergency 
review procedures, to the Office of 
Management and Budget (OMB) for 
review and clearance in accordance 
with the Paperwork Reduction Act of 
1995 and OMB regulations. OMB 
approval has been requested by the 
Office of Volunteer Recruitment and 
Selection. OMB is particularly 
interested in comments that: Evaluate 
whether the proposed collection of 
information is necessary for the proper 
performance of the functions of the 
agency, including whether the 
information will have practical utility; 
Evaluate the accuracy of the agency’s 
estimate of the burden of the proposed 
collection of information, including the 
validity of the methodology and 
assumptions used; Enhance the quality, 
utility, and clarity of the information to 
be collected; and Minimize the burden 
of the collection of information on those 
who are to respond, including through 
the use of appropriate automated, 
electronic, mechanical, or other 
technological collection techniques or 
other forms of information technology, 
e.g., permitting electronic submissions 
of responses. 
DATES: Comments on this proposal for 
emergency review should be received by 
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1 15 U.S.C. 78s(b)(1). 
2 17 CFR 240.19b–4. 

September 16, 2020. If granted, the 
emergency approval is only valid for 
180 days. We are requesting OMB to 
take action within two calendar days 
from the close of this Federal Register 
Notice on the request for emergency 
review. 
ADDRESSES: Interested persons are 
invited to submit written comments on 
the proposed information collection to 
the Office of Information and Regulatory 
Affairs, Office of Management and 
Budget, 725 17th Street NW, 
Washington, DC 20503, Attention: Desk 
Officer for the Peace Corps or sent via 
email to oira_submission@omb.eop.gov 
or faxed to (202) 395–3086. 
FOR FURTHER INFORMATION CONTACT: 
Virginia Burke, FOIA Officer, Peace 
Corps, 1275 First Street NE, 
Washington, DC 20526, (202) 692–1887, 
or email at pcfr@peacecorps.gov. 
SUPPLEMENTARY INFORMATION: This 
process is conducted in accordance with 
5 CFR 1320.13. The Peace Corps plans 
to follow this emergency request with a 
submission for a three year approval 
through OMB’s normal PRA clearance 
process. We are seeking an emergency 
clearance to allow us to collect 
information from Returned Peace Corps 
Volunteers. 

Title: Legal Status Update Form for 
the Virtual Service Pilot Program. 

OMB control number: Pending. 
Type of Request: New Emergency 

Review. 
Affected public: Returned Peace Corps 

Volunteers, some who were recently 
evacuated from their countries of 
service in response to the coronavirus 
disease 2019 (COVID 19) pandemic. 

Respondents’ obligation to reply: 
Voluntary. 

Burden to the public: 
a. Number of respondents: 150. 
b. Frequency of response: 1. 
c. Completion time: 5 Minutes. 
d. Annual burden hours: 12.5. 
e. Estimated cost to respondents: $ 

0.00. 
This notice issued in Washington, DC, on 

September 15, 2020. 
Virginia Burke, 
FOIA/Privacy Act Officer/Management. 
[FR Doc. 2020–20695 Filed 9–17–20; 8:45 am] 

BILLING CODE 6051–01–P 

SECURITIES AND EXCHANGE 
COMMISSION 

[Release No. 34–89868; File No. 265–30] 

Fixed Income Market Structure 
Advisory Committee; Meeting 

AGENCY: Securities and Exchange 
Commission. 

ACTION: Notice of meeting. 

SUMMARY: Notice is being provided that 
the Securities and Exchange 
Commission Fixed Income Market 
Structure Advisory Committee will hold 
a public meeting on Monday, October 5, 
2020, by remote means. The meeting 
will begin at 9:30 a.m. (ET) and will be 
open to the public via webcast on the 
Commission’s website at www.sec.gov. 
Persons needing special 
accommodations to take part because of 
a disability should notify the contact 
person listed below. The public is 
invited to submit written statements to 
the Committee. The meeting will 
include a potential recommendation 
concerning TRACE identification of 
electronic trades, subcommittee 
observations and lessons learned in the 
corporate bond market, the bond fund 
and ETF market, the technology and e- 
trading market, and the municipal 
securities market, as well as member 
observations of the fixed income 
markets. 
DATES: The public meeting will be held 
on October 5, 2020. Written statements 
should be received on or before 
September 28, 2020. 
ADDRESSES: The meeting will be held by 
remote means and webcast on 
www.sec.gov. Written statements may be 
submitted by any of the following 
methods. To help us process and review 
your statement more efficiently, please 
use only one method. At this time, 
electronic statements are preferred. 

Electronic Statements 
• Use the Commission’s internet 

submission form (http://www.sec.gov/ 
rules/other.shtml); or 

• Send an email message to rule- 
comments@sec.gov. Please include File 
Number 265–30 on the subject line; or 

Paper Statements 
• Send paper statements in triplicate 

to Vanessa A. Countryman, Federal 
Advisory Committee Management 
Officer, Securities and Exchange 
Commission, 100 F Street NE, 
Washington, DC 20549–1090. 
All submissions should refer to File No. 
265–30. This file number should be 
included on the subject line if email is 
used. The Commission will post all 
statements on the Commission’s internet 
website at http://www.sec.gov/ 
comments/265-30/265-30.shtml. 

Statements also will be available for 
website viewing and printing in the 
Commission’s Public Reference Room, 
100 F Street NE, Room 1580, 
Washington, DC 20549, on official 
business days between the hours of 
10:00 a.m. and 3:00 p.m. For up-to-date 

information on the availability of the 
Public Reference Room, please refer to 
https://www.sec.gov/fastanswers/ 
answerspublicdocshtm.html or call 
(202) 551–5450. 

All statements received will be posted 
without change. Persons submitting 
comments are cautioned that we do not 
redact or edit personal identifying 
information from submissions. You 
should submit only information that 
you wish to make available publicly. 
FOR FURTHER INFORMATION CONTACT: 
David Dimitrious, Senior Special 
Counsel, at (202) 551–5131, or Arisa 
Kettig, Special Counsel, at (202) 551– 
5676, Division of Trading and Markets, 
Securities and Exchange Commission, 
100 F Street NE, Washington, DC 
20549–7010. 
SUPPLEMENTARY INFORMATION: In 
accordance with Section 10(a) of the 
Federal Advisory Committee Act, 5 
U.S.C.–App. 1, and the regulations 
thereunder, Brett Redfearn, 

Designated Federal Officer of the 
Committee, has ordered publication of 
this notice. 

Dated: September 15, 2020. 
Vanessa A. Countryman, 
Committee Management Officer. 
[FR Doc. 2020–20620 Filed 9–17–20; 8:45 am] 

BILLING CODE 8011–01–P 

SECURITIES AND EXCHANGE 
COMMISSION 

[Release No. 34–89867; File No. SR–FINRA– 
2020–028] 

Self-Regulatory Organizations; 
Financial Industry Regulatory 
Authority, Inc.; Notice of Filing and 
Immediate Effectiveness of a Proposed 
Rule Change To Amend the 
Standardized Membership Application 
Forms—Form NMA and Form CMA— 
To Conform to Amendments to the 
Membership Application Program 
Rules as Described in SR–FINRA– 
2019–030 

September 15, 2020. 
Pursuant to Section 19(b)(1) of the 

Securities Exchange Act of 1934 
(‘‘Act’’) 1 and Rule 19b–4 thereunder,2 
notice is hereby given that on 
September 11, 2020, the Financial 
Industry Regulatory Authority, Inc. 
(‘‘FINRA’’) filed with the Securities and 
Exchange Commission (‘‘SEC’’ or 
‘‘Commission’’) the proposed rule 
change as described in Items I and II 
below, which Items have been prepared 
by FINRA. FINRA has designated the 
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3 17 CFR 240.19b–4(f)(6). 
4 The MAP rules consist of Rules 1011 through 

1019, which reside under the FINRA Rule 1000 
Series (Member Application and Associated Person 
Registration). 

5 See Securities Exchange Act Release No. 88482 
(March 26, 2020), 85 FR 18299 (April 1, 2020) 
(Order Approving File No. SR–FINRA–2019–030). 
FINRA is separately developing comprehensive 
changes to the MAP rules in connection with the 
retrospective review of this rule set, which will also 
require conforming amendments to the 
standardized forms. See Regulatory Notice 18–23 
(July 2018) (‘‘Notice 18–23’’) (requesting comment 
on a proposal regarding the MAP rules). 

6 Such proposed changes would include updating 
the rule references throughout the forms. For 
example, FINRA is proposing to replace references 
to ‘‘NASD’’ with ‘‘FINRA.’’ 

7 See Rule 1013(a)(1)(A) and Rule 1017(b)(2). 
8 See Securities Exchange Act Release No. 66555 

(March 9, 2012), 77 FR 15445 (March 15, 2012) 
(Notice of Filing and Immediate Effectiveness of 
File No. SR–FINRA–2012–017) and Securities 
Exchange Act Release No. 67082 (May 31, 2012), 77 
FR 33539 (June 6, 2012) (Notice of Filing of 
Amendment No. 1 and Order Granting Approval of 
File No. SR–FINRA–2012–018 as Modified by 
Amendment No. 1). 

9 The portions of the forms that are marked with 
a red asterisk require the applicant to provide a 
response. 

10 For example, in Form NMA’s Standard 1 
section, titled ‘‘Overview of the Applicant,’’ there 
are questions that focus on verifying the business 
activities the applicant identifies on Form BD 
(Uniform Application For Broker-Dealer 
Registration). On the other hand, the questions 
grouped in Form CMA’s Standard 1 section, titled 
‘‘Overview of the Applicants,’’ focus on 
understanding the circumstances surrounding the 
contemplated change or event set forth under Rule 
1017(a) (Events Requiring an Application). 

11 See Form NMA, Standard 3, Question 1 (within 
the category titled ‘‘Explain how this Standard is 
met.’’) and Form CMA, Standard 3, Question 1 
(within the category titled ‘‘Explain how this 
Standard is met.’’). 

12 See Form NMA, Standard 3, Question 1 (within 
the category titled ‘‘Explain how this Standard is 
met.’’) and Form CMA, Standard 3, Question 1 
(within the category titled ‘‘Explain how this 
Standard is met.’’). 

13 See Form NMA, Standard 3 (within the 
category titled ‘‘Explain how this Standard is met.’’) 
and Form CMA, Standard 3, Question 2 (within the 
category titled ‘‘Explain how this Standard is 
met.’’). 

proposed rule change as constituting a 
‘‘non-controversial’’ rule change under 
paragraph (f)(6) of Rule 19b–4 under the 
Act,3 which renders the proposal 
effective upon receipt of this filing by 
the Commission. The Commission is 
publishing this notice to solicit 
comments on the proposed rule change 
from interested persons. 

I. Self-Regulatory Organization’s 
Statement of the Terms of Substance of 
the Proposed Rule Change 

FINRA is proposing to (1) amend the 
standardized membership application 
forms—Form NMA (New Membership 
Application Form) and Form CMA 
(Continuing Membership Application 
Form)—required under Rule 1013 (New 
Member Application and Interview) and 
Rule 1017 (Application for Approval of 
Change in Ownership, Control, or 
Business Operations), respectively, to 
conform to amendments to the 
Membership Application Program 
(‘‘MAP’’) rules 4 as described in File No. 
SR–FINRA–2019–030; 5 and (2) make 
non-substantive and technical changes 
to Form NMA and Form CMA.6 The 
proposed rule change does not make 
any changes to the text of FINRA rules. 

The text of the proposed rule change 
is available on FINRA’s website at 
http://www.finra.org, at the principal 
office of FINRA and at the 
Commission’s Public Reference Room. 

II. Self-Regulatory Organization’s 
Statement of the Purpose of, and 
Statutory Basis for, the Proposed Rule 
Change 

In its filing with the Commission, 
FINRA included statements concerning 
the purpose of and basis for the 
proposed rule change and discussed any 
comments it received on the proposed 
rule change. The text of these statements 
may be examined at the places specified 
in Item IV below. FINRA has prepared 
summaries, set forth in sections A, B, 
and C below, of the most significant 
aspects of such statements. 

A. Self-Regulatory Organization’s 
Statement of the Purpose of, and 
Statutory Basis for, the Proposed Rule 
Change 

1. Purpose 

Background 

The MAP rules require an applicant 
for new or continuing membership to 
file an application that includes a Form 
NMA or Form CMA, as applicable.7 
Form NMA and Form CMA streamline 
the new and continuing membership 
application review process by setting 
forth the documents and information an 
applicant must gather to produce a 
complete application package for 
FINRA’s review.8 

In general, Form NMA and Form 
CMA are organized into sections that 
align with the standards for admission 
set forth in Rule 1014(a) (Standards for 
Admission). Each section begins with a 
description of the applicable standard in 
Rule 1014(a), followed by a series of 
questions related to that standard that 
are intended to help the applicant 
provide the responses needed to 
demonstrate that it can meet each of the 
standards described under Rule 1014(a), 
and to facilitate FINRA’s review of the 
application.9 An applicant is able to 
provide its documents and information 
by attaching files in various formats 
(e.g., .docx, .pdf, .xlsx) or by entering 
free form text in text boxes, and making 
selections through screen components 
such as drop-down menus and radio 
buttons, among others. While both 
forms are organized by standard, the 
underlying questions, and the 
documents and information that an 
applicant may need to provide vary 
based on whether the application is for 
new or continuing membership.10 

A. Standard 3 in Form NMA and Form 
CMA 

Rule 1014(a)(3) (‘‘Standard 3’’) is one 
of the standards for admission FINRA 
must consider in determining whether 
to approve an NMA or CMA. Standard 
3 requires FINRA to determine whether 
an applicant for new or continuing 
membership and its associated persons 
‘‘are capable of complying with’’ the 
federal securities laws, the rules and 
regulations thereunder, and FINRA 
rules. Standard 3 sets forth several 
factors, including past and current 
disciplinary actions and customer 
claims, that FINRA must consider in 
making that determination. The 
existence of specified factors ‘‘[raises] a 
question of capacity to comply with the 
federal securities laws and the rules of 
[FINRA],’’ which results in a rebuttable 
presumption to deny the application. 
Form NMA and Form CMA describe the 
specified factors in Standard 3, as well 
as the specified factors that trigger a 
rebuttable presumption to deny an 
application. 

In addition, both forms require the 
applicant to provide a ‘‘yes’’ or ‘‘no’’ 
answer as to whether the applicant or 
any of its associated persons are subject 
to any of the specified factors described 
in Standard 3,11 and directs the 
applicant to provide information (e.g., 
subject party, nature of the activity, any 
findings, any fine, or other dispositions) 
for each factor involving the applicant 
or its associated persons, unless details 
of a particular factor have been reported 
to the Central Registration Depository 
(CRD®).12 

The forms require the applicant to 
explain in detail how, even with the 
existence of any of the specified factors 
that trigger the presumption to deny the 
application, it is nonetheless capable of 
complying with industry rules, 
regulation, laws, and observing high 
standards of commercial honor and just 
and equitable principles of trade.13 In 
addition, to the extent that any of the 
triggering events under Standard 3 exist, 
the forms require the applicant to 
reference any controls or systems put in 
place and refer to any specific pages or 
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14 See Form NMA, Standard 3 (within the 
category titled ‘‘Explain how this Standard is met.’’) 
and Form CMA, Standard 3, Question 2 (within the 
category titled ‘‘Explain how this Standard is 
met.’’). 

15 See Form NMA, Standard 3, Question 3 (within 
the category titled ‘‘Provide supporting 
documents.’’) and Form CMA, Standard 3, Question 
3 (within the category titled ‘‘Provide supporting 
documents.’’). 

16 See supra note 5. 
17 See Regulatory Notice 20–15 (May 2020). 

18 See generally subparagraphs (A) through (H) 
under Rule 1014(a)(3), as amended. The 
amendments reorganized the factors in Rule 
1014(a)(3), but did not change the factors 
substantively. 

19 See Rule 1014(b)(1) and Rule 1017(i), which 
pertain to NMAs and CMAs, respectively. 

20 This presumption of denial for a pending 
arbitration claim does not apply to an existing 
member firm filing a CMA. 

21 See Form NMA and Form CMA, Standard 3 
(within their respective categories titled ‘‘Explain 
how this Standard is met’’): ‘‘Pursuant to NASD 
Rule 1014(b)(1), where the history of the Applicant 
or its Associated Persons includes any of the events 
set forth in Rule 1014(a)(3)(A) and (C) through (E), 
there is a presumption that the Application should 
be denied. The Applicant may overcome the 
presumption of denial by demonstrating that it can 
meet each of the standards for admission in NASD 

Rule 1014(a), notwithstanding the existence of any 
of the events set forth in NASD Rule 1014(a)(3)(A) 
and (C) through (E). To the extent that any of the 
referenced events exist for the Applicant or its 
Associated Persons, provide a detailed explanation, 
in light of the existence of such events, as to how 
the Applicant is nonetheless capable of complying 
with industry rules, regulations, laws, and 
observing high standards of commercial honor and 
just and equitable principles of trade. Please 
reference any controls or systems put in place and 
refer to any specific pages or sections in the 
Applicant’s written supervisory procedures that 
address heightened supervisory requirements.*’’ 

22 The proposed change to Form NMA’s Standard 
3 section would read: ‘‘Pursuant to FINRA Rule 
1014(b)(1), where the history of the Applicant or its 
Associated Persons includes any of the events set 
forth in Rule 1014(a)(3)(A), (C), (D), (F), (G), and (E) 
for new member applications, there is a 
presumption that the Application should be denied. 
The Applicant may overcome the presumption of 
denial by demonstrating that it can meet each of the 
standards for admission in FINRA Rule 1014(a), 
notwithstanding the existence of any of the events 
set forth in FINRA Rule 1014(a)(3)(A), (C), (D), (F), 
(G), and (E) for new member applications. To the 
extent that any of the referenced events exist for the 
Applicant or its Associated Persons, provide a 
detailed explanation, in light of the existence of 
such events, as to how the Applicant is nonetheless 
capable of complying with industry rules, 
regulations, laws, and observing high standards of 
commercial honor and just and equitable principles 
of trade. Please reference any controls or systems 
put in place and refer to any specific pages or 
sections in the Applicant’s written supervisory 
procedures that address heightened supervisory 
requirements.* ’’ 

23 The proposed change to Form CMA’s Standard 
3 section would read: ‘‘Pursuant to FINRA Rule 
1014(b)(1), where the history of the Applicant or its 
Associated Persons includes any of the events set 
forth in Rule 1014(a)(3)(A), (C), (D), (F), and (G), 
there is a presumption that the Application should 
be denied. The Applicant may overcome the 
presumption of denial by demonstrating that it can 
meet each of the standards for admission in FINRA 
Rule 1014(a), notwithstanding the existence of any 
of the events set forth in FINRA Rule 1014(a)(3)(A), 
(C), (D), (F), and (G). To the extent that any of the 
referenced events exist for the Applicant or its 
Associated Persons, provide a detailed explanation, 
in light of the existence of such events, as to how 
the Applicant is nonetheless capable of complying 
with industry rules, regulations, laws, and 
observing high standards of commercial honor and 
just and equitable principles of trade. Please 
reference any controls or systems put in place and 
refer to any specific pages or sections in the 
Applicant’s written supervisory procedures that 
address heightened supervisory requirements.*’’ 

sections in the applicant’s written 
supervisory procedures that address 
heightened supervisory requirements.14 
Finally, the forms give the applicant the 
option of providing any other 
documentation that would be pertinent 
to FINRA’s review of Standard 3.15 

B. Recent Amendments to the MAP 
Rules 

FINRA has amended the MAP rules to 
create further incentives for the timely 
payment of arbitration awards by 
preventing an individual from switching 
firms, or a firm from using asset 
transfers or similar transactions, to 
avoid payment of arbitration awards.16 
The amendments address situations 
where: (1) A FINRA member firm hires 
individuals with pending arbitration 
claims, where there are concerns about 
the payment of those claims should they 
go to award or result in a settlement, 
and the supervision of those 
individuals; and (2) a member firm with 
substantial arbitration claims seeks to 
avoid payment of the claims should 
they go to award or result in a 
settlement by shifting its assets, which 
are typically customer accounts, or its 
managers and owners, to another firm 
and closing down. The amendments 
become effective on September 14, 
2020.17 

As a result of the amendments to the 
MAP rules, FINRA is proposing to 
amend Form NMA and Form CMA to: 
(1) Align the description of Standard 3 
used in the forms with the amended 
language in Rule 1014(a)(3); (2) align the 
description of the rebuttable 
presumption to deny an application 
with amended Rules 1014(b)(1) and 
1017(i)(1), which set forth the Standard 
3 factors that trigger the presumption to 
deny an NMA and CMA, respectively; 
(3) incorporate into Form NMA relevant 
arbitration-related questions that 
currently appear in Form CMA but not 
in Form NMA, to create consistency 
between the forms; (4) incorporate into 
Form NMA arbitration-related 
documentation options that currently 
appear in Form CMA but not in Form 
NMA to create consistency between the 
forms, and amend these options, as 
applicable, to conform to new IM–1014– 
1; and (5) make other non-substantive 

and technical changes throughout both 
standardized forms. 

Proposed Amendments to Form NMA 
and Form CMA 

i. Align Description of Standard 3 in 
Form NMA and Form CMA with 
Amended Rule 1014(a)(3) 

Once an application is deemed filed, 
FINRA evaluates an applicant’s 
financial, operational, supervisory and 
compliance systems to ensure that the 
applicant meets Standard 3, among 
other standards. As noted above, in 
determining whether an applicant for 
new or continuing membership and its 
associated persons are able to meet 
Standard 3, FINRA must consider a 
variety of factors, such as past and 
current disciplinary actions, in making 
that determination. 

FINRA is proposing to amend Form 
NMA and Form CMA such that the 
language to describe Standard 3 reflects 
the language in Rule 1014(a)(3), as 
amended. Specifically, the proposed 
amendments would reflect that the 
specified factors now appear in eight 
subparagraphs, rather than six.18 

ii. Align Description of the Rebuttable 
Presumption To Deny an Application in 
Form NMA and Form CMA With 
Amended Rules 1014(b)(1) and 
1017(i)(1), Respectively 

An applicant for new or continuing 
membership will trigger a presumption 
to deny the application if the applicant 
or its associated persons are subject to 
certain of the factors specified in 
Standard 3.19 As amended, Rule 
1014(b)(1) creates a presumption to 
deny an NMA where the new member 
applicant or its associated persons are 
the subject of a pending arbitration 
claim.20 

Currently, both forms include a 
description of the presumption to deny 
an application, referencing the language 
in Rule 1014(b)(1) prior to its 
amendment.21 FINRA is proposing to 

amend both forms to conform to 
amended Rule 1014(b)(1). For Form 
NMA, FINRA is proposing to amend the 
form to reflect the new presumption of 
denial for an NMA where the new 
member applicant or its associated 
persons are the subject of a pending 
arbitration claim, consistent with 
amended Rule 1014(b)(1).22 For Form 
CMA, FINRA is proposing to amend the 
form to align with the amended rule 
cross-references in Rule 1017(i)(1).23 
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24 See generally Form CMA, Standard 3, 
Questions 1 and 2 (within the category titled 
‘‘Provide supporting documents’’). 

25 See Form CMA, Standard 3, Question 3 (within 
the category titled ‘‘Explain how this Standard is 
met’’). 

26 See Form CMA, Standard 3, Question 4.a. 
(within the category titled ‘‘Explain how this 
Standard is met’’). 

27 See Form CMA, Standard 3, Question 4.b. 
(within the category titled ‘‘Explain how this 
Standard is met’’). 

28 See supra note 27. 

29 In the Standard 3 section of Form NMA and 
Form CMA, Question 4.b. (within the category 
‘‘Explain how this Standard is met’’) would read: 
‘‘A statement detailing the treatment of unpaid and 
pending arbitration claims on the Applicant’s 
financial statements. If pending arbitrations are 
classified as contingent liabilities, the Applicant 
should explain its method for calculating amounts 
on its financial statements. If pending arbitrations 
are not disclosed on the financial statements, 
explain why they are not disclosed. Additionally, 
the Applicant must promptly update information 
provided in the Application regarding pending 
arbitration claims that are awarded, settled or 
become unpaid before the Department renders its 
decision on the Application. The updates should 
include new arbitrations filed, settlements made 
and awards granted against the Applicant.*’’ 

30 See supra note 9 and accompanying text. 

31 See Form NMA, Standard 3, Question 1 (within 
the category titled ‘‘Provide supporting 
documents’’). 

32 See Form CMA, Standard 3, Question 1 (within 
the category titled ‘‘Provide supporting 
documents’’). 

33 The question would read the same as in Form 
CMA’s Question 1, subject to one technical 
amendment to change the reference from ‘‘NASD’’ 
to ‘‘FINRA.’’ 

34 See Form NMA, Standard 3, Question 2 (within 
the category titled ‘‘Provide supporting 
documents’’). 

iii. Incorporate Provisions From Form 
CMA to Form NMA to Require an 
Applicant for New Membership To 
Explain How Standard 3 is Met 

Form CMA’s Standard 3 section 
contains requirements that FINRA 
believes are relevant to new 
membership applications, but are not 
currently included in Form NMA.24 
Accordingly, FINRA is proposing 
amendments that would incorporate 
these requirements into Form NMA. 

Specifically, Form CMA directs the 
applicant to indicate whether it or any 
associated persons have been found to 
have repeat violations of the same 
federal securities laws or regulations, 
the rules thereunder, or FINRA rules 
and if so, to identify the nature of the 
repetitive occurrences, the corrective 
action the applicant has taken to 
prevent future violations, and the 
specific persons with responsibility for 
supervision in the areas noted with 
repeat violations or associated persons 
who have been found to have repeat 
violations.25 

In addition, Form CMA directs the 
applicant to provide details regarding 
any pending arbitration claims or closed 
or settled arbitration matters by 
providing a summary of each claim, 
including the amounts claimed for 
pending matters, the current status, and 
the amount of settled matters.26 Form 
CMA directs the applicant to provide a 
statement detailing the treatment of 
unpaid and pending arbitration claims 
on the applicant’s financial statements, 
and if pending arbitration claims are 
classified as contingent liabilities, the 
applicant should explain its method for 
calculating their amounts on its 
financial statements, and if such claims 
are not disclosed on the financial 
statements, an explanation for the 
nondisclosure.27 The applicant must 
also promptly update the information 
provided in the application regarding 
pending arbitration claims that are 
awarded, settled, or become unpaid 
before FINRA renders its decision on 
the CMA.28 

FINRA is proposing to incorporate 
these requirements into Form NMA, 
without substantive modification, but 

would include some clarifying language 
that would also be reflected in Form 
CMA.29 These requirements should also 
apply to an applicant for new 
membership as they are relevant to 
whether such applicant is ‘‘capable of 
complying with’’ applicable federal 
securities laws and FINRA rules and do 
not impose new requirements beyond 
the scope of Standard 3, as amended. In 
addition, incorporating these 
requirements into Form NMA would be 
helpful in providing an applicant for 
new membership the opportunity to 
address, at the outset of the review 
process, any repetitive occurrences of 
violative conduct and arbitration-related 
matters. Further, the proposed 
alignments to Form NMA would 
improve consistency between the two 
forms. 

iv. Incorporate Documentation Options 
From Form CMA Into Form NMA and 
Amend These Options To Align With 
New IM–1014–1 

Currently, Form NMA and Form CMA 
provide, within the category titled, 
‘‘Provide supporting documents[,]’’ that 
an applicant may provide additional 
documents to evidence its ability to 
meet Standard 3. This category of the 
forms is not marked with a red asterisk, 
indicating that the applicant is not 
required to provide documents.30 There 
are more documentation options in 
Form CMA than in Form NMA due to 
the underlying distinction between an 
application for new membership and 
continuing membership. FINRA is 
proposing to expand Form NMA’s 
‘‘Provide supporting documents[,]’’ 
category to include documentation 
options that mirror those described in 
Form CMA, where appropriate, and to 
modify the documentation options in 
both forms to align with new IM–1014– 
1. With respect to an applicant for new 
membership, establishing 
documentation options in Form NMA 
that parallel the options in Form CMA 
would not impose additional obligations 

upon such applicant; rather, 
incorporating these options into Form 
NMA would provide an applicant for 
new membership with a clear indication 
of the documentation that such 
applicant may choose to prepare to 
demonstrate that it can meet Standard 3, 
as amended. Further, the proposed 
incorporation of the documentation 
options, including the corresponding 
changes to align with IM–1014–1, 
would bring consistency between the 
forms. 

a. Form CMA and Form NMA, Question 
1, Providing Supporting Documents 

Form NMA’s Question 1 within the 
category titled ‘‘Provide supporting 
documents’’ permits an applicant for 
new membership to provide copies of 
any state, federal, or other orders, 
decrees or formal actions.31 Form 
CMA’s Question 1, within the same 
category, however, permits an applicant 
for continuing membership to provide 
documentation of any of the events 
described in Rule 1014(a)(3), unless the 
event has been reported to the CRD 
system.32 FINRA is proposing to replace 
the language in Form NMA’s Question 
1 with the language in Form CMA’s 
Question 1. The proposed change would 
make this supporting documents 
question in both forms consistent and 
would help ensure that the documents 
provided are more directly relevant to 
explaining the events, as applicable, 
under Rule 1014(a)(3).33 

b. Form CMA and Form NMA, Question 
2, Providing Supporting Documents and 
New IM–1014–1 

Within the ‘‘Providing Supporting 
Documents’’ category, Form NMA’s 
Question 2 permits an applicant to 
provide relevant and supporting 
documents, citing as examples 
statements of claim or settlement 
agreements.34 Form CMA currently sets 
forth more detailed documentation 
options than Form NMA that an 
applicant may provide in support of 
Standard 3, but these options are framed 
in the context of an application that 
involves a transfer of assets without a 
corresponding transfer of associated 
liabilities, and where there are pending 
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35 See Form CMA, Standard 3, Question 2.a. 
(within the category titled ‘‘Provide supporting 
documents’’). 

36 See Form CMA, Standard 3, Question 2.b. 
(within the category titled ‘‘Provide supporting 
documents.’’). 

37 See Form CMA, Standard 3, Question 2.c. 
(within the category titled ‘‘Provide supporting 
documents’’). 

38 Currently, Form CMA indicates that an 
Arbitration Plan should include the expected date 
for concluding the arbitration, the method by which 
the Applicant expects to resolve the arbitrations 
(e.g., mediation, settlement, hearing), and the 
provision that the Applicant will make for payment 
of awards (e.g., reserve fund, retention of proceeds 
of asset transfer, no provision for payment). A 
Relationship Statement should describe the 
relationship of the firms involved in the 
transaction; specifically, whether the firms are 
affiliated or have common (direct or indirect) 
ownership greater than five percent, and the plans 
of key personnel or owners to associate with the 
acquiring firm. A Statement of Future Plans should 
describe the intended use of the proceeds of the 
transaction and future plans in the business of the 
owners and key personnel. See Form CMA, 
Standard 3, Question 2.d.i., ii., and iii. (within the 
category titled ‘‘Provide supporting documents.’’). 

39 In the Standard 3 section of Form NMA and 
Form CMA, the proposed question stem in Question 
2 (within the category ‘‘Provide supporting 
documents.’’) would read: ‘‘To the extent that the 
Applicant or its Associated Person is subject to 
unpaid arbitration awards, other adjudicated 
customer awards, unpaid arbitration settlements, 
pending arbitration claims, provide the following:’’. 

40 In the Standard 3 section of Form NMA and 
Form CMA, Question 2.c. (within the category 
‘‘Provide supporting documents.’’) would read: 
‘‘Written opinion(s) of an independent, reputable 
U.S. licensed counsel knowledgeable in the value 
of the claim(s) and any other documentation 
developed by the Applicant’s FinOp Principal, 
accountants, or auditors that support the 
Applicant’s treatment of unpaid and pending 
arbitration or civil litigation claims.’’ 

41 In the Standard 3 section of Form NMA and 
Form CMA, Question 2.d.i. (within the category 
‘‘Provide supporting documents.’’) would read: 
‘‘The Arbitration Plan should include (i) the 
expected date for concluding the arbitration, (ii) the 
method by which the Applicant expects to resolve 
the arbitrations (e.g., mediation, settlement 
hearing), and (iii) the provision that the Applicant 
will make and guarantee for payment of awards, 
settlements or claims (e.g., escrow agreement, 
insurance coverage, clearing deposit, guarantee, 
reserve fund, retention of proceeds of asset transfer, 
no provision for payment.’’ See also supra note 38. 

42 See Securities Exchange Act Release No. 85589 
(April 10, 2019), 84 FR 15646 (April 16, 2019) 
(Notice of Filing and Immediate Effectiveness of 
File No. SR–FINRA–2019–009). 

arbitration claims or closed or settled 
arbitration matters. They include: (1) 
Evidence that the applicant has satisfied 
the arbitration award in full (e.g., copies 
of front and back of cancelled checks), 
and in cases of unpaid awards, the 
applicant is required to pay the awards 
before closing the transaction,35 and for 
matters that have been settled, a copy of 
the settlement documentation and 
evidence that the settlement payments 
have been made in full; 36 (2) an opinion 
from counsel and any documentation 
from the applicant’s financial operations 
principal, accountant or auditor that 
support the applicant’s treatment of 
unpaid and pending arbitration or civil 
litigation claims; 37 and (3) a written 
‘‘Arbitration Plan,’’ a ‘‘Relationship 
Statement,’’ and a ‘‘Statement of Future 
Plans.’’ 38 

New IM–1014–1 expressly provides 
that an applicant may demonstrate its 
ability to satisfy an unpaid arbitration 
award, other adjudicated customer 
award, unpaid arbitration settlement or 
a pending arbitration claim, through an 
escrow agreement, insurance coverage, a 
clearing deposit, a guarantee, a reserve 
fund, or the retention of proceeds from 
an asset transfer, or such other forms of 
documentation that FINRA may 
determine to be acceptable. In addition, 
an applicant may provide a written 
opinion of an independent, reputable 
U.S. licensed counsel knowledgeable in 
the area as to the value of the arbitration 
claims (which might be zero). IM–1014– 
1 also provides that to overcome the 
presumption to deny the application 
due to unpaid arbitration awards, other 
adjudicated customer awards, unpaid 
arbitration settlements, or pending 
arbitration claims, as applicable, the 

applicant must guarantee that any funds 
used to evidence the applicant’s ability 
to satisfy any awards, settlements, or 
claims will be used for that purpose. 
Any demonstration by an applicant of 
its ability to satisfy these outstanding 
obligations would be subject to a 
reasonableness assessment by FINRA. 

FINRA is proposing to add to Form 
NMA the more detailed documentation 
options set forth in Form CMA, but 
modify the options in both forms, as 
appropriate, to align them with new IM– 
1014–1. Specifically, FINRA is 
proposing to remove the reference to a 
specific type of business change in Form 
CMA (i.e., asset transfer); instead, Form 
CMA would direct the applicant to 
provide additional information where 
the applicant or its associated person is 
subject to unpaid arbitration awards, 
other adjudicated customer awards, 
unpaid arbitration settlements, or 
pending arbitration claims. In addition 
to incorporating Form CMA’s 
documentation options relating to 
evidence that the applicant has satisfied 
an arbitration award or settlement, 
without substantive change, FINRA is 
proposing to incorporate this 
documentation option into Form 
NMA.39 

Further, FINRA is proposing to 
modify the documentation option in 
Form CMA to specify that an applicant 
may provide a written opinion of 
counsel from an independent, reputable 
U.S. licensed counsel knowledgeable in 
the value of the arbitration claims and 
any other documentation developed by 
the applicant’s financial operations 
principal, accountants, or auditors that 
support the applicant’s treatment of 
unpaid and pending arbitration or civil 
litigation claims. FINRA is proposing to 
incorporate this documentation option 
into Form NMA.40 

Finally, FINRA is proposing to modify 
the Arbitration Plan requirements in 
Form CMA to provide that the 
Arbitration Plan should include the 
provision the applicant will make and 
guarantee for payment of awards, 

settlements or claims. In addition, the 
Arbitration Plan would include more 
examples of how an applicant may 
demonstrate its ability to satisfy awards, 
including through an escrow agreement, 
insurance coverage, clearing deposit or 
guarantee. In addition to incorporating 
Form CMA’s documentation options 
relating to the Relationship Statement 
and Statement of Future Plans, without 
substantive change, FINRA is also 
proposing to incorporate the Arbitration 
Plan requirements, as modified, into 
Form NMA.41 

The proposed changes to Form NMA 
and Form CMA would conform the 
forms to the amendments to the MAP 
rules. Incorporating the provisions and 
documentation options, as modified, 
from Form CMA to Form NMA would 
not impose additional requirements on 
an applicant for new membership 
beyond the scope of the amended MAP 
rules; instead, the proposed changes 
would help the applicant prepare to 
address, as applicable, the areas 
pertaining to meeting Standard 3, as 
amended. Moreover, the proposed 
changes to these standardized forms 
would make the forms more consistent 
as to the documents and information 
FINRA would need to determine 
whether a new or continuing 
membership applicant would be able to 
meet Standard 3, as amended. 

v. Amend Form NMA and Form CMA 
To Make Other Non-Substantive and 
Technical Changes to Forms 

In 2019, as part of the process of 
completing a consolidated FINRA 
rulebook, FINRA transferred the 
remaining legacy NASD rules, without 
substantive change, as FINRA rules in 
the consolidated FINRA rulebook and 
the remaining Incorporated NYSE Rules 
and Incorporated NYSE Rule 
Interpretations, without substantive 
change, in the consolidated FINRA 
rulebook as a separate Temporary Dual 
FINRA–NYSE Member Rules Series.42 
The rule references in Form NMA and 
Form CMA still refer to NASD rules. 
FINRA is proposing to amend the forms 
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43 For example, Form NMA still refers to a $350 
processing fee though the NMA processing fee was 
increased to $500 in 2012. See Regulatory Notice 
12–32 (June 2012). FINRA is not proposing to 
change this $500 fee at this time. 

44 See Regulatory Notice 20–15 (May 2020). 
45 15 U.S.C. 78o–3(b)(6). 

46 15 U.S.C. 78s(b)(3)(A). 
47 17 CFR 240.19b–4(f)(6). 
48 See supra note 5. 
49 Id. 

50 Id. 
51 For purposes only of waiving the 30-day 

operative delay, the Commission has considered the 
proposed rule change’s impact on efficiency, 
competition, and capital formation. See 15 U.S.C. 
78c(f). 

to reflect the correct FINRA rule cross- 
references, and make other technical 
changes as appropriate.43 

FINRA has filed the proposed rule 
change for immediate effectiveness and 
has requested that the SEC waive the 
requirement that the proposed rule 
change not become operative for 30 days 
after the date of the filing, so that FINRA 
can implement the proposed rule 
change on September 14, 2020, 
consistent with the effective date for the 
amendments to the MAP rules.44 

2. Statutory Basis 
FINRA believes that the proposed rule 

change is consistent with the provisions 
of Section 15A(b)(6) of the Act,45 which 
requires, among other things, that 
FINRA rules must be designed to 
prevent fraudulent and manipulative 
acts and practices, to promote just and 
equitable principles of trade, and, in 
general, to protect investors and the 
public interest. 

The proposed changes to Form NMA 
and Form CMA will conform the forms 
to the amendments to the MAP rules, as 
described in File No. SR–FINRA–2019– 
030, that are intended to create further 
incentives for the timely payment of 
customer arbitration awards by 
preventing an individual from switching 
firms, or a firm from using asset 
transfers or similar transactions, to 
avoid payment of customer arbitration 
awards. The proposed changes to Form 
NMA and Form CMA will help ensure 
that applicants for new and continuing 
membership provide the information 
and documentation to produce a 
complete application package for 
FINRA’s review. In addition, the 
proposed changes to Form NMA and 
Form CMA will provide more 
consistency, where applicable, between 
the forms. 

B. Self-Regulatory Organization’s 
Statement on Burden on Competition 

FINRA does not believe that the 
proposed rule change will result in any 
burden on competition that is not 
necessary or appropriate in furtherance 
of the purposes of the Act. FINRA’s 
recent amendments to the MAP rules 
necessitate conforming changes to the 
Standard 3 section of Form NMA and 
Form CMA to reflect the documents and 
information that may be necessary for 
applicants to demonstrate their ability 
to meet Standard 3, as amended. The 

proposed conforming changes to the 
forms effectuate the recent amendments 
to the MAP rules as described in File 
No. SR–FINRA–2019–030. FINRA 
believes that the proposed conforming 
changes to the forms would not result in 
new material economic effects. FINRA 
considered and discussed the potential 
economic impact of the recent 
amendments in File No. SR–FINRA– 
2019–030, including the burden 
imposed on some applicants to address 
in the application arbitration-related 
questions and documentation options. 

C. Self-Regulatory Organization’s 
Statement on Comments on the 
Proposed Rule Change Received from 
Members, Participants, or Others 

Written comments were neither 
solicited nor received. 

III. Date of Effectiveness of the 
Proposed Rule Change and Timing for 
Commission Action 

Because the foregoing proposed rule 
change does not: (i) Significantly affect 
the protection of investors or the public 
interest; (ii) impose any significant 
burden on competition; and (iii) become 
operative for 30 days from the date on 
which it was filed, or such shorter time 
as the Commission may designate, it has 
become effective pursuant to Section 
19(b)(3)(A) of the Act 46 and Rule 19b– 
4(f)(6) thereunder.47 

A proposed rule change filed under 
Rule 19b–4(f)(6) normally does not 
become operative for 30 days after the 
date of filing. However, pursuant to 
Rule 19b–4(f)(6)(iii), the Commission 
may designate a shorter time if such 
action is consistent with the protection 
of investors and the public interest. 
FINRA has asked the Commission to 
waive the 30-day operative delay so that 
the proposed rule change becomes 
operative immediately upon filing to 
help applicants for new and continuing 
membership to provide the information 
and documentation required by the 
updated MAP Rules.48 As noted above, 
FINRA stated that the changes to the 
Forms CMA and NMA are not new 
obligations but rather reflect rules 
already approved by the Commission, 
including those changes designed to 
harmonize the two forms. FINRA seeks 
waiver of the delay so that FINRA can 
implement the proposed rule change on 
September 14, 2020, consistent with the 
effective date for the amendments to the 
MAP rules.49 The Commission agrees 
that the proposed rule changes would 

not impose new obligations on broker- 
dealers and associated persons but 
rather are designed to help FINRA 
implement rules that the Commission 
previously approved.50 The 
Commission believes that waiving the 
30-day operative delay would help 
eliminate confusion by providing 
updated forms to reflect current 
requirements to firms and associated 
persons to use starting on the effective 
date of the previously approved MAP 
rules. In addition, waiving the delay 
would help FINRA to begin collecting 
the information designed to be captured 
by the new MAP rules starting on their 
effective date. For these reasons, the 
Commission believes that waiver of the 
30-day operative delay is consistent 
with the protection of investors and the 
public interest. Accordingly, the 
Commission hereby waives the 30-day 
operative delay and designates the 
proposal operative upon filing.51 

At any time within 60 days of the 
filing of the proposed rule change, the 
Commission summarily may 
temporarily suspend such rule change if 
it appears to the Commission that such 
action is necessary or appropriate in the 
public interest, for the protection of 
investors, or otherwise in furtherance of 
the purposes of the Act. If the 
Commission takes such action, the 
Commission shall institute proceedings 
to determine whether the proposed rule 
should be approved or disapproved. 

IV. Solicitation of Comments 
Interested persons are invited to 

submit written data, views and 
arguments concerning the foregoing, 
including whether the proposed rule 
change is consistent with the Act. 
Comments may be submitted by any of 
the following methods: 

Electronic Comments 
• Use the Commission’s internet 

comment form (http://www.sec.gov/ 
rules/sro.shtml); or 

• Send an email to rule-comments@
sec.gov. Please include File Number SR– 
FINRA–2020–028 on the subject line. 

Paper Comments 
• Send paper comments in triplicate 

to Secretary, Securities and Exchange 
Commission, 100 F Street NE, 
Washington, DC 20549–1090. 
All submissions should refer to File 
Number SR–FINRA–2020–028. This file 
number should be included on the 
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52 17 CFR 200.30–3(a)(12). 
1 15 U.S.C. 78s(b)(1). 
2 15 U.S.C. 78a. 
3 17 CFR 240.19b–4. 

4 See https://www.miaxoptions.com/sites/default/ 
files/press_release-files/MIAX_Press_Release_
08182020.pdf. 

5 15 U.S.C. 78f(b). 
6 15 U.S.C. 78f(b)(5). 

subject line if email is used. To help the 
Commission process and review your 
comments more efficiently, please use 
only one method. The Commission will 
post all comments on the Commission’s 
internet website (http://www.sec.gov/ 
rules/sro.shtml). Copies of the 
submission, all subsequent 
amendments, all written statements 
with respect to the proposed rule 
change that are filed with the 
Commission, and all written 
communications relating to the 
proposed rule change between the 
Commission and any person, other than 
those that may be withheld from the 
public in accordance with the 
provisions of 5 U.S.C. 552, will be 
available for website viewing and 
printing in the Commission’s Public 
Reference Room, 100 F Street, NE, 
Washington, DC 20549, on official 
business days between the hours of 10 
a.m. and 3 p.m. Copies of such filing 
also will be available for inspection and 
copying at the principal office of 
FINRA. All comments received will be 
posted without change. Persons 
submitting comments are cautioned that 
we do not redact or edit personal 
identifying information from comment 
submissions. You should submit only 
information that you wish to make 
available publicly. All submissions 
should refer to File Number SR–FINRA– 
2020–028 and should be submitted on 
or before October 9, 2020. 

For the Commission, by the Division of 
Trading and Markets, pursuant to delegated 
authority.52 
J. Matthew DeLesDernier, 
Assistant Secretary. 
[FR Doc. 2020–20615 Filed 9–17–20; 8:45 am] 

BILLING CODE 8011–01–P 

SECURITIES AND EXCHANGE 
COMMISSION 

[Release No. 34–89865; File No. SR– 
NYSECHX–2020–27] 

Self-Regulatory Organizations; NYSE 
Chicago, Inc.; Notice of Filing and 
Immediate Effectiveness of Proposed 
Rule Change To Amend Rule 7.37 To 
Update the Exchange’s Source of Data 
Feeds From MIAX PEARL, LLC 

September 14, 2020. 
Pursuant to Section 19(b)(1) 1 of the 

Securities Exchange Act of 1934 (the 
‘‘Act’’) 2 and Rule 19b–4 thereunder,3 
notice is hereby given that on 
September 3, 2020, the NYSE Chicago, 

Inc. (‘‘NYSE Chicago’’ or the 
‘‘Exchange’’) filed with the Securities 
and Exchange Commission (the 
‘‘Commission’’) the proposed rule 
change as described in Items I and II 
below, which Items have been prepared 
by the self-regulatory organization. The 
Commission is publishing this notice to 
solicit comments on the proposed rule 
change from interested persons. 

I. Self-Regulatory Organization’s 
Statement of the Terms of Substance of 
the Proposed Rule Change 

The Exchange proposes to amend 
Rule 7.37 to update the Exchange’s 
source of data feeds from MIAX PEARL, 
LLC (‘‘MIAX PEARL’’) for purposes of 
order handling, order execution, order 
routing, and regulatory compliance. The 
proposed rule change is available on the 
Exchange’s website at www.nyse.com, at 
the principal office of the Exchange, and 
at the Commission’s Public Reference 
Room. 

II. Self-Regulatory Organization’s 
Statement of the Purpose of, and 
Statutory Basis for, the Proposed Rule 
Change 

In its filing with the Commission, the 
self-regulatory organization included 
statements concerning the purpose of, 
and basis for, the proposed rule change 
and discussed any comments it received 
on the proposed rule change. The text 
of those statements may be examined at 
the places specified in Item IV below. 
The Exchange has prepared summaries, 
set forth in sections A, B, and C below, 
of the most significant parts of such 
statements. 

A. Self-Regulatory Organization’s 
Statement of the Purpose of, and the 
Statutory Basis for, the Proposed Rule 
Change 

1. Purpose 

The Exchange proposes to update and 
amend the use of data feeds table in 
Rule 7.37, which sets forth on a market- 
by-market basis the specific securities 
information processor (‘‘SIP’’) and 
proprietary data feeds that the Exchange 
utilizes for the handling, execution, and 
routing of orders, and for performing the 
regulatory compliance checks related to 
each of those functions. Specifically, the 
Exchange proposes to amend the table 
in Rule 7.37(d) to specify that, with 
respect to MIAX PEARL, the Exchange 
will receive the SIP feed as its primary 
source of data for order handling, order 
execution, order routing, and regulatory 
compliance. The Exchange will not have 
a secondary source for data from MIAX 
PEARL. 

The Exchange proposes that this 
proposed rule change would be 
operative on the day that MIAX PEARL 
launches operations as an equities 
exchange, which is currently expected 
on September 25, 2020.4 

2. Statutory Basis 
The proposed rule change is 

consistent with Section 6(b) of the Act,5 
in general, and furthers the objectives of 
Section 6(b)(5),6 in particular, because it 
is designed to prevent fraudulent and 
manipulative acts and practices, to 
promote just and equitable principles of 
trade, to foster cooperation and 
coordination with persons engaged in 
facilitating transactions in securities, to 
remove impediments to, and perfect the 
mechanism of, a free and open market 
and a national market system and, in 
general, to protect investors and the 
public interest. The Exchange believes 
its proposal to amend the table in Rule 
7.37(d) to update the data feed source 
for MIAX PEARL will ensure that Rule 
7.37 correctly identifies and publicly 
states on a market-by-market basis all of 
the specific SIP and proprietary data 
feeds that the Exchange utilizes for the 
handling, execution, and routing of 
orders, and for performing the 
regulatory compliance checks for each 
of those functions. The proposed rule 
change also removes impediments to 
and perfects the mechanism of a free 
and open market and protects investors 
and the public interest by providing 
additional specificity, clarity, and 
transparency in the Exchange’s rules. 

B. Self-Regulatory Organization’s 
Statement on Burden on Competition 

The Exchange does not believe that 
the proposed rule change will impose 
any burden on competition that is not 
necessary or appropriate in furtherance 
of the purposes of the Act. The 
proposed change is not designed to 
address any competitive issue, but 
rather would provide the public and 
market participants with up-to-date 
information about the data feeds the 
Exchange will use for the handling, 
execution, and routing of orders, as well 
as for regulatory compliance. 

C. Self-Regulatory Organization’s 
Statement on Comments on the 
Proposed Rule Change Received From 
Members, Participants, or Others 

No written comments were solicited 
or received with respect to the proposed 
rule change. 
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7 15 U.S.C. 78s(b)(3)(A). 
8 17 CFR 240.19b–4(f)(6). In addition, Rule 19b– 

4(f)(6)(iii) requires a self-regulatory organization to 
give the Commission written notice of its intent to 
file the proposed rule change, along with a brief 
description and text of the proposed rule change, 
at least five business days prior to the date of filing 
of the proposed rule change, or such shorter time 
as designated by the Commission. The Exchange 
has satisfied this requirement. 

9 17 CFR 240.19b–4(f)(6). 
10 17 CFR 240.19b–4(f)(6)(iii). 
11 For purposes only of waiving the 30-day 

operative delay, the Commission also has 
considered the proposed rule’s impact on 
efficiency, competition, and capital formation. See 
15 U.S.C. 78c(f). 12 17 CFR 200.30–3(a)(12). 

III. Date of Effectiveness of the 
Proposed Rule Change and Timing for 
Commission Action 

Because the foregoing proposed rule 
change does not: (i) Significantly affect 
the protection of investors or the public 
interest; (ii) impose any significant 
burden on competition; and (iii) become 
operative for 30 days from the date on 
which it was filed, or such shorter time 
as the Commission may designate, it has 
become effective pursuant to Section 
19(b)(3)(A) of the Act 7 and Rule 19b– 
4(f)(6) thereunder.8 

A proposed rule change filed 
pursuant to Rule 19b–4(f)(6) under the 
Act 9 normally does not become 
operative for 30 days after the date of its 
filing. However, Rule 19b–4(f)(6)(iii) 10 
permits the Commission to designate a 
shorter time if such action is consistent 
with the protection of investors and the 
public interest. The Exchange has asked 
the Commission to waive the 30-day 
operative delay so that the proposed 
rule change may become operative 
immediately. According to the 
Exchange, such waiver is consistent 
with the protection of investors and the 
public interest because MIAX PEARL is 
expected to begin operating as an 
equities exchange in fewer than 30 days, 
and waiver of the operative delay would 
allow the Exchange to immediately 
provide transparency in its rules 
regarding its source of MIAX PEARL 
data for order handling, order execution, 
order routing, and regulatory 
compliance. The Commission believes 
that waiving the 30-day operative delay 
is consistent with the protection of 
investors and the public interest, as 
doing so will ensure that the rule 
change becomes operative on or before 
the day that MIAX PEARL launches 
operations as an equities exchange, 
which is currently expected on 
September 25, 2020. Accordingly, the 
Commission hereby waives the 
operative delay and designates the 
proposed rule change operative upon 
filing.11 

At any time within 60 days of the 
filing of such proposed rule change, the 
Commission summarily may 
temporarily suspend such rule change if 
it appears to the Commission that such 
action is necessary or appropriate in the 
public interest, for the protection of 
investors, or otherwise in furtherance of 
the purposes of the Act. If the 
Commission takes such action, the 
Commission shall institute proceedings 
to determine whether the proposed rule 
change should be approved or 
disapproved. 

IV. Solicitation of Comments 
Interested persons are invited to 

submit written data, views, and 
arguments concerning the foregoing, 
including whether the proposed rule 
change is consistent with the Act. 
Comments may be submitted by any of 
the following methods: 

Electronic Comments 
• Use the Commission’s internet 

comment form (http://www.sec.gov/ 
rules/sro.shtml); or 

• Send an email to rule-comments@
sec.gov. Please include File Number SR– 
NYSECHX–2020–27 on the subject line. 

Paper Comments 
• Send paper comments in triplicate 

to Secretary, Securities and Exchange 
Commission, 100 F Street NE, 
Washington, DC 20549–1090. 
All submissions should refer to File 
Number SR–NYSECHX–2020–27. This 
file number should be included on the 
subject line if email is used. To help the 
Commission process and review your 
comments more efficiently, please use 
only one method. The Commission will 
post all comments on the Commission’s 
internet website (http://www.sec.gov/ 
rules/sro.shtml). Copies of the 
submission, all subsequent 
amendments, all written statements 
with respect to the proposed rule 
change that are filed with the 
Commission, and all written 
communications relating to the 
proposed rule change between the 
Commission and any person, other than 
those that may be withheld from the 
public in accordance with the 
provisions of 5 U.S.C. 552, will be 
available for website viewing and 
printing in the Commission’s Public 
Reference Room, 100 F Street, NE, 
Washington, DC 20549 on official 
business days between the hours of 
10:00 a.m. and 3:00 p.m. Copies of the 
filing also will be available for 
inspection and copying at the principal 
office of the Exchange. All comments 
received will be posted without change. 
Persons submitting comments are 

cautioned that we do not redact or edit 
personal identifying information from 
comment submissions. You should 
submit only information that you wish 
to make available publicly. All 
submissions should refer to File 
Number SR–NYSECHX–2020–27 and 
should be submitted on or before 
October 9, 2020. 

For the Commission, by the Division of 
Trading and Markets, pursuant to delegated 
authority.12 
J. Matthew DeLesDernier, 
Assistant Secretary. 

[FR Doc. 2020–20570 Filed 9–17–20; 8:45 am] 

BILLING CODE 8011–01–P 

SECURITIES AND EXCHANGE 
COMMISSION 

Sunshine Act Meetings 

TIME AND DATE: 2:00 p.m. on Wednesday, 
September 23, 2020. 
PLACE: The meeting will be held via 
remote means and/or at the 
Commission’s headquarters, 100 F 
Street NE, Washington, DC 20549. 
STATUS: This meeting will be closed to 
the public. 
MATTERS TO BE CONSIDERED: 
Commissioners, Counsel to the 
Commissioners, the Secretary to the 
Commission, and recording secretaries 
will attend the closed meeting. Certain 
staff members who have an interest in 
the matters also may be present. 

In the event that the time, date, or 
location of this meeting changes, an 
announcement of the change, along with 
the new time, date, and/or place of the 
meeting will be posted on the 
Commission’s website at https://
www.sec.gov. 

The General Counsel of the 
Commission, or his designee, has 
certified that, in his opinion, one or 
more of the exemptions set forth in 5 
U.S.C. 552b(c)(3), (5), (6), (7), (8), 9(B) 
and (10) and 17 CFR 200.402(a)(3), 
(a)(5), (a)(6), (a)(7), (a)(8), (a)(9)(ii) and 
(a)(10), permit consideration of the 
scheduled matters at the closed meeting. 

The subject matter of the closed 
meeting will consist of the following 
topic: 

Institution and settlement of 
injunctive actions; 

Institution and settlement of 
administrative proceedings; 

Resolution of litigation claims; and 
Other matters relating to enforcement 

proceedings. 
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1 15 U.S.C. 78s(b)(1). 
2 17 CFR 240.19b–4. 
3 15 U.S.C. 78s(b)(3)(A). 
4 17 CFR 240.19b–4(f)(6). 
5 Capitalized terms used but not defined herein 

have the meaning specified in the Rules. 

6 Regulation 648/2012 of the European Parliament 
and of the Council of 4 July 2012 on OTC 
derivatives, central counterparties and trade 
repositories. 

7 EMIR article 25(2b)(c)(i). 

8 Rule 106(c) permits the Clearing House to 
disclose certain confidential information in certain 
circumstances, including to a Regulatory Authority 
upon a lawful request therefrom or pursuant to 
Applicable Law. 

9 15 U.S.C. 78q–1. 
10 15 U.S.C. 78q–1(b)(3)(F). 

At times, changes in Commission 
priorities require alterations in the 
scheduling of meeting agenda items that 
may consist of adjudicatory, 
examination, litigation, or regulatory 
matters. 

CONTACT PERSON FOR MORE INFORMATION: 
For further information; please contact 
Vanessa A. Countryman from the Office 
of the Secretary at (202) 551–5400. 

Dated: September 16, 2020. 
Vanessa A. Countryman, 
Secretary. 
[FR Doc. 2020–20792 Filed 9–16–20; 4:15 pm] 

BILLING CODE 8011–01–P 

SECURITIES AND EXCHANGE 
COMMISSION 

[Release No. 34–89862; File No. SR–ICEEU– 
2020–012] 

Self-Regulatory Organizations; ICE 
Clear Europe Limited; Notice of Filing 
and Immediate Effectiveness of 
Proposed Rule Change Relating to 
Amendments to the Clearing Rules 
(the ‘‘Rules’’) 

September 14, 2020. 

Pursuant to Section 19(b)(1) of the 
Securities Exchange Act of 1934 
(‘‘Act’’),1 and Rule 19b–4 thereunder,2 
notice is hereby given that on 
September 11, 2020, ICE Clear Europe 
Limited (‘‘ICE Clear Europe’’ or the 
‘‘Clearing House’’) filed with the 
Securities and Exchange Commission 
(‘‘Commission’’) the proposed rule 
changes described in Items I, II, and III 
below, which Items have been prepared 
primarily by ICE Clear Europe. ICE Clear 
Europe filed the proposed rule change 
pursuant to Section 19(b)(3)(A) of the 
Act 3 and Rule 19b–4(f)(6) 4 thereunder, 
such that the proposed rule change was 
immediately effective upon filing with 
the Commission. The Commission is 
publishing this notice to solicit 
comments on the proposed rule change 
from interested persons. 

I. Clearing Agency’s Statement of the 
Terms of Substance of the Proposed 
Rule Change 

ICE Clear Europe proposes to make 
certain amendments to its Rules 5 in 
connection with its application to the 
European Securities and Markets 
Authority (‘‘ESMA’’) for recognition as a 

third country central counterparty 
(‘‘CCP’’). 

II. Clearing Agency’s Statement of the 
Purpose of, and Statutory Basis for, the 
Proposed Rule Change 

In its filing with the Commission, ICE 
Clear Europe included statements 
concerning the purpose of and basis for 
the proposed rule change and discussed 
any comments it received on the 
proposed rule change. The text of these 
statements may be examined at the 
places specified in Item IV below. ICE 
Clear Europe has prepared summaries, 
set forth in sections (A), (B), and (C) 
below, of the most significant aspects of 
such statements. 

(A) Clearing Agency’s Statement of the 
Purpose of, and Statutory Basis for, the 
Proposed Rule Change 

(a) Purpose 
ICE Clear Europe proposes to amend 

the definitions of ‘‘Applicable Law’’ and 
‘‘Regulatory Authority’’ set out in Rule 
101. The amendments are being made to 
clarify the scope of such definitions in 
the context of the application by ICE 
Clear Europe to ESMA for recognition as 
a third country CCP under the European 
Market Infrastructure Regulation 
(EMIR).6 Such recognition will be 
necessary in order for ICE Clear Europe 
to continue to provide clearing services 
in the European Union following the 
exit of the United Kingdom from the 
European Union and the termination of 
certain transitional arrangements 
currently in effect under the UK 
European Union (Withdrawal) Act 2018. 
Termination of such transitional 
arrangements is currently expected to 
occur with effect from January 1, 2021. 

Specifically, the defined term 
‘‘Applicable Law’’ would be amended to 
include expressly any consent entered 
into by the Clearing House for the 
benefit or one or more Governmental 
Authorities. The term ‘‘Regulatory 
Authority,’’ which is defined as a 
Governmental Authority that exercise 
certain regulatory or supervisory 
functions, would be amended 
specifically to refer to ESMA, among 
other enumerated regulatory authorities. 
The amendments are intended to clarify 
that the term Applicable Law will 
include a consent required to be 
executed by the Clearing House in favor 
of ESMA under EMIR 7 in connection 
with the third country CCP application, 
pursuant to which ICE Clear Europe 

will, under certain circumstances set 
out in EMIR, provide ESMA on request 
with certain information and allow 
ESMA access to its business premises 
(the ‘‘Consent’’). The amendments will 
thereby clarify that the Consent, and the 
provision of information and access 
pursuant to the Consent, are consistent 
with the Rules. including Rule 106.8 

(b) Statutory Basis 
ICE Clear Europe believes that the 

changes described herein are consistent 
with the requirements of Section 17A of 
the Act 9 and the regulations thereunder 
applicable to it. Section 17A(b)(3)(F) of 
the Act 10 in particular requires, among 
other things, that the rules of the 
clearing agency be designed to promote 
the prompt and accurate clearance and 
settlement of securities transactions 
and, to the extent applicable, derivative 
agreements, contracts and transactions, 
to assure the safeguarding of securities 
and funds in the custody or control of 
the clearing agency or for which it is 
responsible and, in general, protect 
investors and the public interest. In 
order to continue to provide clearing 
services in the European Union 
(including to EU-based clearing 
members) following the United 
Kingdom’s withdrawal from the 
European Union and the termination of 
the UK–EU transitional arrangements 
currently in effect, ICE Clear Europe 
must obtain recognition from ESMA as 
a third country CCP under EMIR. One 
of the requirements under EMIR that 
will be applicable to ICE Clear Europe, 
as a third country CCP, is to enter into 
the Consent. ICE Clear Europe is 
proposing to amend the Rules to 
provide certainty that the Consent falls 
within the definition of Applicable Law 
and accordingly that the obligations of 
ICE Clear Europe thereunder are 
permissible under the Rules, including 
Rule 106(c). As a result, in ICE Clear 
Europe’s view, the amendments will 
facilitate approval of its application to 
ESMA for third country recognition and 
thereby permit it to continue to provide 
clearing services in the EU, and avoid 
the significant market disruption that 
could otherwise result. As such, the 
amendments are consistent with the 
continued prompt and accurate 
clearance and settlement of cleared 
transactions, the safeguarding of 
securities and funds in the custody or 
control of ICE Clear Europe or for which 
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11 15 U.S.C. 78q–1(b)(3)(F). 
12 17 CFR 240.17Ad–22(e)(1). 13 17 CFR 200.30–3(a)(12). 

it is responsible, and the protection of 
investors and the public interest, within 
the meaning of Section 17A(b)(3)(F) of 
the Act.11 

The amendments are also consistent 
with Rule 17Ad–22(e)(1), which 
requires in relevant part that a covered 
clearing agency have policies and 
procedures reasonably designed to 
‘‘provide for a well-founded, clear, 
transparent and enforceable legal basis 
for each aspect of its activities in all 
relevant jurisdictions.’’ 12 As noted 
above, the amendments would provide 
certainty that the terms of the Consent 
are permissible under the Rules, which 
in turn would facilitate approval of its 
application to ESMA for third country 
CCP status which is required in order 
for ICE Clear Europe to continue to offer 
clearing services in the European Union 
following the termination of UK–EU 
transitional measures. 

(B) Clearing Agency’s Statement on 
Burden on Competition 

ICE Clear Europe does not believe the 
proposed rule changes would have any 
impact, or impose any burden, on 
competition not necessary or 
appropriate in furtherance of the 
purpose of the Act. The amendments are 
limited to modifying certain defined 
terms in order to clarify that the 
Consent, and the related provision of 
certain required information, and 
required access, to ESMA as a regulatory 
authority under EMIR, is consistent 
with the Rules. To the extent the 
amendments affect Clearing Members or 
Sponsored Principals, they will apply 
consistently across all such persons. 
The amendments are also not expected 
to affect the cost of, or access to, 
clearing or affect the market for cleared 
derivatives generally. As a result, in ICE 
Clear Europe’s view, the amendments 
would not impose any burden on 
competition that is not necessary or 
appropriate in furtherance of the 
purposes of the Act. 

(C) Clearing Agency’s Statement on 
Comments on the Proposed Rule 
Change Received From Members, 
Participants or Others 

Written comments relating to the 
proposed rule changes have not been 
solicited or received. ICE Clear Europe 
will notify the Commission of any 
written comments received by ICE Clear 
Europe. 

III. Date of Effectiveness of the 
Proposed Rule Change and Timing for 
Commission Action 

Because the foregoing proposed rule 
change does not: 

(i) Significantly affect the protection 
of investors or the public interest; 

(ii) impose any significant burden on 
competition; and 

(iii) become operative for 30 days 
from the date on which it was filed, or 
such shorter time as the Commission 
may designate, it has become effective 
pursuant to Section 19(b)(3)(A) of the 
Act and Rule 19b–4(f)(6) thereunder. 

At any time within 60 days of the 
filing of the proposed rule change, the 
Commission summarily may 
temporarily suspend such rule change if 
it appears to the Commission that such 
action is necessary or appropriate in the 
public interest, for the protection of 
investors, or otherwise in furtherance of 
the purposes of the Act. 

IV. Solicitation of Comments 

Interested persons are invited to 
submit written data, views, and 
arguments concerning the foregoing, 
including whether the proposed rule 
change is consistent with the Act. 
Comments may be submitted by any of 
the following methods: 

Electronic Comments 

• Use the Commission’s internet 
comment form (http://www.sec.gov/ 
rules/sro.shtml) or 

• Send an email to rule-comments@
sec.gov. Please include File Number SR– 
ICEEU–2020–012 on the subject line. 

Paper Comments 

• Send paper comments in triplicate 
to Secretary, Securities and Exchange 
Commission, 100 F Street NE, 
Washington, DC 20549–1090. 
All submissions should refer to File 
Number SR–ICEEU–2020–012. This file 
number should be included on the 
subject line if email is used. To help the 
Commission process and review your 
comments more efficiently, please use 
only one method. The Commission will 
post all comments on the Commission’s 
internet website (http://www.sec.gov/ 
rules/sro.shtml). Copies of the 
submission, all subsequent 
amendments, all written statements 
with respect to the proposed rule 
change that are filed with the 
Commission, and all written 
communications relating to the 
proposed rule change between the 
Commission and any person, other than 
those that may be withheld from the 
public in accordance with the 
provisions of 5 U.S.C. 552, will be 

available for website viewing and 
printing in the Commission’s Public 
Reference Room, 100 F Street NE, 
Washington, DC 20549, on official 
business days between the hours of 
10:00 a.m. and 3:00 p.m. Copies of such 
filings will also be available for 
inspection and copying at the principal 
office of ICE Clear Europe and on ICE 
Clear Europe’s website at https://
www.theice.com/notices/ 
Notices.shtml?regulatoryFilings. 

All comments received will be posted 
without change. Persons submitting 
comments are cautioned that we do not 
redact or edit personal identifying 
information from comment submissions. 
You should submit only information 
that you wish to make available 
publicly. All submissions should refer 
to File Number SR–ICEEU–2020–012 
and should be submitted on or before 
October 9, 2020. 

For the Commission, by the Division of 
Trading and Markets, pursuant to delegated 
authority.13 
J. Matthew DeLesDernier, 
Assistant Secretary. 

[FR Doc. 2020–20569 Filed 9–17–20; 8:45 am] 

BILLING CODE 8011–01–P 

SECURITIES AND EXCHANGE 
COMMISSION 

[Investment Company Act Release No. 
34011; 812–15114] 

GSO Asset Management LLC and 
Blackstone Private Credit Fund 

September 14, 2020. 
AGENCY: Securities and Exchange 
Commission (‘‘Commission’’). 
ACTION: Notice. 

Notice of an application under 
Section 6(c) of the Investment Company 
Act of 1940 (the ‘‘Act’’) for an 
exemption from Sections 18(a)(2), 18(c), 
18(i) and Section 61(a) of the Act. 

Summary of Application: Applicants 
request an order to permit certain 
closed-end management investment 
companies that have elected to be 
regulated as business development 
companies (‘‘BDCs’’) to issue multiple 
classes of shares with varying sales 
loads and asset-based service and/or 
distribution fees. 

Applicants: GSO Asset Management, 
LLC (the ‘‘Current Investment Adviser’’) 
and Blackstone Private Credit Fund 
(‘‘BCRED’’). 
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1 Section 2(a)(48) of the Act defines a BDC to be 
any closed-end investment company that operates 
for the purpose of making investments in securities 
described in Sections 55(a)(1) through 55(a)(3) of 
the Act and makes available significant managerial 
assistance with respect to the issuers of such 
securities. 

2 For purposes of the requested order, ‘‘successor’’ 
is limited to any entity that results from a 
reorganization into another jurisdiction or a change 
in the type of a business organization. 

3 Any Fund relying on this relief in the future will 
do so in compliance with the terms and conditions 
of the application. 

4 Applicants are not requesting relief with respect 
to any Fund listed on a securities exchange. Any 
Fund which relies on the relief requested herein 
will cease relying on such relief upon the listing of 
any class of its Shares on a securities exchange. 

5 Any reference to FINRA Rule 2310 includes any 
successor or replacement rule that may be adopted 
by FINRA. 

6 See Shareholder Reports and Quarterly Portfolio 
Disclosure of Registered Management Investment 
Companies, Investment Co. Act Rel. No. 26372 (Feb. 
27, 2004) (adopting release). 

7 See Disclosure of Breakpoint Discounts by 
Mutual Funds, Investment Co. Act Rel. No. 26464 
(June 7, 2004) (adopting release). 

8 See Confirmation Requirements and Point of 
Sale Disclosure Requirements for Transactions in 
Certain Mutual Funds and Other Securities, and 
Other Confirmation Requirement Amendments, and 
Amendments to the Registration Form for Mutual 
Funds, Investment Co. Act Rel. No. 26341 (Jan. 29, 
2004) (proposing release). 

Filing Dates: The application was 
filed on March 26, 2020 and amended 
on July 28, 2020. 

Hearing or Notification of Hearing: An 
order granting the requested relief will 
be issued unless the Commission orders 
a hearing. Interested persons may 
request a hearing by writing to the 
Commission’s Secretary and serving 
applicants with a copy of the request, 
personally or by mail. Hearing requests 
should be received by the Commission 
by 5:30 p.m. on October 5, 2020, and 
should be accompanied by proof of 
service on the applicants, in the form of 
an affidavit, or, for lawyers, a certificate 
of service. Pursuant to Rule 0–5 under 
the Act, hearing requests should state 
the nature of the writer’s interest, any 
facts bearing upon the desirability of a 
hearing on the matter, the reason for the 
request, and the issues contested. 
Persons who wish to be notified of a 
hearing may request notification by 
writing to the Commission’s Secretary. 
ADDRESSES: Secretary, U.S. Securities 
and Exchange Commission, 100 F Street 
NE, Washington, DC 20549–1090; 
Applicants: Marisa J. Beeney, GSO 
Capital Partners LP, 345 Park Avenue, 
31st Floor, New York, NY 10154. 
FOR FURTHER INFORMATION CONTACT: 
Rochelle Plesset, Senior Counsel, or 
David Marcinkus, Branch Chief, at (202) 
551–6821 (Division of Investment 
Management, Chief Counsel’s Office). 
SUPPLEMENTARY INFORMATION: The 
following is a summary of the 
application. The complete application 
may be obtained via the Commission’s 
website by searching for the file 
number, or for an applicant using the 
Company name box, at http://
www.sec.gov/search/search.htm or by 
calling (202) 551–8090. 

Applicants’ Representations: 
1. The Current Investment Adviser is 

registered as an investment adviser 
under the Investment Advisers Act of 
1940 and will serve as investment 
adviser to BCRED. 

2. BCRED is a newly organized 
Delaware statutory trust that intends to 
operate as a non-diversified, closed-end 
management investment company that 
will elect to be regulated as a BDC under 
the Act.1 BCRED has not yet 
commenced operations or determined 
its investment objective and strategy. 

3. Applicants seek an order to permit 
BCRED and other Funds (defined below) 

to offer investors multiple classes of 
shares of beneficial interest (‘‘Shares’’) 
with varying sales loads and asset-based 
service and/or distribution fees. 

4. Applicants request that the order 
also apply to any continuously offered 
registered closed-end management 
investment company that elects to be 
regulated as a BDC that has been 
previously organized or that may be 
organized in the future for which the 
Current Investment Adviser or any 
entity controlling, controlled by, or 
under common control with the Current 
Investment Adviser, or any successor in 
interest to any such entity,2 acts as 
investment adviser and which operates 
as an interval fund pursuant to Rule 
23c–3 under the Act and/or periodically 
offers to repurchase its Shares pursuant 
to Rule 13e–4 under the Securities 
Exchange Act of 1934 (‘‘Exchange Act’’) 
and Section 23(c)(2) of the Act (each, a 
‘‘Future Fund’’ and together with 
BCRED, the ‘‘Funds’’).3 

5. As a BDC, each Fund will be 
organized as a closed-end investment 
company, but will offer its Shares 
continuously, similar to an open-end 
management investment company. 
Shares of the Funds will not be offered 
or traded in a secondary market and will 
not be listed on any securities exchange 
and do not trade on an over-the-counter 
system.4 

6. Each Fund is seeking the ability to 
offer multiple classes of Shares that may 
charge differing front-end sales loads, 
contingent deferred sales charges 
(‘‘CDSCs’’), an early withdrawal charge 
(‘‘Repurchase Fee’’), and/or annual 
asset-based service and/or distribution 
fees. Each class of Shares will comply 
with the provisions of Rule 2310 of the 
Financial Industry Regulatory 
Authority, Inc. (‘‘FINRA’’) Manual 
(‘‘FINRA Rule 2310’’).5 

7. Any Share of a Fund that is subject 
to asset-based service or distribution 
fees shall convert to a class with no 
asset based service or distribution fees 
upon such Share reaching the 
applicable sales charge cap determined 
in accordance with FINRA Rule 2310. 
Further, if a class of Shares were to be 

listed on an exchange in the future, all 
other then-existing classes of Shares of 
the listing Fund will be converted into 
the listed class, without the imposition 
of any sales load, fee or other charge. 

8. In order to provide a limited degree 
of liquidity to shareholders, Applicants 
state that each Fund may from time to 
time offer to repurchase Shares in 
accordance with the requirements of 
Rule 23c–3 under the Act and/or Rule 
13e–4 under the Exchange Act and 
Section 23(c)(2) of the Act. Applicants 
state further that repurchases of each 
Fund’s Shares will be made at such 
times, in such amounts and on such 
terms as may be determined by the 
applicable Fund’s board of trustees in 
its sole discretion. 

9. Each Fund will disclose in its 
prospectus the fees, expenses and other 
characteristics of each class of Shares 
offered for sale by the prospectus, as is 
required for open-end, multiple-class 
funds under Form N–1A. As if it were 
an open-end management investment 
company, each Fund will disclose fund 
expenses in shareholder reports,6 and 
disclose in its prospectus any 
arrangements that result in breakpoints 
in, or elimination of, sales loads.7 Each 
Fund will also comply with any 
requirements the Commission or FINRA 
may adopt regarding disclosure at the 
point of sale and in transaction 
confirmations about the costs and 
conflicts of interest arising out of the 
distribution of open-end management 
investment company shares, and 
regarding prospectus disclosure of sales 
loads and revenue sharing arrangements 
as if those requirements applied to the 
Fund.8 Each Fund will contractually 
require that any distributor of a Fund’s 
Shares comply with such requirements 
in connection with the distribution of 
such Fund’s shares. 

10. Distribution fees will be paid 
pursuant to a plan of distribution 
adopted by each Fund in compliance 
with Rules 12b–1 and 17d–3 under the 
Act, as if those rules applied to closed- 
end funds electing to be regulated as 
BDCs, with respect to a class (a 
‘‘Distribution Plan’’). 
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1 15 U.S.C. 78s(b)(1). 
2 17 CFR 240.19b–4. 

11. Each Fund will allocate all 
expenses incurred by it among the 
various classes of Shares based on the 
respective net assets of the Fund 
attributable to each such class, except 
that the net asset value and expenses of 
each class will reflect the expenses 
associated with the Distribution Plan of 
that class (if any), shareholder servicing 
fees attributable to a particular class 
(including transfer agency fees, if any) 
and any other incremental expenses of 
that class. Expenses of the Fund 
allocated to a particular class of the 
Fund’s Shares will be borne on a pro 
rata basis by each outstanding Share of 
that class. Applicants state that each 
Fund will comply with the provisions of 
Rule 18f-3 under the Act as if it were an 
open-end management investment 
company. 

12. Any Fund that imposes a CDSC 
will comply with the provisions of Rule 
6c–10 (except to the extent a Fund will 
comply with FINRA Rule 2310 rather 
than FINRA Rule 2341, as such rule may 
be amended (‘‘FINRA Rule 2341’’)), as if 
that rule applied to BDCs. With respect 
to any waiver of, scheduled variation in, 
or elimination of the CDSC, a Fund will 
comply with the requirements of Rule 
22d–1 under the Act as if the Fund were 
an open-end management investment 
company. Each Fund also will disclose 
CDSCs in accordance with the 
requirements of Form N–1A concerning 
CDSCs as if the Fund were an open-end 
management investment company. 

13. Funds may impose a Repurchase 
Fee at a rate no greater than 2% of the 
shareholder’s repurchase proceeds if the 
interval between the date of purchase of 
the Shares and the valuation date with 
respect to the repurchase of such Shares 
is less than a specified period. Any 
Repurchase Fee will apply equally to all 
shareholders of the applicable Fund, 
regardless of class, consistent with 
Section 18 of the Act and Rule 18f–3 
under the Act. To the extent a Fund 
determines to waive, impose scheduled 
variations of, or eliminate any 
Repurchase Fees, it will do so 
consistently with the requirements of 
Rule 22d–1 under the Act as if the 
Repurchase Fee were a CDSC and as if 
the Fund were an open-end investment 
company and the Fund’s waiver of, 
scheduled variation in, or elimination 
of, the Repurchase Fee will apply 
uniformly to all shareholders of the 
Fund. 

Applicants’ Legal Analysis: 

Multiple Classes of Shares 
1. Section 18(a)(2) of the Act provides 

that a closed-end investment company 
may not issue or sell a senior security 
that is a stock unless certain 

requirements are met. Applicants state 
that the creation of multiple classes of 
shares of the Funds may violate Section 
18(a)(2), which is made applicable to 
BDCs through Section 61(a) of the Act, 
because the Funds may not meet such 
requirements with respect to a class of 
shares that may be a senior security. 

2. Section 18(c) of the Act provides, 
in relevant part, that a closed-end 
investment company may not issue or 
sell any senior security if, immediately 
thereafter, the company has outstanding 
more than one class of senior security. 
Applicants state that the creation of 
multiple classes of Shares of the Funds 
may be prohibited by Section 18(c), 
which is made applicable to BDCs 
through Section 61(a) of the Act, as a 
class may have priority over another 
class as to payment of dividends 
because shareholders of different classes 
would pay different fees and expenses. 

3. Section 18(i) of the Act provides 
that each share of stock issued by a 
registered management investment 
company will be a voting stock and 
have equal voting rights with every 
other outstanding voting stock. 
Applicants state that multiple classes of 
shares of the Funds may violate Section 
18(i) of the Act, which is made 
applicable to BDCs through Section 
61(a) of the Act, because each class 
would be entitled to exclusive voting 
rights with respect to matters solely 
related to that class. 

4. Section 6(c) of the Act provides that 
the Commission may exempt any 
person, security or transaction or any 
class or classes of persons, securities or 
transactions from any provision of the 
Act, or from any rule or regulation 
under the Act, if and to the extent such 
exemption is necessary or appropriate 
in the public interest and consistent 
with the protection of investors and the 
purposes fairly intended by the policy 
and provisions of the Act. Applicants 
request an exemption under Section 6(c) 
from Sections 18(a)(2), 18(c) and 18(i) 
(which are made applicable to BDCs by 
Section 61(a) of the Act) to permit the 
Funds to issue multiple classes of 
Shares. 

5. Applicants submit that the 
proposed allocation of expenses relating 
to distribution and voting rights among 
multiple classes is equitable and will 
not discriminate against any group or 
class of shareholders. Applicants submit 
that the proposed arrangements would 
permit a Fund to facilitate the 
distribution of its Shares and provide 
investors with a broader choice of fee 
options. Applicants assert that the 
proposed BDC multiple class structure 
does not raise the concerns underlying 
Section 18 of the Act to any greater 

degree than open-end management 
investment companies’ multiple class 
structures that are permitted by Rule 
18f-3 under the Act. 

Applicants’ Condition: 
Applicants agree that any order 

granting the requested relief will be 
subject to the following condition: 

1. Each Fund will comply with the 
provisions of Rules 6c-10 (except to the 
extent a Fund will comply with FINRA 
Rule 2310 rather than FINRA Rule 
2341), 12b–1, 17d–3, 18f-3, 22d–1, and, 
where applicable, 11a–3 under the 1940 
Act, as amended from time to time, or 
any successor rules thereto, as if those 
rules applied to BDCs. In addition, each 
Fund will comply with FINRA Rule 
2310, as amended from time to time, or 
any successor rule thereto, and will 
make available to any distributor of a 
Fund’s shares all of the information 
necessary to permit the distributor to 
prepare client account statements in 
compliance with FINRA Rule 2231. 

For the Commission, by the Division of 
Investment Management, under delegated 
authority. 

J. Matthew DeLesDernier, 
Assistant Secretary. 
[FR Doc. 2020–20562 Filed 9–17–20; 8:45 am] 

BILLING CODE 8011–01–P 

SECURITIES AND EXCHANGE 
COMMISSION 

[Release No. 34–89860; File No. SR–BX– 
2020–025] 

Self-Regulatory Organizations; Nasdaq 
BX, Inc.; Notice of Filing and 
Immediate Effectiveness of Proposed 
Rule Change To Amend the 
Exchange’s Transaction Fees, at 
Equity 7, Section 118(a) 

September 14, 2020. 

Pursuant to Section 19(b)(1) of the 
Securities Exchange Act of 1934 
(‘‘Act’’),1 and Rule 19b–4 thereunder,2 
notice is hereby given that on 
September 1, 2020, Nasdaq BX, Inc. 
(‘‘BX’’ or ‘‘Exchange’’) filed with the 
Securities and Exchange Commission 
(‘‘SEC’’ or ‘‘Commission’’) the proposed 
rule change as described in Items I, II, 
and III, below, which Items have been 
prepared by the Exchange. The 
Commission is publishing this notice to 
solicit comments on the proposed rule 
change from interested persons. 
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3 15 U.S.C. 78f(b). 
4 15 U.S.C. 78f(b)(4) and (5). 

5 NetCoalition v. SEC, 615 F.3d 525, 539 (D.C. 
Cir. 2010) (quoting Securities Exchange Act Release 
No. 59039 (December 2, 2008), 73 FR 74770, 74782– 
83 (December 9, 2008) (SR–NYSEArca–2006–21)). 

6 Securities Exchange Act Release No. 51808 
(June 9, 2005), 70 FR 37496, 37499 (June 29, 2005) 
(‘‘Regulation NMS Adopting Release’’). 

7 See CBOE EDGA Fee Schedule, at https://
markets.cboe.com/us/equities/membership/fee_
schedule/edga/; NYSE National Fee Schedule, at 
https://www.nyse.com/publicdocs/nyse/regulation/ 
nyse/NYSE_National_Schedule_of_Fees.pdf. 

8 The Exchange perceives no regulatory, 
structural, or cost impediments to market 
participants shifting order flow away from it. In 
particular, the Exchange notes that these examples 
of shifts in liquidity and market share, along with 
many others, have occurred within the context of 
market participants’ existing duties of Best 
Execution and obligations under the Order 
Protection Rule under Regulation NMS. 

I. Self-Regulatory Organization’s 
Statement of the Terms of Substance of 
the Proposed Rule Change 

The Exchange proposes to amend the 
Exchange’s transaction fees, at Equity 7, 
Section 118(a), as described further 
below. The text of the proposed rule 
change is available on the Exchange’s 
website at https://
listingcenter.nasdaq.com/rulebook/bx/ 
rules, at the principal office of the 
Exchange, and at the Commission’s 
Public Reference Room. 

II. Self-Regulatory Organization’s 
Statement of the Purpose of, and 
Statutory Basis for, the Proposed Rule 
Change 

In its filing with the Commission, the 
Exchange included statements 
concerning the purpose of and basis for 
the proposed rule change and discussed 
any comments it received on the 
proposed rule change. The text of these 
statements may be examined at the 
places specified in Item IV below. The 
Exchange has prepared summaries, set 
forth in sections A, B, and C below, of 
the most significant aspects of such 
statements. 

A. Self-Regulatory Organization’s 
Statement of the Purpose of, and 
Statutory Basis for, the Proposed Rule 
Change 

1. Purpose 
The Exchange operates on the ‘‘taker- 

maker’’ model, whereby it generally 
pays credits to members that take 
liquidity and charges fees to members 
that provide liquidity. Currently, the 
Exchange has a schedule, at Equity 7, 
Section 118(a), which consists of several 
different credits that it provides for 
orders in securities priced at $1 or more 
per share that access liquidity on the 
Exchange and several different charges 
that it assesses for orders in such 
securities that add liquidity on the 
Exchange. 

Description of the Changes 
The Exchange proposes to revise its 

schedule of charges to add one new fee. 
Specifically, the Exchange proposes to 
charge a $0.0022 per share executed fee 
for displayed orders that add liquidity 
entered by a member that: (i) Adds 
liquidity equal to or exceeding 0.12% of 
total Consolidated Volume during a 
month; and (ii) adds at least 35% more 
liquidity, as a percentage of total 
Consolidated Volume during a month, 
than it did during August 2020. The 
proposed fee represents a discount 
relative to the standard $0.0030 per 
share executed charge for orders that 
provide liquidity to the Exchange, as 

well as a discount relative to the 
$0.0024–$0.0028 per share executed 
range of existing charges for displayed 
orders that add liquidity above certain 
threshold percentages of total 
Consolidated during a month. 
Accordingly, the Exchange believes that 
the proposed new fee will incentivize 
members to grow their existing level of 
liquidity adding activity on the 
Exchange, and in particular, to grow 
such levels relative to a baseline of such 
activity. In doing so, the Exchange 
intends to improve the overall quality 
and attractiveness of the Nasdaq BX 
market. 

Impact of the Changes 
Those participants that act as net 

adders of liquidity from the Exchange 
will benefit directly from the proposed 
fee. Other participants will also benefit 
from the new fee insofar as any ensuing 
increase in liquidity adding activity will 
improve the overall quality of the 
market. 

The Exchange notes that its proposal 
is not otherwise targeted at or expected 
to be limited in its applicability to a 
specific segment(s) of market 
participants nor will it apply differently 
to different types of market participants. 

2. Statutory Basis 
The Exchange believes that its 

proposal is consistent with Section 6(b) 
of the Act,3 in general, and furthers the 
objectives of Sections 6(b)(4) and 6(b)(5) 
of the Act,4 in particular, in that it 
provides for the equitable allocation of 
reasonable dues, fees and other charges 
among members and issuers and other 
persons using any facility, and is not 
designed to permit unfair 
discrimination between customers, 
issuers, brokers, or dealers. The 
proposal is also consistent with Section 
11A of the Act relating to the 
establishment of the national market 
system for securities. 

The Proposal Is Reasonable 
The Exchange’s proposed change to 

its schedule of charge is reasonable in 
several respects. As a threshold matter, 
the Exchange is subject to significant 
competitive forces in the market for 
equity securities transaction services 
that constrain its pricing determinations 
in that market. The fact that this market 
is competitive has long been recognized 
by the courts. In NetCoalition v. 
Securities and Exchange Commission, 
the D.C. Circuit stated as follows: ‘‘[n]o 
one disputes that competition for order 
flow is ‘fierce.’ . . . As the SEC 

explained, ‘[i]n the U.S. national market 
system, buyers and sellers of securities, 
and the broker-dealers that act as their 
order-routing agents, have a wide range 
of choices of where to route orders for 
execution’; [and] ‘no exchange can 
afford to take its market share 
percentages for granted’ because ‘no 
exchange possesses a monopoly, 
regulatory or otherwise, in the execution 
of order flow from broker dealers’. . . 
.’’ 5 

The Commission and the courts have 
repeatedly expressed their preference 
for competition over regulatory 
intervention in determining prices, 
products, and services in the securities 
markets. In Regulation NMS, while 
adopting a series of steps to improve the 
current market model, the Commission 
highlighted the importance of market 
forces in determining prices and SRO 
revenues and, also, recognized that 
current regulation of the market system 
‘‘has been remarkably successful in 
promoting market competition in its 
broader forms that are most important to 
investors and listed companies.’’ 6 

Numerous indicia demonstrate the 
competitive nature of this market. For 
example, clear substitutes to the 
Exchange exist in the market for equity 
security transaction services. The 
Exchange is only one of several equity 
venues to which market participants 
may direct their order flow, and it 
represents a small percentage of the 
overall market. It is also only one of 
several taker-maker exchanges. 
Competing equity exchanges offer 
similar tiered pricing structures to that 
of the Exchange, including schedules of 
rebates and fees that apply based upon 
members achieving certain volume 
thresholds.7 

Within this environment, market 
participants can freely and often do shift 
their order flow among the Exchange 
and competing venues in response to 
changes in their respective pricing 
schedules.8 Separately, the Exchange 
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9 See n. 7, supra. 

has provided the SEC staff with 
multiple examples of instances where 
pricing changes by BX and other 
exchanges have resulted in shifts in 
exchange market share. Within the 
foregoing context, the proposal 
represents a reasonable attempt by the 
Exchange to increase its liquidity and 
market share relative to its competitors. 

The Exchange has designed its 
proposed schedule of charges to provide 
increased overall incentives to members 
to increase their liquidity adding 
activity on the Exchange. An increase in 
liquidity adding activity on the 
Exchange will, in turn, improve the 
quality of the Nasdaq BX market and 
increase its attractiveness to existing 
and prospective participants. Generally, 
the proposed new charge will be 
comparable to, if not favorable to, those 
that its competitors provide.9 

The Exchange notes that those 
participants that are dissatisfied with 
the proposed charge are free to shift 
their order flow to competing venues 
that offer them lower fees. 

The Proposal Is an Equitable Allocation 
of Charges 

The Exchange believes its proposal 
will allocate its proposed new charge 
fairly among its market participants. It 
is equitable for the Exchange to charge 
a discounted fee to participants whose 
displayed orders add liquidity to the 
Exchange as a means of incentivizing 
increased liquidity adding activity on 
the Exchange as well as to tie the charge 
to the member engaging in a threshold 
volume of liquidity adding activity on 
the Exchange. An increase in liquidity 
adding activity on the Exchange will 
improve the quality of the Nasdaq BX 
market and increase its attractiveness to 
existing and prospective participants. 

Any participant that is dissatisfied 
with the proposed new charge is free to 
shift their order flow to competing 
venues that provide more favorable 
pricing or less stringent qualifying 
criteria. 

The Proposed Charge Is not Unfairly 
Discriminatory 

The Exchange believes that the 
proposal is not unfairly discriminatory. 
As an initial matter, the Exchange 
believes that nothing about its volume- 
based tiered pricing model is inherently 
unfair; instead, it is a rational pricing 
model that is well-established and 
ubiquitous in today’s economy among 
firms in various industries—from co- 
branded credit cards to grocery stores to 
cellular telephone data plans—that use 
it to reward the loyalty of their best 

customers that provide high levels of 
business activity and incent other 
customers to increase the extent of their 
business activity. It is also a pricing 
model that the Exchange and its 
competitors have long employed with 
the assent of the Commission. It is fair 
because it incentivizes customer activity 
that increases liquidity, enhances price 
discovery, and improves the overall 
quality of the equity markets. 

The Exchange intends for its proposal 
to improve market quality for all 
members on the Exchange and by 
extension attract more liquidity to the 
market, improving market wide quality 
and price discovery. Both net removers 
and net adders of liquidity to the 
Exchange stand to benefit directly from 
the proposed change. That is, to the 
extent that the proposed change 
increases liquidity adding activity on 
the Exchange, this will improve market 
quality and the attractiveness of the 
Nasdaq BX market, to the benefit of all 
existing and prospective participants. 

Moreover, any participant that is 
dissatisfied with the proposed new 
charge is free to shift their order flow to 
competing venues that provide more 
favorable pricing or less stringent 
qualifying criteria. 

B. Self-Regulatory Organization’s 
Statement on Burden on Competition 

The Exchange does not believe that 
the proposed rule change will impose 
any burden on competition not 
necessary or appropriate in furtherance 
of the purposes of the Act. 

Intramarket Competition 
The Exchange does not believe that its 

proposal will place any category of 
Exchange participant at a competitive 
disadvantage. As noted above, all 
members of the Exchange will benefit 
from any increase in market activity that 
the proposal effectuates. Members may 
grow or modify their businesses so that 
they can receive the discounted fee. 
Moreover, members are free to trade on 
other venues to the extent they believe 
that the fee charged is not attractive. As 
one can observe by looking at any 
market share chart, price competition 
between exchanges is fierce, with 
liquidity and market share moving 
freely between exchanges in reaction to 
fee and credit changes. The Exchange 
notes that the tier structure is consistent 
with broker-dealer fee practices as well 
as the other industries, as described 
above. 

Intermarket Competition 
Addressing whether the proposal 

could impose a burden on competition 
on other SROs that is not necessary or 

appropriate, the Exchange believes that 
its proposed modifications to its 
schedule of charges will not impose a 
burden on competition because the 
Exchange’s execution services are 
completely voluntary and subject to 
extensive competition both from a 
multitude of other live exchanges and 
off-exchange venues. The Exchange 
notes that it operates in a highly 
competitive market in which market 
participants can readily favor competing 
venues if they deem fee levels at a 
particular venue to be excessive, or 
rebate opportunities available at other 
venues to be more favorable. In such an 
environment, the Exchange must 
continually adjust its fees to remain 
competitive with other exchanges and 
with alternative trading systems that 
have been exempted from compliance 
with the statutory standards applicable 
to exchanges. Because competitors are 
free to modify their own fees in 
response, and because market 
participants may readily adjust their 
order routing practices, the Exchange 
believes that the degree to which fee 
changes in this market may impose any 
burden on competition is extremely 
limited. 

The proposed new charge is reflective 
of this competition because, as a 
threshold issue, the Exchange is a 
relatively small market so its ability to 
burden intermarket competition is 
limited. In this regard, even the largest 
U.S. equities exchange by volume has 
less than 17–18% market share, which 
in most markets could hardly be 
categorized as having enough market 
power to burden competition. Moreover, 
as noted above, price competition 
between exchanges is fierce, with 
liquidity and market share moving 
freely between exchanges in reaction to 
fee and credit changes. This is in 
addition to free flow of order flow to 
and among off-exchange venues which 
presently comprises approximately 44% 
of industry volume. 

The Exchange intends for the 
proposed change to its schedule of fees 
to increase member incentives to engage 
in the addition of liquidity to the 
Exchange. These changes are 
procompetitive and reflective of the 
Exchange’s efforts to make it an 
attractive and vibrant venue to market 
participants. 

In sum, if the changes proposed 
herein is unattractive to market 
participants, it is likely that the 
Exchange will lose market share as a 
result. Accordingly, the Exchange does 
not believe that the proposed change 
will impair the ability of members or 
competing order execution venues to 
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10 15 U.S.C. 78s(b)(3)(A)(ii). 11 17 CFR 200.30–3(a)(12). 

1 Persons interested in submitting an OFA must 
first file a formal expression of intent to file an 
offer, indicating the type of financial assistance they 
wish to provide (i.e., subsidy or purchase) and 
demonstrating that they are preliminarily 
financially responsible. See 49 CFR 1152.27(c)(2)(i). 

2 The Board will grant a stay if an informed 
decision on environmental issues (whether raised 
by a party or by the Board’s Office of Environmental 
Analysis (OEA) in its independent investigation) 
cannot be made before the exemption’s effective 
date. See Exemption of Out-of-Serv. Rail Lines, 5 
I.C.C.2d 377 (1989). Any request for a stay should 
be filed as soon as possible so that the Board may 
take appropriate action before the exemption’s 
effective date. 

3 Filing fees for OFAs and trail use requests can 
be found at 49 CFR 1002.2(f)(25) and (27), 
respectively. 

maintain their competitive standing in 
the financial markets. 

C. Self-Regulatory Organization’s 
Statement on Comments on the 
Proposed Rule Change Received From 
Members, Participants, or Others 

No written comments were either 
solicited or received. 

III. Date of Effectiveness of the 
Proposed Rule Change and Timing for 
Commission Action 

The foregoing rule change has become 
effective pursuant to Section 
19(b)(3)(A)(ii) of the Act.10 

At any time within 60 days of the 
filing of the proposed rule change, the 
Commission summarily may 
temporarily suspend such rule change if 
it appears to the Commission that such 
action is: (i) Necessary or appropriate in 
the public interest; (ii) for the protection 
of investors; or (iii) otherwise in 
furtherance of the purposes of the Act. 
If the Commission takes such action, the 
Commission shall institute proceedings 
to determine whether the proposed rule 
should be approved or disapproved. 

IV. Solicitation of Comments 
Interested persons are invited to 

submit written data, views, and 
arguments concerning the foregoing, 
including whether the proposed rule 
change is consistent with the Act. 
Comments may be submitted by any of 
the following methods: 

Electronic Comments 

• Use the Commission’s internet 
comment form (http://www.sec.gov/ 
rules/sro.shtml); or 

• Send an email to rule-comments@
sec.gov. Please include File Number SR– 
BX–2020–025 on the subject line. 

Paper Comments 

• Send paper comments in triplicate 
to Secretary, Securities and Exchange 
Commission, 100 F Street NE, 
Washington, DC 20549–1090. 
All submissions should refer to File 
Number SR–BX–2020–025. This file 
number should be included on the 
subject line if email is used. To help the 
Commission process and review your 
comments more efficiently, please use 
only one method. The Commission will 
post all comments on the Commission’s 
internet website (http://www.sec.gov/ 
rules/sro.shtml). Copies of the 
submission, all subsequent 
amendments, all written statements 
with respect to the proposed rule 
change that are filed with the 
Commission, and all written 

communications relating to the 
proposed rule change between the 
Commission and any person, other than 
those that may be withheld from the 
public in accordance with the 
provisions of 5 U.S.C. 552, will be 
available for website viewing and 
printing in the Commission’s Public 
Reference Room, 100 F Street NE, 
Washington, DC 20549, on official 
business days between the hours of 
10:00 a.m. and 3:00 p.m. Copies of the 
filing also will be available for 
inspection and copying at the principal 
office of the Exchange. All comments 
received will be posted without change. 
Persons submitting comments are 
cautioned that we do not redact or edit 
personal identifying information from 
comment submissions. You should 
submit only information that you wish 
to make available publicly. All 
submissions should refer to File 
Number SR–BX–2020–025 and should 
be submitted on or before October 9, 
2020. 

For the Commission, by the Division of 
Trading and Markets, pursuant to delegated 
authority.11 
J. Matthew DeLesDernier, 
Assistant Secretary. 
[FR Doc. 2020–20568 Filed 9–17–20; 8:45 am] 

BILLING CODE 8011–01–P 

SURFACE TRANSPORTATION BOARD 

[Docket No. AB 290 (Sub-No. 409X)] 

Norfolk Southern Railway Company— 
Abandonment Exemption—in the City 
of Clifton, Passaic County, NJ 

Norfolk Southern Railway Company 
(NSR) has filed a verified notice of 
exemption under 49 CFR part 1152 
subpart F—Exempt Abandonments to 
abandon an approximately 0.4-mile rail 
line extending from milepost IA 12.5 to 
milepost IA 12.9 in the City of Clifton 
in Passaic County, N.J. (the Line). The 
Line traverses U.S. Postal Service Zip 
Code 07011. 

NSR has certified that: (1) No local 
traffic has moved over the Line for at 
least two years; (2) no overhead traffic 
has moved over the Line for at least two 
years, and overhead traffic, if there were 
any, could be rerouted over other lines; 
(3) no formal complaint filed by a user 
of rail service on the Line (or by a state 
or local government entity acting on 
behalf of such user) regarding cessation 
of service over the Line either is 
pending with the Surface 
Transportation Board (Board) or with 
any U.S. District Court or has been 

decided in favor of complainant within 
the two-year period; and (4) the 
requirements at 49 CFR 1105.7 and 
1105.8 (notice of environmental and 
historic report), 49 CFR 1105.12 
(newspaper publication), and 49 CFR 
1152.50(d)(1) (notice to governmental 
agencies) have been met. 

Any employee of NSR adversely 
affected by the abandonment shall be 
protected under Oregon Short Line 
Railroad—Abandonment Portion 
Goshen Branch Between Firth & 
Ammon, in Bingham & Bonneville 
Counties, Idaho, 360 I.C.C. 91 (1979). To 
address whether this condition 
adequately protects affected employees, 
a petition for partial revocation under 
49 U.S.C. 10502(d) must be filed. 

Provided no formal expression of 
intent to file an offer of financial 
assistance (OFA) has been received,1 the 
exemption will be effective on October 
18, 2020, unless stayed pending 
reconsideration. Petitions to stay that do 
not involve environmental issues,2 
formal expressions of intent to file an 
OFA under 49 CFR 1152.27(c)(2), and 
interim trail use/rail banking requests 
under 49 CFR 1152.29 must be filed by 
September 28, 2020.3 Petitions to 
reopen or requests for public use 
conditions under 49 CFR 1152.28 must 
be filed by October 8, 2020, with the 
Surface Transportation Board, 395 E 
Street SW, Washington, DC 20423–0001. 

A copy of any petition filed with the 
Board should be sent to NSR’s 
representative, William A. Mullins, 
Baker & Miller PLLC, 2401 Pennsylvania 
Ave. NW, Suite 300, Washington, DC 
20037. 

If the verified notice contains false or 
misleading information, the exemption 
is void ab initio. 

NSR has filed a combined 
environmental and historic report that 
addresses the potential effects, if any, of 
the abandonment on the environment 
and historic resources. OEA will issue a 
Draft Environmental Assessment (Draft 
EA) by September 25, 2020. The Draft 
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EA will be available to interested 
persons on the Board’s website, by 
writing to OEA, or by calling OEA at 
(202) 245–0305. Assistance for the 
hearing impaired is available through 
the Federal Relay Service at (800) 877– 
8339. Comments on environmental and 
historic preservation matters must be 
filed within 15 days after the Draft EA 
becomes available to the public. 

Environmental, historic preservation, 
public use, or interim trail use/rail 
banking conditions will be imposed, 
where appropriate, in a subsequent 
decision. 

Pursuant to the provisions of 49 CFR 
1152.29(e)(2), NSR shall file a notice of 
consummation with the Board to signify 
that it has exercised the authority 
granted and fully abandoned the Line. If 
consummation has not been effected by 
NSR’s filing of a notice of 
consummation by September 18, 2021, 
and there are no legal or regulatory 
barriers to consummation, the authority 
to abandon will automatically expire. 

Board decisions and notices are 
available at www.stb.gov. 

Decided: September 14, 2020. 
By the Board, Allison C. Davis, Director, 

Office of Proceedings. 
Regena Smith-Bernard, 
Clearance Clerk. 
[FR Doc. 2020–20629 Filed 9–17–20; 8:45 am] 

BILLING CODE 4915–01–P 

DEPARTMENT OF TRANSPORTATION 

Federal Aviation Administration 

[Docket No. FAA–2020–0873; Notice of 
Availability Docket No. 20–AEA–17] 

Notice of Availability of the Final 
Environmental Assessment (Final EA)/ 
Finding of No Significant Impact 
(FONSI) and the Record of Decision 
(ROD) for the Teterboro Airport RNAV 
(GPS) RWY 19 Offset Arrival Procedure 

AGENCY: Federal Aviation 
Administration, (FAA), DOT. 
ACTION: Notice of availability. 

SUMMARY: The FAA, Eastern Service 
Center, is issuing this notice to advise 
the public of the availability of the Final 
Environmental Assessment (Final EA)/ 
Finding of No Significant Impact 
(FONSI) and the Record of Decision 
(ROD) for the Teterboro Airport RNAV 
(GPS) RWY 19 Offset arrival procedure. 
The Final EA/FONSI/ROD documents 
that the project is consistent with FAA 
Order 1050.1F, Environmental Impacts: 
Policies and Procedures and with 
existing national environmental policies 
and objectives set forth in Section 101 

of the National Environmental Policy 
Act of 1969. (NEPA), Council on 
Environmental Quality regulations, the 
requirements of Section 106 of the 
National Historic Preservation Act, and 
all other applicable special purpose 
laws. The project will not significantly 
affect the quality of the human 
environment or otherwise include any 
condition requiring consultation. 
SUPPLEMENTARY INFORMATION: The Final 
EA responds to agency and public 
comments received by the FAA and it 
updates the Draft EA, issued on 
December 23, 2019. The publication of 
the RNAV (GPS) RWY 19 Offset arrival 
procedure seeks to respond to a request 
from the Port Authority of New York 
and New Jersey by making available an 
alternative arrival procedure that 
overflies a less densely populated 
corridor while maintaining efficient 
operation of airspace around the 
Teterboro Airport. 

The Final EA/FONSI/ROD documents 
the FAA’s decision to implement the 
Proposed Action alternative as detailed 
in and supported by the Final EA. 

The Final EA and FONSI/ROD for the 
Teterboro Airport RNAV (GPS) RWY 19 
Offset arrival procedure are available at 
the following locations: 

(1) Online at https://www.faa.gov/air_
traffic/community_involvement/teb/. 

(2) Electronic Versions of the Final 
EA/FONSI/ROD have been sent to eight 
libraries in the vicinity of Teterboro 
Airport with a request to make the 
digital document available to patrons. A 
list of these libraries is available online 
at the website above and is shown 
below. The FAA recognizes that 
libraries may be closed due to the 
COVID–19 public health emergency 
and, therefore, availability through these 
libraries may be impacted. 

(3) If you are unable to access the 
Final EA/FONSI/ROD through one of 
these means, email Andrew.Pieroni@
faa.gov to request a copy of the 
document. 
Rochelle Park Free Public Library, 151 

W Passaic St, Rochelle Park, NJ 
Paramus Public Library, 116 E Century 

Rd, Paramus, NJ 
Sidney Silverman Library, 400 Paramus 

Rd, Paramus, NJ 
Township of Washington Public 

Library, 144 Woodfield Rd, Township 
of Washington, NJ 

Worth-Pinkham Memorial Library, 91 
Warren Avenue, Ho-Ho-Kus, NJ 

Lee Memorial Library, 500 W Crescent 
Ave, Allendale, NJ 

Ramsey Free Public Library, 30 Wyckoff 
Ave, Ramsey, NJ 

Upper Saddle River Public Library, 245 
Lake St, Upper Saddle River, NJ 

FOR FURTHER INFORMATION CONTACT: Mr. 
Andrew Pieroni, Federal Aviation 
Administration, Operations Support 
Group, Eastern Service Center, 1701 
Columbia Avenue, College Park, Georgia 
30337, (404) 305–5586. Additional 
information about the FAA’s actions 
and environmental review of this 
project is available at the following 
website: https://www.faa.gov/air_traffic/ 
community_involvement/teb/. 

Andrew Pieroni, 
EPS Operations Support Group, Eastern 
Service Center, Air Traffic Organization. 
[FR Doc. 2020–20583 Filed 9–17–20; 8:45 am] 

BILLING CODE 4910–13–P 

DEPARTMENT OF TRANSPORTATION 

Federal Highway Administration 

[Docket No. FHWA–2020–0013] 

Agency Information Collection 
Activities: Request for Comments on 
the Renewal of a Previously Approved 
Information Collection 

AGENCY: Federal Highway 
Administration (FHWA), DOT. 
ACTION: Notice and request for 
comments. 

SUMMARY: The FHWA invites public 
comments about our intention to request 
the Office of Management and Budget’s 
(OMB) approval for a new information 
collection, which is summarized below 
under Supplementary Information. We 
are required to publish this notice in the 
Federal Register by the Paperwork 
Reduction Act of 1995. 
DATES: Please submit comments by 
November 17, 2020. 
ADDRESSES: You may submit comments 
identified by DOT Docket ID 2020–0013 
by any of the following methods: 

website: For access to the docket to 
read background documents or 
comments received go to the Federal 
eRulemaking Portal: Go to http://
www.regulations.gov. Follow the online 
instructions for submitting comments. 

Fax: 1–202–493–2251. 
Mail: Docket Management Facility, 

U.S. Department of Transportation, 
West Building Ground Floor, Room 
W12–140, 1200 New Jersey Avenue SE, 
Washington, DC 20590–0001. 

Hand Delivery or Courier: U.S. 
Department of Transportation, West 
Building Ground Floor, Room W12–140, 
1200 New Jersey Avenue SE, 
Washington, DC 20590, between 9 a.m. 
and 5 p.m. ET, Monday through Friday, 
except Federal holidays. 
FOR FURTHER INFORMATION CONTACT: 
Christine Thorkildsen, 518–487–1186, 

VerDate Sep<11>2014 19:15 Sep 17, 2020 Jkt 250001 PO 00000 Frm 00089 Fmt 4703 Sfmt 4703 E:\FR\FM\18SEN1.SGM 18SEN1jb
el

l o
n 

D
S

K
JL

S
W

7X
2P

R
O

D
 w

ith
 N

O
T

IC
E

S

https://www.faa.gov/air_traffic/community_involvement/teb/
https://www.faa.gov/air_traffic/community_involvement/teb/
https://www.faa.gov/air_traffic/community_involvement/teb/
https://www.faa.gov/air_traffic/community_involvement/teb/
http://www.regulations.gov
http://www.regulations.gov
mailto:Andrew.Pieroni@faa.gov
mailto:Andrew.Pieroni@faa.gov
http://www.stb.gov


58420 Federal Register / Vol. 85, No. 182 / Friday, September 18, 2020 / Notices 

Office of Civil Rights, Federal Highway 
Administration, Department of 
Transportation, 1200 New Jersey Ave. 
SE, Washington, DC, between 9 a.m. and 
5 p.m., Monday through Friday, except 
Federal holidays. 
SUPPLEMENTARY INFORMATION: Title: 
Federal-Aid Highway Construction 
Equal Employment Opportunity. 

Background: Title 23, Part 140(a), 
requires the FHWA to ensure equal 
opportunity regarding contractors’ 
employment practices on Federal-aid 
highway projects. To carry out this 
requirement, the contractors must 
submit employment workforce data to 
the State Transportation Agencies 
(STAs) on all work being performed on 
Federal-aid contracts during all or any 
part of the last payroll period preceding 
the end of July. This report provides the 
employment workforce data on these 
contracts and includes the number of 
minorities, women, and non-minorities 
in specific highway construction job 
categories. This information is reported 
on Form PR–1391, Federal-Aid Highway 
Construction Contractors Summary of 
Employment Data. The statute also 
requires the STAs to submit a report to 
the FHWA summarizing the data 
entered on the PR–1391 forms. This 
summary data is provided on Form PR– 
1392, Federal-Aid Highway 
Construction Contractors Summary of 
Employment Data. The STAs and 
FHWA use this data to identify patterns 
and trends of employment in the 
highway construction industry, and to 
determine the adequacy and impact of 
the STA’s and FHWA’s contract 
compliance and on-the-job (OJT) 
training programs. The STAs use this 
information to monitor the contractors- 
employment and training of minorities 
and women in the traditional highway 
construction crafts. Additionally, the 
data is used by FHWA to provide 
summarization, trend analyses to 
Congress, DOT, and FHWA officials as 
well as others who request information 
relating to the Federal-aid highway 
construction EEO program. The 
information is also used in making 
decisions regarding resource allocation; 
program emphasis; marketing and 
promotion activities; training; and 
compliance efforts. 

Respondents: 11,077 annual 
respondents for form PR–1391, and 53 
STAs and Territory annual respondents 
for Form PR–1392that, total of 11,130. 

Frequency: Annually. 
Estimated Average Burden per 

Response: FHWA estimates it takes 30 
minutes for Federal-aid contractors to 
complete and submit Form PR–1391 
and 8 hours for STAs to complete and 
submit Form PR–1392. 

Estimated Total Amount Burden 
Hours: Form PR–1391- 5,539 hours per 
year; Form PR–1392- 416 hours per year, 
total of 5,955 hours annually. 

Public Comments Invited: You are 
asked to comment on any aspect of this 
information collection, including: (1) 
Whether the proposed collection is 
necessary for the FHWA’s performance; 
(2) the accuracy of the estimated 
burdens; (3) ways for the FHWA to 
enhance the quality, usefulness, and 
clarity of the collected information; and 
(4) ways that the burden could be 
minimized, including the use of 
electronic technology, without reducing 
the quality of the collected information. 
The agency will summarize and/or 
include your comments in the request 
for OMB’s clearance of this information 
collection. 

Authority: The Paperwork Reduction Act 
of 1995; 44 U.S.C. Chapter 35, as amended; 
and 49 CFR 1.48. 

Issued On: September 15, 2020. 
Michael Howell, 
Information Collections Officer. 
[FR Doc. 2020–20641 Filed 9–17–20; 8:45 am] 

BILLING CODE 4910–22–P 

DEPARTMENT OF TRANSPORTATION 

Federal Railroad Administration 

[Docket Number FRA–2020–0073] 

Petition for Waiver of Compliance 

Under part 211 of title 49 Code of 
Federal Regulations (CFR), this 
document provides the public notice 
that on September 2, 2020, the Virginia 
Museum of Transportation (VMTX) 
petitioned the Federal Railroad 
Administration (FRA) for a waiver of 
compliance from certain provisions of 
the Federal railroad safety regulations 
contained at 49 CFR part 230, Steam 
Locomotive Inspection and 
Maintenance Standards. FRA assigned 
the petition Docket Number FRA–2020– 
0073. 

VMTX is a non-profit organization 
based in Roanoke, Virginia. It maintains 
and operates steam locomotive No. 611, 
which was built in 1944 by the Norfolk 
& Western Roanoke Shops and is used 
for educational displays at various 
railroad museums and special trains 
operating mostly in the Mid-Atlantic 
region. VMTX seeks relief from 49 CFR 
230.41(a), General, with respect to the 5- 
year inspection interval for flexible 
staybolts with caps. Specifically, VMTX 
requests permission to perform the 5- 
year flexible staybolt inspection at the 7- 
year, 6-month interval. VMTX contends 
that due to few service days, extending 

the 5-year inspection for removing the 
caps will not increase safety risk or 
otherwise compromise public safety. 

A copy of the petition, as well as any 
written communications concerning the 
petition, is available for review online at 
www.regulations.gov. 

Interested parties are invited to 
participate in these proceedings by 
submitting written views, data, or 
comments. FRA does not anticipate 
scheduling a public hearing in 
connection with these proceedings since 
the facts do not appear to warrant a 
hearing. If any interested parties desire 
an opportunity for oral comment and a 
public hearing, they should notify FRA, 
in writing, before the end of the 
comment period and specify the basis 
for their request. 

All communications concerning these 
proceedings should identify the 
appropriate docket number and may be 
submitted by any of the following 
methods: 

• Website: http://
www.regulations.gov. Follow the online 
instructions for submitting comments. 

• Fax: 202–493–2251. 
• Mail: Docket Operations Facility, 

U.S. Department of Transportation 
(DOT), 1200 New Jersey Ave. SE, W12– 
140, Washington, DC 20590. 

• Hand Delivery: 1200 New Jersey 
Ave. SE, Room W12–140, Washington, 
DC 20590, between 9 a.m. and 5 p.m., 
Monday through Friday, except Federal 
Holidays. 

Communications received by 
November 2, 2020 will be considered by 
FRA before final action is taken. 
Comments received after that date will 
be considered if practicable. 

Anyone can search the electronic 
form of any written communications 
and comments received into any of our 
dockets by the name of the individual 
submitting the comment (or signing the 
document, if submitted on behalf of an 
association, business, labor union, etc.). 
Under 5 U.S.C. 553(c), DOT solicits 
comments from the public to better 
inform its processes. DOT posts these 
comments, without edit, including any 
personal information the commenter 
provides, to www.regulations.gov, as 
described in the system of records 
notice (DOT/ALL–14 FDMS), which can 
be reviewed at: https://
www.transportation.gov/privacy. See 
also https://www.regulations.gov/ 
privacyNotice for the privacy notice of 
regulations.gov. 

VerDate Sep<11>2014 19:15 Sep 17, 2020 Jkt 250001 PO 00000 Frm 00090 Fmt 4703 Sfmt 4703 E:\FR\FM\18SEN1.SGM 18SEN1jb
el

l o
n 

D
S

K
JL

S
W

7X
2P

R
O

D
 w

ith
 N

O
T

IC
E

S

https://www.regulations.gov/privacyNotice
https://www.regulations.gov/privacyNotice
https://www.transportation.gov/privacy
https://www.transportation.gov/privacy
http://www.regulations.gov
http://www.regulations.gov
http://www.regulations.gov
http://www.regulations.gov


58421 Federal Register / Vol. 85, No. 182 / Friday, September 18, 2020 / Notices 

Issued in Washington, DC. 
John Karl Alexy, 
Associate Administrator for Railroad Safety, 
Chief Safety Officer. 
[FR Doc. 2020–20643 Filed 9–17–20; 8:45 am] 

BILLING CODE 4910–06–P 

DEPARTMENT OF TRANSPORTATION 

Maritime Administration 

[Docket No. MARAD–2020–0124] 

Requested Administrative Waiver of 
the Coastwise Trade Laws: Vessel 
ALOHA (Motor Yacht); Invitation for 
Public Comments 

AGENCY: Maritime Administration, DOT. 
ACTION: Notice. 

SUMMARY: The Secretary of 
Transportation, as represented by the 
Maritime Administration (MARAD), is 
authorized to grant waivers of the U.S.- 
build requirements of the coastwise 
trade laws to allow the carriage of no 
more than twelve passengers for hire on 
vessels, which are three years old or 
more. A request for such a waiver has 
been received by MARAD. The vessel, 
and a brief description of the proposed 
service, is listed below. 
DATES: Submit comments on or before 
October 19, 2020. 
ADDRESSES: You may submit comments 
identified by DOT Docket Number 
MARAD–2020–0124 by any one of the 
following methods: 

• Federal eRulemaking Portal: Go to 
http://www.regulations.gov. Search 
MARAD–2020–0124 and follow the 
instructions for submitting comments. 

• Mail or Hand Delivery: Docket 
Management Facility is in the West 
Building, Ground Floor of the U.S. 
Department of Transportation. The 
Docket Management Facility location 
address is: U.S. Department of 
Transportation, MARAD–2020–0124, 
1200 New Jersey Avenue SE, West 
Building, Room W12–140, Washington, 
DC 20590, between 9 a.m. and 5 p.m., 
Monday through Friday, except on 
Federal holidays. 

Note: If you mail or hand-deliver your 
comments, we recommend that you 
include your name and a mailing 
address, an email address, or a 
telephone number in the body of your 
document so that we can contact you if 
we have questions regarding your 
submission. 

Instructions: All submissions received 
must include the agency name and 
specific docket number. All comments 
received will be posted without change 
to the docket at www.regulations.gov, 
including any personal information 

provided. For detailed instructions on 
submitting comments, see the section 
entitled Public Participation. 
FOR FURTHER INFORMATION CONTACT: 
Russell Haynes, U.S. Department of 
Transportation, Maritime 
Administration, 1200 New Jersey 
Avenue SE, Room W23–461, 
Washington, DC 20590. Telephone 202– 
366–3157, Email Russell.Haynes@
dot.gov. 

SUPPLEMENTARY INFORMATION: As 
described by the applicant the intended 
service of the vessel ALOHA is: 
—Intended Commercial use of Vessel: 

‘‘Private yacht charters’’ 
—Geographic Region Including Base of 

Operations: ‘‘California’’ (Base of 
Operations: Marina del Rey, CA) 

—Vessel Length and Type: 47’ Motor 
Yacht 

The complete application is available 
for review identified in the DOT docket 
as MARAD–2020–0124 at http://
www.regulations.gov. Interested parties 
may comment on the effect this action 
may have on U.S. vessel builders or 
businesses in the U.S. that use U.S.-flag 
vessels. If MARAD determines, in 
accordance with 46 U.S.C. 12121 and 
MARAD’s regulations at 46 CFR part 
388, that the issuance of the waiver will 
have an unduly adverse effect on a U.S.- 
vessel builder or a business that uses 
U.S.-flag vessels in that business, a 
waiver will not be granted. Comments 
should refer to the vessel name, state the 
commenter’s interest in the waiver 
application, and address the waiver 
criteria given in section 388.4 of 
MARAD’s regulations at 46 CFR part 
388. 

Public Participation 

How do I submit comments? 

Please submit your comments, 
including the attachments, following the 
instructions provided under the above 
heading entitled ADDRESSES. Be advised 
that it may take a few hours or even 
days for your comment to be reflected 
on the docket. In addition, your 
comments must be written in English. 
We encourage you to provide concise 
comments and you may attach 
additional documents as necessary. 
There is no limit on the length of the 
attachments. 

Where do I go to read public comments, 
and find supporting information? 

Go to the docket online at http://
www.regulations.gov., keyword search 
MARAD–2020–0124 or visit the Docket 
Management Facility (see ADDRESSES for 
hours of operation). We recommend that 
you periodically check the Docket for 

new submissions and supporting 
material. 

Will my comments be made available to 
the public? 

Yes. Be aware that your entire 
comment, including your personal 
identifying information, will be made 
publicly available. 

May I submit comments confidentially? 

If you wish to submit comments 
under a claim of confidentiality, you 
should submit three copies of your 
complete submission, including the 
information you claim to be confidential 
business information, to the Department 
of Transportation, Maritime 
Administration, Office of Legislation 
and Regulations, MAR–225, W24–220, 
1200 New Jersey Avenue SE, 
Washington, DC 20590. Include a cover 
letter setting forth with specificity the 
basis for any such claim and, if possible, 
a summary of your submission that can 
be made available to the public. 

Privacy Act 

In accordance with 5 U.S.C. 553(c), 
DOT solicits comments from the public 
to better inform its rulemaking process. 
DOT posts these comments, without 
edit, to www.regulations.gov, as 
described in the system of records 
notice, DOT/ALL–14 FDMS, accessible 
through www.dot.gov/privacy. To 
facilitate comment tracking and 
response, we encourage commenters to 
provide their name, or the name of their 
organization; however, submission of 
names is completely optional. Whether 
or not commenters identify themselves, 
all timely comments will be fully 
considered. If you wish to provide 
comments containing proprietary or 
confidential information, please contact 
the agency for alternate submission 
instructions. 

(Authority: 49 CFR 1.93(a), 46 U.S.C. 55103, 
46 U.S.C. 12121) 

* * * * * 

Dated: September 14, 2020. 

By Order of the Maritime Administrator. 

T. Mitchell Hudson, Jr., 
Secretary, Maritime Administration. 
[FR Doc. 2020–20564 Filed 9–17–20; 8:45 am] 

BILLING CODE 4910–81–P 
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DEPARTMENT OF TRANSPORTATION 

Maritime Administration 

[Docket No. MARAD–2020–0122] 

Requested Administrative Waiver of 
the Coastwise Trade Laws: Vessel 
VELOCE (Motor Yacht); Invitation for 
Public Comments 

AGENCY: Maritime Administration, DOT. 
ACTION: Notice. 

SUMMARY: The Secretary of 
Transportation, as represented by the 
Maritime Administration (MARAD), is 
authorized to grant waivers of the U.S.- 
build requirements of the coastwise 
trade laws to allow the carriage of no 
more than twelve passengers for hire on 
vessels, which are three years old or 
more. A request for such a waiver has 
been received by MARAD. The vessel, 
and a brief description of the proposed 
service, is listed below. 
DATES: Submit comments on or before 
October 19, 2020. 
ADDRESSES: You may submit comments 
identified by DOT Docket Number 
MARAD–2020–0122 by any one of the 
following methods: 

• Federal eRulemaking Portal: Go to 
http://www.regulations.gov. Search 
MARAD–2020–0122 and follow the 
instructions for submitting comments. 

• Mail or Hand Delivery: Docket 
Management Facility is in the West 
Building, Ground Floor of the U.S. 
Department of Transportation. The 
Docket Management Facility location 
address is: U.S. Department of 
Transportation, MARAD–2020–0122, 
1200 New Jersey Avenue SE, West 
Building, Room W12–140, Washington, 
DC 20590, between 9 a.m. and 5 p.m., 
Monday through Friday, except on 
Federal holidays. 

Note: If you mail or hand-deliver your 
comments, we recommend that you 
include your name and a mailing 
address, an email address, or a 
telephone number in the body of your 
document so that we can contact you if 
we have questions regarding your 
submission. 

Instructions: All submissions received 
must include the agency name and 
specific docket number. All comments 
received will be posted without change 
to the docket at www.regulations.gov, 
including any personal information 
provided. For detailed instructions on 
submitting comments, see the section 
entitled Public Participation. 
FOR FURTHER INFORMATION CONTACT: 
Russell Haynes, U.S. Department of 
Transportation, Maritime 
Administration, 1200 New Jersey 

Avenue SE, Room W23–461, 
Washington, DC 20590. Telephone 202– 
366–3157, Email Russell.Haynes@
dot.gov. 
SUPPLEMENTARY INFORMATION: As 
described by the applicant the intended 
service of the vessel VELOCE is: 
—Intended Commercial use of Vessel: 

‘‘Private Vessel Charters, Passengers 
Only’’ 

—Geographic Region Including Base of 
Operations: ‘‘Maine, New Hampshire, 
Massachusetts, Rhode Island, 
Connecticut, New York (excluding 
waters in New York Harbor), New 
Jersey, Pennsylvania, Delaware, 
Maryland, Virginia, North Carolina, 
South Carolina, Georgia, Eastern 
Florida, California, Oregon, 
Washington, and Alaska (excluding 
waters in Southeastern Alaska)’’ (Base 
of Operations: Marina del Rey, CA) 

—Vessel Length and Type: 86.7’ Motor 
—Yacht 

The complete application is available 
for review identified in the DOT docket 
as MARAD–2020–0122 at http://
www.regulations.gov. Interested parties 
may comment on the effect this action 
may have on U.S. vessel builders or 
businesses in the U.S. that use U.S.-flag 
vessels. If MARAD determines, in 
accordance with 46 U.S.C. 12121 and 
MARAD’s regulations at 46 CFR part 
388, that the issuance of the waiver will 
have an unduly adverse effect on a U.S.- 
vessel builder or a business that uses 
U.S.-flag vessels in that business, a 
waiver will not be granted. Comments 
should refer to the vessel name, state the 
commenter’s interest in the waiver 
application, and address the waiver 
criteria given in section 388.4 of 
MARAD’s regulations at 46 CFR part 
388. 

Public Participation 

How do I submit comments? 
Please submit your comments, 

including the attachments, following the 
instructions provided under the above 
heading entitled ADDRESSES. Be advised 
that it may take a few hours or even 
days for your comment to be reflected 
on the docket. In addition, your 
comments must be written in English. 
We encourage you to provide concise 
comments and you may attach 
additional documents as necessary. 
There is no limit on the length of the 
attachments. 

Where do I go to read public comments, 
and find supporting information? 

Go to the docket online at http://
www.regulations.gov., keyword search 
MARAD–2020–0122 or visit the Docket 
Management Facility (see ADDRESSES for 

hours of operation). We recommend that 
you periodically check the Docket for 
new submissions and supporting 
material. 

Will my comments be made available to 
the public? 

Yes. Be aware that your entire 
comment, including your personal 
identifying information, will be made 
publicly available. 

May I submit comments confidentially? 

If you wish to submit comments 
under a claim of confidentiality, you 
should submit three copies of your 
complete submission, including the 
information you claim to be confidential 
business information, to the Department 
of Transportation, Maritime 
Administration, Office of Legislation 
and Regulations, MAR–225, W24–220, 
1200 New Jersey Avenue SE, 
Washington, DC 20590. Include a cover 
letter setting forth with specificity the 
basis for any such claim and, if possible, 
a summary of your submission that can 
be made available to the public. 

Privacy Act 

In accordance with 5 U.S.C. 553(c), 
DOT solicits comments from the public 
to better inform its rulemaking process. 
DOT posts these comments, without 
edit, to www.regulations.gov, as 
described in the system of records 
notice, DOT/ALL–14 FDMS, accessible 
through www.dot.gov/privacy. To 
facilitate comment tracking and 
response, we encourage commenters to 
provide their name, or the name of their 
organization; however, submission of 
names is completely optional. Whether 
or not commenters identify themselves, 
all timely comments will be fully 
considered. If you wish to provide 
comments containing proprietary or 
confidential information, please contact 
the agency for alternate submission 
instructions. 

(Authority: 49 CFR 1.93(a), 46 U.S.C. 55103, 
46 U.S.C. 12121) 

Dated: September 14, 2020. 
By Order of the Maritime Administrator. 

T. Mitchell Hudson, Jr., 
Secretary, Maritime Administration. 
[FR Doc. 2020–20566 Filed 9–17–20; 8:45 am] 

BILLING CODE 4910–81–P 
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DEPARTMENT OF TRANSPORTATION 

Maritime Administration 

[Docket No. MARAD–2020–0123] 

Requested Administrative Waiver of 
the Coastwise Trade Laws: Vessel 
JAVA (Sailboat); Invitation for Public 
Comments 

AGENCY: Maritime Administration, DOT. 
ACTION: Notice. 

SUMMARY: The Secretary of 
Transportation, as represented by the 
Maritime Administration (MARAD), is 
authorized to grant waivers of the U.S.- 
build requirements of the coastwise 
trade laws to allow the carriage of no 
more than twelve passengers for hire on 
vessels, which are three years old or 
more. A request for such a waiver has 
been received by MARAD. The vessel, 
and a brief description of the proposed 
service, is listed below. 
DATES: Submit comments on or before 
October 19, 2020. 
ADDRESSES: You may submit comments 
identified by DOT Docket Number 
MARAD–2020–0123 by any one of the 
following methods: 

• Federal eRulemaking Portal: Go to 
http://www.regulations.gov. Search 
MARAD–2020–0123 and follow the 
instructions for submitting comments. 

• Mail or Hand Delivery: Docket 
Management Facility is in the West 
Building, Ground Floor of the U.S. 
Department of Transportation. The 
Docket Management Facility location 
address is: U.S. Department of 
Transportation, MARAD–2020–0123, 
1200 New Jersey Avenue SE, West 
Building, Room W12–140, Washington, 
DC 20590, between 9 a.m. and 5 p.m., 
Monday through Friday, except on 
Federal holidays. 

Note: If you mail or hand-deliver your 
comments, we recommend that you 
include your name and a mailing 
address, an email address, or a 
telephone number in the body of your 
document so that we can contact you if 
we have questions regarding your 
submission. 

Instructions: All submissions received 
must include the agency name and 
specific docket number. All comments 
received will be posted without change 
to the docket at www.regulations.gov, 
including any personal information 
provided. For detailed instructions on 
submitting comments, see the section 
entitled Public Participation. 
FOR FURTHER INFORMATION CONTACT: 
Russell Haynes, U.S. Department of 
Transportation, Maritime 
Administration, 1200 New Jersey 

Avenue SE, Room W23–461, 
Washington, DC 20590. Telephone 202– 
366–3157, Email Russell.Haynes@
dot.gov. 

SUPPLEMENTARY INFORMATION: As 
described by the applicant the intended 
service of the vessel JAVA is: 

—Intended Commercial Use of Vessel: 
‘‘Partial daytime sailing charters of no 
more than six paying passengers for 
2–3 hours each.’’ 

—Geographic Region Including Base of 
Operations: ‘‘Virginia, Chesapeake 
Bay’’ (Base of Operations: Hampton, 
VA) 

—Vessel Length and Type: 35.5’ 
Sailboat 

The complete application is available 
for review identified in the DOT docket 
as MARAD–2020–0123 at http://
www.regulations.gov. Interested parties 
may comment on the effect this action 
may have on U.S. vessel builders or 
businesses in the U.S. that use U.S.-flag 
vessels. If MARAD determines, in 
accordance with 46 U.S.C. 12121 and 
MARAD’s regulations at 46 CFR part 
388, that the issuance of the waiver will 
have an unduly adverse effect on a U.S.- 
vessel builder or a business that uses 
U.S.-flag vessels in that business, a 
waiver will not be granted. Comments 
should refer to the vessel name, state the 
commenter’s interest in the waiver 
application, and address the waiver 
criteria given in section 388.4 of 
MARAD’s regulations at 46 CFR part 
388. 

Public Participation 

How do I submit comments? 

Please submit your comments, 
including the attachments, following the 
instructions provided under the above 
heading entitled ADDRESSES. Be advised 
that it may take a few hours or even 
days for your comment to be reflected 
on the docket. In addition, your 
comments must be written in English. 
We encourage you to provide concise 
comments and you may attach 
additional documents as necessary. 
There is no limit on the length of the 
attachments. 

Where do I go to read public comments, 
and find supporting information? 

Go to the docket online at http://
www.regulations.gov., keyword search 
MARAD–2020–0123 or visit the Docket 
Management Facility (see ADDRESSES for 
hours of operation). We recommend that 
you periodically check the Docket for 
new submissions and supporting 
material. 

Will my comments be made available to 
the public? 

Yes. Be aware that your entire 
comment, including your personal 
identifying information, will be made 
publicly available. 

May I submit comments confidentially? 
If you wish to submit comments 

under a claim of confidentiality, you 
should submit three copies of your 
complete submission, including the 
information you claim to be confidential 
business information, to the Department 
of Transportation, Maritime 
Administration, Office of Legislation 
and Regulations, MAR–225, W24–220, 
1200 New Jersey Avenue SE, 
Washington, DC 20590. Include a cover 
letter setting forth with specificity the 
basis for any such claim and, if possible, 
a summary of your submission that can 
be made available to the public. 

Privacy Act 
In accordance with 5 U.S.C. 553(c), 

DOT solicits comments from the public 
to better inform its rulemaking process. 
DOT posts these comments, without 
edit, to www.regulations.gov, as 
described in the system of records 
notice, DOT/ALL–14 FDMS, accessible 
through www.dot.gov/privacy. To 
facilitate comment tracking and 
response, we encourage commenters to 
provide their name, or the name of their 
organization; however, submission of 
names is completely optional. Whether 
or not commenters identify themselves, 
all timely comments will be fully 
considered. If you wish to provide 
comments containing proprietary or 
confidential information, please contact 
the agency for alternate submission 
instructions. 
(Authority: 49 CFR 1.93(a), 46 U.S.C. 55103, 
46 U.S.C. 12121) 

Dated: September 14, 2020. 
By Order of the Maritime Administrator. 

T. Mitchell Hudson, Jr., 
Secretary, Maritime Administration. 
[FR Doc. 2020–20565 Filed 9–17–20; 8:45 am] 

BILLING CODE 4910–81–P 

DEPARTMENT OF TRANSPORTATION 

National Highway Traffic Safety 
Administration 

[Docket No. NHTSA–2020–0033; Notice 1] 

Mack Trucks Inc., Receipt of Petition 
for Decision of Inconsequential 
Noncompliance 

AGENCY: National Highway Traffic 
Safety Administration (NHTSA), 
Department of Transportation (DOT). 
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ACTION: Receipt of petition. 

SUMMARY: Mack Trucks Inc. (Mack 
Trucks) has determined that certain 
model year (MY) 2016 2020 Mack heavy 
duty motor vehicles do not fully comply 
with Federal Motor Vehicle Safety 
Standard (FMVSS) No. 101, Controls 
and Displays. Mack Trucks filed a 
noncompliance report dated October 9, 
2019, and later amended the report on 
May 29, 2020. Mack Trucks 
subsequently petitioned NHTSA for a 
decision that the subject noncompliance 
is inconsequential as it relates to motor 
vehicle safety on November 2, 2019, and 
later amended this petition on May 29, 
2020, and July 9, 2020. This notice 
announces receipt of Mack Trucks’ 
petition as amended. 
DATES: Send comments on or before 
October 19, 2020. 
ADDRESSES: Interested persons are 
invited to submit written data, views, 
and arguments on this petition. 
Comments must refer to the docket and 
notice number cited in the title of this 
notice and submitted by any of the 
following methods: 

• Mail: Send comments by mail 
addressed to the U.S. Department of 
Transportation, Docket Operations, M– 
30, West Building Ground Floor, Room 
W12–140, 1200 New Jersey Avenue SE, 
Washington, DC 20590. 

• Hand Delivery: Deliver comments 
by hand to the U.S. Department of 
Transportation, Docket Operations, M– 
30, West Building Ground Floor, Room 
W12–140, 1200 New Jersey Avenue SE, 
Washington, DC 20590. The Docket 
Section is open on weekdays from 10 
a.m. to 5 p.m. except for Federal 
holidays. 

• Electronically: Submit comments 
electronically by logging onto the 
Federal Docket Management System 
(FDMS) website at https://
www.regulations.gov/. Follow the online 
instructions for submitting comments. 

• Comments may also be faxed to 
(202) 493–2251. 

Comments must be written in the 
English language, and be no greater than 
15 pages in length, although there is no 
limit to the length of necessary 
attachments to the comments. If 
comments are submitted in hard copy 
form, please ensure that two copies are 
provided. If you wish to receive 
confirmation that comments you have 
submitted by mail were received, please 
enclose a stamped, self-addressed 
postcard with the comments. Note that 
all comments received will be posted 
without change to https://
www.regulations.gov, including any 
personal information provided. 

All comments and supporting 
materials received before the close of 
business on the closing date indicated 
above will be filed in the docket and 
will be considered. All comments and 
supporting materials received after the 
closing date will also be filed and will 
be considered to the fullest extent 
possible. 

When the petition is granted or 
denied, notice of the decision will also 
be published in the Federal Register 
pursuant to the authority indicated at 
the end of this notice. 

All comments, background 
documentation, and supporting 
materials submitted to the docket may 
be viewed by anyone at the address and 
times given above. The documents may 
also be viewed on the internet at https:// 
www.regulations.gov by following the 
online instructions for accessing the 
docket. The docket ID number for this 
petition is shown in the heading of this 
notice. 

DOT’s complete Privacy Act 
Statement is available for review in a 
Federal Register notice published on 
April 11, 2000 (65 FR 19477–78). 
SUPPLEMENTARY INFORMATION: 

I. Overview: Mack Trucks determined 
that certain MY 2016 2020 Mack heavy 
duty motor vehicles do not fully comply 
with the requirements of paragraph 
S5.2.1 of FMVSS No. 101, Controls and 
Displays (49 CFR 571.101). Mack Trucks 
filed a noncompliance report dated 
October 9, 2019, and later amended the 
report on May 29, 2020, pursuant to 49 
CFR part 573, Defect and 
Noncompliance Responsibility and 
Reports. Mack Trucks subsequently 
petitioned NHTSA on November 2, 
2019, and later amended the petition on 
May 29, 2020, and July 9, 2020, for an 
exemption from the notification and 
remedy requirements of 49 U.S.C. 
Chapter 301 on the basis that this 
noncompliance is inconsequential as it 
relates to motor vehicle safety, pursuant 
to 49 U.S.C. 30118(d) and 30120(h) and 
49 CFR part 556, Exemption for 
Inconsequential Defect or 
Noncompliance. 

This notice of receipt of Mack Trucks’ 
petition is published under 49 U.S.C. 
30118 and 30120 and does not represent 
any Agency decision or other exercise of 
judgment concerning the merits of the 
petition. 

II. Vehicles Involved: Approximately 
47,742 MY 2019–2020 Anthem, 
Pinnacle, and Granite model vehicles 
and MY 2016–2020 LR model vehicles 
manufactured between July 12, 2015, 
and October 3, 2019, are potentially 
involved. 

III. Noncompliance: Mack Trucks 
explains that the noncompliance is that 

the subject vehicles are equipped with 
certain controls that are not properly 
labeled with the appropriate symbols or 
words as required by paragraph S5.2.1, 
Table 1 of FMVSS No. 101. Specifically, 
in the Anthem, Pinnacle, Granite, and 
LR vehicles there is no identifier for the 
heating and air conditioning fan control 
and the incorrect identifier was used for 
the position side marker control. In the 
LR vehicles the master lighting switch 
control is not identified with the 
required symbol. 

IV. Rule Requirements: Paragraph 
S5.2.1 of FMVSS No. 101 includes the 
requirements relevant to this petition. 
Except for the Low Tire Pressure 
Telltale, each control, telltale, and 
indicator that is listed in column 1 of 
Table 1 or Table 2 must be identified by 
the symbol specified for it in column 2 
or the word or abbreviation specified for 
it in column 3 of Table 1 or Table 2. 

V. Summary of Mack Trucks’ Petition: 
The following views and arguments 
presented in this section, V. Summary 
of Mack Trucks’ Petition, are the views 
and arguments provided by Mack 
Trucks. They have not been evaluated 
by the Agency and do not reflect the 
views of the Agency. Mack Trucks 
described the subject noncompliance 
and stated their belief that the 
noncompliance is inconsequential as it 
relates to motor vehicle safety. 

In support of its petition, Mack 
Trucks submitted the following 
reasoning: 

1. For the heating and air 
conditioning fan control, the 
requirement specified that the control 
must be labeled with the fan symbol or 
the word ‘‘fan.’’ The required symbol or 
the word ‘‘fan’’ is not on the control. 
The rotary control has numbers 0 to 4 
and is located on the HVAC panel; 
therefore, it is obvious to the driver that 
the control is for the fan speed. The 
owner’s manual shows the control and 
informs that the control is the fan speed. 
Operation of the vehicles requires a 
Commercial Driver’s License (CDL); 
therefore, the driver will be a licensed 
professional driver. 

2. For the position side marker, end- 
outline marker, or identification or 
clearance lamps control, the control 
must be labeled with the required 
symbol or the words ‘‘Marker Lamps’’ or 
‘‘MK Lps.’’ The control uses a different 
symbol to identify the marker. The 
rotary control has a symbol that 
indicates that the position is for the 
parking lights. The position in the 
sequence makes it discernible to the 
driver. The owner’s manual shows the 
control and informs that the pictured 
symbol is for the marker lamps. 
Operation of the vehicle requires a CDL; 
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therefore, the driver will be a licensed 
professional. 

3. For the Master Lighting Control, the 
control must be labeled with the 
identified symbol or the word ‘‘lights.’’ 
The control is not identified with the 
symbol or the word. The control is a 
three-position toggle switch and 
includes the low beam headlight symbol 
and the parking light symbol and, 
therefore, is discernible to the driver. 
The owner’s manual includes 
information on the control and its 
purpose. Operation of the vehicles 
requires a CDL; therefore, the driver will 
be a licensed professional driver. 

4. Mack Trucks views these 
noncompliances as inconsequential to 
the safe operation of the vehicle. Mack 
Trucks states that there are no customer 
complaints, field reports, warranty 
claims, or accidents associated with 
these noncompliances. 

5. Class 7 & 8 vehicles require that the 
driver have CDL to operate the vehicle. 

Mack Trucks concluded by expressing 
its belief that the subject noncompliance 
is inconsequential as it relates to motor 
vehicle safety and that its petition be 
exempted from providing notification of 
the noncompliance, as required by 49 
U.S.C. 30118, and a remedy for the 
noncompliance, as required by 49 
U.S.C. 30120, should be granted. 

NHTSA notes that the statutory 
provisions (49 U.S.C. 30118(d) and 
30120(h)) that permit manufacturers to 
file petitions for a determination of 
inconsequentiality allow NHTSA to 
exempt manufacturers only from the 
duties found in sections 30118 and 
30120, respectively, to notify owners, 
purchasers, and dealers of a defect or 
noncompliance and to remedy the 
defect or noncompliance. Therefore, any 
decision on this petition only applies to 
the subject vehicles that Mack Trucks 
no longer controlled at the time it 
determined that the noncompliance 
existed. However, any decision on this 
petition does not relieve vehicle 
distributors and dealers of the 
prohibitions on the sale, offer for sale, 
or introduction or delivery for 
introduction into interstate commerce of 
the noncompliant vehicles under their 
control after Mack Trucks notified them 
that the subject noncompliance existed. 

(Authority: 49 U.S.C. 30118, 30120: 
delegations of authority at 49 CFR 1.95 and 
501.8). 

Otto G. Matheke III, 
Director, Office of Vehicle Safety Compliance. 
[FR Doc. 2020–20660 Filed 9–17–20; 8:45 am] 

BILLING CODE 4910–59–P 

DEPARTMENT OF TRANSPORTATION 

National Highway Traffic Safety 
Administration 

[Docket No. NHTSA–2020–0065; Notice 1] 

Mercedes-Benz USA, LLC, Receipt of 
Petition for Decision of 
Inconsequential Noncompliance 

AGENCY: National Highway Traffic 
Safety Administration (NHTSA), 
Department of Transportation (DOT). 
ACTION: Receipt of petition. 

SUMMARY: Mercedes-Benz AG 
(‘‘MBAG’’) and Mercedes-Benz USA, 
LLC, (‘‘MBUSA’’) (collectively, 
‘‘Mercedes-Benz’’) have determined that 
certain model year (MY) 2020 Mercedes- 
Benz CLA 250 motor vehicles do not 
fully comply with Federal Motor 
Vehicle Safety Standard (FMVSS) No. 
111, Rear Visibility. Mercedes-Benz 
filed a noncompliance report dated May 
11, 2020. Mercedes-Benz subsequently 
petitioned NHTSA on June 3, 2020, for 
a decision that the subject 
noncompliance is inconsequential as it 
relates to motor vehicle safety. This 
notice announces receipt of Mercedes- 
Benz’s petition. 
DATES: Send comments on or before 
October 19, 2020. 
ADDRESSES: Interested persons are 
invited to submit written data, views, 
and arguments on this petition. 
Comments must refer to the docket and 
notice number cited in the title of this 
notice and submitted by any of the 
following methods: 

• Mail: Send comments by mail 
addressed to the U.S. Department of 
Transportation, Docket Operations, M– 
30, West Building Ground Floor, Room 
W12–140, 1200 New Jersey Avenue SE, 
Washington, DC 20590. 

• Hand Delivery: Deliver comments 
by hand to the U.S. Department of 
Transportation, Docket Operations, M– 
30, West Building Ground Floor, Room 
W12–140, 1200 New Jersey Avenue SE, 
Washington, DC 20590. The Docket 
Section is open on weekdays from 10 
a.m. to 5 p.m. except for Federal 
holidays. 

• Electronically: Submit comments 
electronically by logging onto the 
Federal Docket Management System 
(FDMS) website at https://
www.regulations.gov/. Follow the online 
instructions for submitting comments. 

• Comments may also be faxed to 
(202) 493–2251. 

Comments must be written in the 
English language, and be no greater than 
15 pages in length, although there is no 
limit to the length of necessary 

attachments to the comments. If 
comments are submitted in hard copy 
form, please ensure that two copies are 
provided. If you wish to receive 
confirmation that comments you have 
submitted by mail were received, please 
enclose a stamped, self-addressed 
postcard with the comments. Note that 
all comments received will be posted 
without change to https://
www.regulations.gov, including any 
personal information provided. 

All comments and supporting 
materials received before the close of 
business on the closing date indicated 
above will be filed in the docket and 
will be considered. All comments and 
supporting materials received after the 
closing date will also be filed and will 
be considered to the fullest extent 
possible. 

When the petition is granted or 
denied, notice of the decision will also 
be published in the Federal Register 
pursuant to the authority indicated at 
the end of this notice. 

All comments, background 
documentation, and supporting 
materials submitted to the docket may 
be viewed by anyone at the address and 
times given above. The documents may 
also be viewed on the internet at https:// 
www.regulations.gov by following the 
online instructions for accessing the 
docket. The docket ID number for this 
petition is shown in the heading of this 
notice. 

DOT’s complete Privacy Act 
Statement is available for review in a 
Federal Register notice published on 
April 11, 2000 (65 FR 19477–78). 
SUPPLEMENTARY INFORMATION: 

I. Overview: Mercedes-Benz has 
determined that certain MY 2020 
Mercedes-Benz CLA 250 motor vehicles 
do not fully comply with the 
requirements of paragraph S.5.5.1 of 
FMVSS No. 111, Rear Visibility (49 CFR 
571.111). Mercedes-Benz filed a 
noncompliance report dated May 11, 
2020, pursuant to 49 CFR part 573, 
Defect and Noncompliance 
Responsibility and Reports. Mercedes- 
Benz subsequently petitioned NHTSA 
on June 3, 2020, for an exemption from 
the notification and remedy 
requirements of 49 U.S.C. Chapter 301 
on the basis that this noncompliance is 
inconsequential as it relates to motor 
vehicle safety, pursuant to 49 U.S.C. 
30118(d) and 30120(h) and 49 CFR part 
556, Exemption for Inconsequential 
Defect or Noncompliance. 

This notice of receipt of Mercedes- 
Benz’s petition is published under 49 
U.S.C. 30118 and 30120 and does not 
represent any Agency decision or other 
exercise of judgment concerning the 
merits of the petition. 
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II. Vehicles Involved: Approximately 
155 MY 2020 Mercedes-Benz CLA 250 
vehicles manufactured between June 19, 
2019, and August 21, 2019, are 
potentially involved. 

III. Noncompliance: Mercedes-Benz 
explains that the noncompliance is that 
the rearview camera displays in the 
subject vehicles do not fully meet the 
field of view requirements outlined in 
paragraph S5.5.1 of FMVSS No. 111. 
Specifically, the warning message text 
box slightly obscures a portion of the 
top of the rear middle test object (Object 
B). 

IV. Rule Requirements: Paragraph 
S5.5.1 of FMVSS No. 111 includes the 
requirements relevant to this petition. 
When tested in accordance with the 
procedures in S14.1, the rearview image 
shall include: (a) A minimum of a 150- 
mm wide portion along the 
circumference of each test object located 
at positions F and G specified in 
S14.1.4; and (b) the full width and 
height of each test object located at 
positions A through E specified in 
S14.1.4. 

V. Summary of Mercedes-Benz’s 
Petition: The following views and 
arguments presented in this section, V. 
Summary of Mercedes-Benz’s Petition, 
are the views and arguments provided 
by Mercedes-Benz. They have not been 
evaluated by the Agency and do not 
reflect the views of the Agency. 
Mercedes-Benz described the subject 
noncompliance and stated their belief 
that the noncompliance is 
inconsequential as it relates to motor 
vehicle safety. 

In support of its petition, Mercedes- 
Benz submitted the following reasoning: 

1. When the subject vehicles are 
placed in reverse, a driver alert message 
appears on the in-vehicle display to 
remind drivers to pay attention to their 
surroundings. A deviation in the 
software received from the supplier 
caused the pitch of the rearview camera 
image not to meet MBAG’s 
specification, so that when the driver 
alert message appears, the black border 
that surrounds the message box slightly 
covers a portion of the top of the rear 
middle test object (Test Object B). When 
the text box is displayed, approximately 
10 percent of the extreme top of Test 
Object B is covered by the border. 
However, the remaining 90 percent of 
the test object is displayed without 
issue. None of the other test objects is 
affected by this condition, and the 
rearview camera display otherwise 
functions as intended. 

2. MBAG corrected the issue in 
production in early September 2019, 
and through its technical investigation 
of the issue found that 155 vehicles in 

the United States market contain the 
affected software. On May 4, 2020, 
MBAG determined that a 
noncompliance existed with the 
requirements of FMVSS 111, S5.5.1 
pertaining to the rearview camera field 
of view. Mercedes-Benz submitted its 
initial Noncompliance Information 
Report on May 11, 2020, and submitted 
an amended report on May 18, 2020, to 
include information identifying the 
affected components. See NHTSA Recall 
20V–265, attached. Mercedes-Benz is 
not aware of any reports or complaints 
about the issue from the field. 

3. The subject vehicles display a 
driver alert message that appears when 
the driver places the vehicle in Reverse 
and reminds drivers to pay attention to 
their surroundings when backing up the 
vehicle. The warning message remains 
on the screen the entire time the vehicle 
is in the Reverse position and 
automatically extinguishes at the end of 
the backing event (when the vehicle is 
moved to a position other than Reverse). 
In the subject vehicles, when the alert 
message appears, the black border that 
surrounds the box partially obscures the 
extreme top portion of Test Object B. As 
a result, the rear middle test object does 
not meet the full field of view 
requirements. Despite the manner in 
which the text box displays, the 
condition does not pose an increased 
safety risk because a person behind the 
vehicle, including a small child, would 
still be visible by the driver. The 
objective of the FMVSS No. 111 field of 
view requirements, to ensure that 
persons located at the rear of the vehicle 
remain visible to the driver, continues 
to be met despite the variation in the 
software. 

4. The overarching objective of 
FMVSS No. 111 is to mitigate against 
the potential for accidents or injuries 
due to striking persons, including 
children, located at the rear of the 
vehicle. The rearview camera provisions 
contain a field of view requirement for 
the zone behind the vehicle and are met 
by displaying certain height and width 
parameters of the designated test objects 
when tested in accordance with the test 
procedure set out in the standard. See 
FMVSS No. 111, paragraph S5.5.1. The 
provision, in relevant part, states: 

Field of view. When tested in 
accordance with the procedures in 
S14.1, the rearview image shall include: 
(a) A minimum of a 150-mm wide 
portion along the circumference of each 
test object located at positions F and G 
specified in S14.1.4; and (b) The full 
width and height of each test object 
located at positions A through E 
specified in S14.1.4. 

5. The Agency previously considered 
the safety benefits related to the use of 
overlays such as text-based alert 
messages, guidance markers, and other 
indicators on rear camera visibility 
systems during the development of the 
FMVSS No. 111 rulemaking. While 
NHTSA recognized the inherent safety 
benefit of these features, the concerns it 
raised about the appropriate use of 
overlays was specific. NHTSA carefully 
considered whether and how to regulate 
the use of overlays in order to mitigate 
against a specific type of concern, the 
potential for overlays to create blind 
spots in the rearview image that could 
obscure or mask small objects or 
persons at the rear of the vehicle, 
particularly children. See 79 FR 19178 
(April 7, 2014). 

6. Ultimately, NHTSA declined to 
mandate specific performance criteria 
related to the use of overlays, largely 
due to a lack of practical means of 
testing the wide variations of overlay 
use and design without additional 
research. Instead, the Agency 
considered the field of view 
requirements to have been met as long 
as they did not cover any of the required 
portions of the test objects if activated 
automatically or if the overlay was 
manually activated by the driver. In 
doing so, NHTSA recognized the 
‘‘decision not to regulate overlays does 
not relieve manufacturers from 
designing their system overlays so as to 
afford their customers a reasonable 
ability to see the required field of view.’’ 
Id. at 19211 (emphasis added). 

7. Given the background regarding the 
very specific type of concern related to 
the use of overlays, the subject vehicles 
do not create an increased safety risk. 
The portion of Test Object B that is 
affected by the software issue is limited 
to the extreme top edge of the test 
object. The border of the text box covers 
approximately 10 percent of the top 
edge of Test Object B. The full height of 
the test object when displayed on the 
screen is 800 mm. The uppermost 
portion of the test object is 150 mm. 
When the alert message appears on the 
in-vehicle display, the border obscures 
approximately half of the 150 mm strip 
of the text object, or 75 mm. 

8. Despite the manner in which the 
alert message displays, the system still 
operates to provide the driver an ability 
to fully and safely see the required field 
of view. The key concern related to the 
use of overlays raised by the Agency in 
the FMVSS No. 111 final rule was the 
potential for the overlay to prevent the 
driver from seeing a child or small 
person located at the rear of the vehicle. 
That concern does not manifest in this 
instance. The border obscures only the 
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upper edge of the test object. The 
remaining 90 percent of the lower 
portion of the test object remains fully 
visible and the driver is still able to 
recognize a person or child present 
behind the vehicle. Because only the 
extreme upper edge of the test object is 
affected by the software deviation, none 
of the Agency’s concerns related to 
covering or obscuring the image of a 
person behind the vehicle with an 
overlay occurs. 

Mercedes-Benz concluded by 
expressing the belief that the subject 
noncompliance is inconsequential as it 
relates to motor vehicle safety, and that 
its petition to be exempted from 
providing notification of the 
noncompliance, as required by 49 
U.S.C. 30118, and a remedy for the 
noncompliance, as required by 49 
U.S.C. 30120, should be granted. 

NHTSA notes that the statutory 
provisions (49 U.S.C. 30118(d) and 
30120(h)) that permit manufacturers to 
file petitions for a determination of 
inconsequentiality allow NHTSA to 
exempt manufacturers only from the 
duties found in sections 30118 and 
30120, respectively, to notify owners, 
purchasers, and dealers of a defect or 
noncompliance and to remedy the 
defect or noncompliance. Therefore, any 
decision on this petition only applies to 
the subject vehicles that Mercedes-Benz 
no longer controlled at the time it 
determined that the noncompliance 
existed. However, any decision on this 
petition does not relieve vehicle 
distributors and dealers of the 
prohibitions on the sale, offer for sale, 
or introduction or delivery for 
introduction into interstate commerce of 
the noncompliant vehicles under their 
control after Mercedes-Benz notified 
them that the subject noncompliance 
existed. 
(Authority: 49 U.S.C. 30118, 30120: 
delegations of authority at 49 CFR 1.95 and 
501.8). 

Otto G. Matheke III, 
Director, Office of Vehicle Safety Compliance. 
[FR Doc. 2020–20661 Filed 9–17–20; 8:45 am] 

BILLING CODE 4910–59–P 

DEPARTMENT OF THE TREASURY 

Office of Foreign Assets Control 

Notice of OFAC Sanctions Actions 

AGENCY: Office of Foreign Assets 
Control, Treasury. 
ACTION: Notice. 

SUMMARY: The Department of the 
Treasury’s Office of Foreign Assets 

Control (OFAC) is publishing the names 
of one or more persons that have been 
placed on OFAC’s Specially Designated 
Nationals and Blocked Persons List 
based on OFAC’s determination that one 
or more applicable legal criteria were 
satisfied. All property and interests in 
property subject to U.S. jurisdiction of 
these persons are blocked, and U.S. 
persons are generally prohibited from 
engaging in transactions with them. 
DATES: See Supplementary Information 
section for applicable date(s). 
FOR FURTHER INFORMATION CONTACT: 
OFAC: Associate Director for Global 
Targeting, tel.: 202–622–2420; Assistant 
Director for Sanctions Compliance & 
Evaluation, tel.: 202–622–2490; 
Assistant Director for Licensing, tel.: 
202–622–2480. 

SUPPLEMENTARY INFORMATION: 

Electronic Availability 

The Specially Designated Nationals 
and Blocked Persons List and additional 
information concerning OFAC sanctions 
programs are available on OFAC’s 
website (www.treas.gov/ofac). 

Notice of OFAC Action(s) 

On September 15, 2020, OFAC 
determined that the property and 
interests in property subject to U.S. 
jurisdiction of the following persons are 
blocked under the relevant sanctions 
authority listed below. 

Individual: 

1. JAMMEH, Zineb Souma Yahya (a.k.a. 
JAMMEH, Zeinab Zuma; a.k.a. JAMMEH, 
Zineb Yahya), Equatorial Guinea; DOB 05 Oct 
1977; POB Rabat, Morocco; nationality 
Equatorial Guinea; alt. nationality Morocco; 
Gender Female (individual) [GLOMAG]. 

Designated pursuant to section 
1(a)(iii)(A)(2) of Executive Order 13818 of 
December 20, 2017, ‘‘Blocking the Property of 
Persons Involved in Serious Human Rights 
Abuse or Corruption,’’ 82 FR 60839, 3 CFR, 
2018 Comp., p. 399, (E.O. 13818) for having 
materially assisted, sponsored, or provided 
financial, material, or technological support 
for, or goods or services to or in support of, 
YAHYA JAMMEH, a person whose property 
and interests in property are blocked 
pursuant to this Order. 

Entity: 

1. NABAH LTD, 7–10 Chandos Street, 
London W1G 9DQ, United Kingdom; 
Company Number 12146985 (United 
Kingdom) [GLOMAG] (Linked To: AL– 
CARDINAL, Ashraf Seed Ahmed). 

Designated pursuant to section 1(a)(iii)(B) 
of E.O. 13818 for being owned or controlled 
by, or to have acted or purported to act for 
or on behalf of, directly or indirectly, 
ASHRAF SEED AHMED AL–CARDINAL, a 
person whose property and interests in 
property are blocked pursuant to this Order. 

Dated: September 15, 2020. 
Andrea M. Gacki, 
Director, Office of Foreign Assets Control, 
U.S. Department of the Treasury. 
[FR Doc. 2020–20638 Filed 9–17–20; 8:45 am] 

BILLING CODE 4810–AL–P 

DEPARTMENT OF THE TREASURY 

Office of Foreign Assets Control 

Notice of OFAC Sanctions Action 

AGENCY: Office of Foreign Assets 
Control, Treasury. 
ACTION: Notice. 

SUMMARY: The U.S. Department of the 
Treasury’s Office of Foreign Assets 
Control (OFAC) is publishing the name 
of one or more persons that have been 
placed on OFAC’s Specially Designated 
Nationals and Blocked Persons List 
based on OFAC’s determination that one 
or more applicable legal criteria were 
satisfied. All property and interests in 
property subject to U.S. jurisdiction of 
this person are blocked, and U.S. 
persons are generally prohibited from 
engaging in transactions with them. 
DATES: See SUPPLEMENTARY INFORMATION 
section for applicable date(s). 
FOR FURTHER INFORMATION CONTACT: 
OFAC: Associate Director for Global 
Targeting, tel.: 202–622–2420; Assistant 
Director for Sanctions Compliance & 
Evaluation, tel.: 202–622–2490; 
Assistant Director for Licensing, tel.: 
202–622–2480. 
SUPPLEMENTARY INFORMATION: 

Electronic Availability 

The Specially Designated Nationals 
and Blocked Persons List and additional 
information concerning OFAC sanctions 
programs are available on OFAC’s 
website (www.treas.gov/ofac). 

Notice of OFAC Action(s) 

On September 15, 2020, OFAC 
determined that the property and 
interests in property subject to U.S. 
jurisdiction of the following person are 
blocked under the relevant sanctions 
authorities listed below. 

Entity 

1. UNION DEVELOPMENT GROUP CO., 
LTD. (a.k.a. UNION DEVELOPMENT 
GROUP), 12AB, Street 348, Sangkat Boeng 
Keng Kang III Khan Chamkar Mon, Phnom 
Penh, Cambodia; 11, 592, Phum 13 Boeng 
Kak Pir Tuol Kouk, Phnom Penh 12152, 
Cambodia; Tax ID No. L001–100119212 
(Cambodia) [GLOMAG]. 

Designated pursuant to section 
1(a)(ii)(B)(1) of Executive Order 13818 of 
December 20, 2017, ‘‘Blocking the Property of 
Persons Involved in Serious Human Rights 
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Abuse or Corruption,’’ 82 FR 60839, 3 CFR, 
2018 Comp., p. 399, (E.O. 13818) for being a 
foreign person who is a current or former 
government official, or a person acting for or 
on behalf of such an official, who is 
responsible for or complicit in, or has 
directly or indirectly engaged in, corruption, 
including the misappropriation of state 
assets, the expropriation of private assets for 
personal gain, corruption related to contracts 
or the extraction of natural resources, or 
bribery. 

Dated: September 15, 2020. 
Andrea M. Gacki, 
Director, Office of Foreign Assets Control, 
U.S. Department of the Treasury. 
[FR Doc. 2020–20639 Filed 9–17–20; 8:45 am] 

BILLING CODE 4810–AL–P 

DEPARTMENT OF THE TREASURY 

Internal Revenue Service 

Proposed Collection; Comment 
Request for Forms: 8653, 8654, 14204, 
13715, 13206 and 14310 

AGENCY: Internal Revenue Service (IRS), 
Treasury. 
ACTION: Notice and request for 
comments. 

SUMMARY: The Internal Revenue Service, 
as part of its continuing effort to reduce 
paperwork and respondent burden, 
invites the general public and other 
Federal agencies to take this 
opportunity to comment on information 
collections, as required by the 
Paperwork Reduction Act of 1995. The 
IRS is soliciting comments concerning 
the VITA/TCE Volunteer Program. 
DATES: Written comments should be 
received on or before November 17, 
2020 to be assured of consideration. 
ADDRESSES: Direct all written comments 
to Paul Adams, Internal Revenue 
Service, Room 6526, 1111 Constitution 
Avenue NW, Washington, DC 20224. 
Requests for additional information or 
copies of the form and instructions 
should be directed to Sara Covington, at 
Internal Revenue Service, Room 6526, 
1111 Constitution Avenue NW, 
Washington, DC 20224, or at (737) 800– 
6149 or through the internet at 
Sara.L.Covington@irs.gov. 
SUPPLEMENTARY INFORMATION:

Title: VITA/TCE Volunteer Program. 
OMB Number: 1545–2222. 
Form Numbers: 8653, 8654, 14204, 

13715, 13206 and 14310. 
Abstract: The Internal Revenue 

Service offers free assistance with tax 
return preparation and tax counseling 
using specially trained volunteers. The 
Volunteer Income Tax Assistance 
(VITA) and Tax Counseling for the 
Elderly (TCE) programs assist seniors 

and individuals with low to moderate 
incomes, those with disabilities, and 
those for whom English is a second 
language. 

Current Actions: There is a change in 
the paperwork burden previously 
approved by OMB. The agency has 
requested to reinstate Form 14310 to 
this collection and has updated the form 
to meet 508 compliance. The 
information on the form can only be 
submitted to the IRS at https://
www.irs.gov/individuals/irs-tax- 
volunteers. This process is part of Link 
and Learn (a self-paced e-learning for 
the Volunteer Income Tax Assistance 
and Tax Counseling for the Elderly 
(VITA/TCE) program). 

Type of Review: Revision of a 
currently approved collection. 

Affected Public: Individuals and 
Households. 

Estimated Number of Respondents: 
47,300. 

Estimated Average Time Per 
Respondent: 21 minutes. 

Estimate Total Annual Burden Hours: 
16,134. 

The following paragraph applies to all 
of the collections of information covered 
by this notice: 

An agency may not conduct or 
sponsor, and a person is not required to 
respond to, a collection of information 
unless the collection of information 
displays a valid OMB control number. 

Books or records relating to a 
collection of information must be 
retained as long as their contents may 
become material in the administration 
of any internal revenue law. Generally, 
tax returns and tax return information 
are confidential, as required by 26 
U.S.C. 6103. 

Request for Comments: Comments 
submitted in response to this notice will 
be summarized and/or included in the 
request for OMB approval. All 
comments will become a matter of 
public record. Comments are invited on: 
(a) Whether the collection of 
information is necessary for the proper 
performance of the functions of the 
agency, including whether the 
information shall have practical utility; 
(b) the accuracy of the agency’s estimate 
of the burden of the collection of 
information; (c) ways to enhance the 
quality, utility, and clarity of the 
information to be collected; (d) ways to 
minimize the burden of the collection of 
information on respondents, including 
through the use of automated collection 
techniques or other forms of information 
technology; and (e) estimates of capital 
or start-up costs and costs of operation, 
maintenance, and purchase of services 
to provide information. 

Approved: September 15, 2020. 
Sara L. Covington, 
IRS Tax Analyst. 
[FR Doc. 2020–20674 Filed 9–17–20; 8:45 am] 

BILLING CODE 4830–01–P 

DEPARTMENT OF THE TREASURY 

United States Mint 

Pricing for Bronze Medals and Bronze 
Medal Presentation Cases 

AGENCY: United States Mint, Department 
of the Treasury. 
ACTION: Notice. 

SUMMARY: The United States Mint is 
changing the prices of Bronze Medals 
and Bronze Medal Presentation Cases, 
effective January 1, 2021. 
Large Bronze Medals ............... $160.00 
Small Bronze Medals (1 5/16- 

inch and 1.5-inch) ................ 20.00 
Large Medal Presentation Case 35.00 
Small Medal Presentation 

Case (for 1 5/16-inch and 
1.5-inch) ............................... 15.00 

FOR FURTHER INFORMATION CONTACT: Ann 
Bailey, Sales and Marketing; United 
States Mint; 801 9th Street NW; 
Washington, DC 20220; or call 202–354– 
7500. 

Authority: 31 U.S.C. 5111(a)(2), 31 U.S.C. 
5136. 

Eric Anderson, 
Executive Secretary, United States Mint. 
[FR Doc. 2020–20584 Filed 9–17–20; 8:45 am] 

BILLING CODE P 

DEPARTMENT OF VETERANS 
AFFAIRS 

[OMB Control No. 2900–0882] 

Agency Information Collection 
Activity: Chapter 31 Request for 
Assistance 

AGENCY: Veterans Benefits 
Administration, Department of Veterans 
Affairs. 
ACTION: Notice. 

SUMMARY: Veterans Benefits 
Administration, Department of Veterans 
Affairs (VA), is announcing an 
opportunity for public comment on the 
proposed collection of certain 
information by the agency. Under the 
Paperwork Reduction Act (PRA) of 
1995, Federal agencies are required to 
publish notice in the Federal Register 
concerning each proposed collection of 
information, including each proposed 
extension of a currently approved 
collection, and allow 60 days for public 
comment in response to the notice. 
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DATES: Written comments and 
recommendations on the proposed 
collection of information should be 
received on or before November 17, 
2020. 

ADDRESSES: Submit written comments 
on the collection of information through 
Federal Docket Management System 
(FDMS) at www.Regulations.gov or to 
Nancy J. Kessinger, Veterans Benefits 
Administration (20M33), Department of 
Veterans Affairs, 810 Vermont Avenue 
NW, Washington, DC 20420 or email to 
nancy.kessinger@va.gov. Please refer to 
‘‘OMB Control No. 2900–0882’’ in any 
correspondence. During the comment 
period, comments may be viewed online 
through FDMS. 
FOR FURTHER INFORMATION CONTACT: 
Danny S. Green at (202) 421–1354. 
SUPPLEMENTARY INFORMATION: Under the 
PRA of 1995, Federal agencies must 
obtain approval from the Office of 
Management and Budget (OMB) for each 

collection of information they conduct 
or sponsor. This request for comment is 
being made pursuant to Section 
3506(c)(2)(A) of the PRA. 

With respect to the following 
collection of information, VBA invites 
comments on: (1) Whether the proposed 
collection of information is necessary 
for the proper performance of VBA’s 
functions, including whether the 
information will have practical utility; 
(2) the accuracy of VBA’s estimate of the 
burden of the proposed collection of 
information; (3) ways to enhance the 
quality, utility, and clarity of the 
information to be collected; and (4) 
ways to minimize the burden of the 
collection of information on 
respondents, including through the use 
of automated collection techniques or 
the use of other forms of information 
technology. 

Authority: 38 U.S.C. 3100, 38 U.S.C. 501. 
Title: Chapter 31 Request for 

Assistance (VA Form 28–10212). 

OMB Control Number: 2900–0882. 
Type of Review: Extension of a 

currently approved collection. 
Abstract: VA Form 28–10212 is used 

by claimants to request specific services, 
supplies, and equipment to participate 
in their rehabilitation program under 
the provisions of 38 U.S.C. 3100. 

Affected Public: Individuals and 
households. 

Estimated Annual Burden: 83.33 
hours. 

Estimated Average Burden per 
Respondent: 10 minutes. 

Frequency of Response: Once. 
Estimated Number of Respondents: 

500. 
By direction of the Secretary: 

Danny S. Green, 
VA PRA Clearance Officer, Office of Quality, 
Performance and Risk, Department of 
Veterans Affairs. 
[FR Doc. 2020–20650 Filed 9–17–20; 8:45 am] 
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DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Centers for Medicare & Medicaid 
Services 

42 CFR Parts 405, 412, 413, 417, 476, 
480, 484, and 495 

[CMS–1735–F] 

RIN 0938–AU11 

Medicare Program; Hospital Inpatient 
Prospective Payment Systems for 
Acute Care Hospitals and the Long- 
Term Care Hospital Prospective 
Payment System and Final Policy 
Changes and Fiscal Year 2021 Rates; 
Quality Reporting and Medicare and 
Medicaid Promoting Interoperability 
Programs Requirements for Eligible 
Hospitals and Critical Access 
Hospitals 

AGENCY: Centers for Medicare & 
Medicaid Services (CMS), HHS. 
ACTION: Final rule. 

SUMMARY: We are revising the Medicare 
hospital inpatient prospective payment 
systems (IPPS) for operating and capital- 
related costs of acute care hospitals to 
implement changes arising from our 
continuing experience with these 
systems for FY 2021 and to implement 
certain recent legislation. We are also 
making changes relating to Medicare 
graduate medical education (GME) for 
teaching hospitals. In addition, we are 
providing the market basket update that 
will apply to the rate-of-increase limits 
for certain hospitals excluded from the 
IPPS that are paid on a reasonable cost 
basis, subject to these limits for FY 
2021. We are updating the payment 
policies and the annual payment rates 
for the Medicare prospective payment 
system (PPS) for inpatient hospital 
services provided by long-term care 
hospitals (LTCHs) for FY 2021. In this 
FY 2021 IPPS/LTCH PPS final rule, we 
are finalizing changes to the new 
technology add-on payment pathway for 
certain antimicrobial products and other 
changes to new technology add-on 
payment policies, and the collection of 
market-based rate information on the 
Medicare cost report for cost reporting 
periods ending on or after January 1, 
2021 and finalizing the adoption of a 
market-based MS–DRG relative weight 
methodology beginning in FY 2024. We 
are establishing new requirements or 
revising existing requirements for 
quality reporting by acute care hospitals 
and PPS-exempt cancer hospitals. We 
also established new requirements and 
revised existing requirements for 
eligible hospitals and critical access 

hospitals (CAHs) participating in the 
Medicare and Medicaid Promoting 
Interoperability Programs. We are also 
establishing performance standards for 
the Hospital Value-Based Purchasing 
(VBP) Program, and updating policies 
for the Hospital Readmissions 
Reduction Program and the Hospital- 
Acquired Condition (HAC) Reduction 
Program. 

DATES: 
Effective date: This final rule is 

effective October 1, 2020. 
Applicability dates: The amendments 

at § 413.89(b)(1)(i), (c)(1), (e)(2)(i)(A)(2) 
are applicable to cost reporting periods 
before October 1, 2020. The 
amendments at § 413.89(e)(2)(i)(A)(1), 
(4) through (6), (i)(B), (iii), and (f) are 
applicable to cost reporting periods 
before, on, and after October 1, 2020. 
The amendments at § 413.89(b)(1)(ii), 
(c)(2), (e)(2)(i)(A)(3) and (e)(2)(ii) are 
applicable to cost reporting periods 
beginning on or after October 1, 2020. 
FOR FURTHER INFORMATION CONTACT: 
Donald Thompson, (410) 786–4487, and 
Michele Hudson, (410) 786–4487, 
Operating Prospective Payment, MS– 
DRGs, Wage Index, New Medical 
Service and Technology Add-On 
Payments, Hospital Geographic 
Reclassifications, Graduate Medical 
Education, Capital Prospective Payment, 
Excluded Hospitals, Medicare 
Disproportionate Share Hospital (DSH) 
Payment Adjustment, Medicare- 
Dependent Small Rural Hospital (MDH) 
Program, Low-Volume Hospital 
Payment Adjustment, and Critical 
Access Hospital (CAH) Issues. Michele 
Hudson, (410) 786–4487 and Emily 
Lipkin, (410) 786–3633, Long-Term Care 
Hospital Prospective Payment System 
and MS–LTC–DRG Relative Weights 
Issues. Emily Forrest, (202) 205–1922, 
Market-Based Data Collection and 
Market-Based MS–DRG Relative Weight 
Methodology Issues. 

Siddhartha Mazumdar, (410) 786– 
6673, Rural Community Hospital 
Demonstration Program Issues. 

Jeris Smith, (410) 786–0110, Frontier 
Community Health Integration Project 
Demonstration Issues. 

Erin Patton, (410) 786–2437, Hospital 
Readmissions Reduction Program— 
Administration Issues. 

Vinitha Meyyur, (410) 786–8819, 
Hospital Readmissions Reduction 
Program—Readmissions—Measures 
Issues. 

Lang Le, (410) 786–5693, Hospital- 
Acquired Condition Reduction 
Program—Administration Issues. 

Annese Abdullah-Mclaughlin, (410) 
786–2995, Hospital-Acquired Condition 
Reduction Program—Measures Issues. 

Julia Venanzi, (410) 786–1471, 
Hospital Inpatient Quality Reporting 
Program—Administration Issues Mihir 
Patel, (410) 786–2815 and Grace Snyder, 
(410) 786–0700, Hospital Quality 
Reporting Program Validation and 
Reconsideration Issues. 

Julia Venanzi, (410) 786–1471and 
Pamela Brown (410) 786–3940, Hospital 
Value-Based Purchasing Program— 
Administration Issues 

Katrina Hoadley, (410) 786–8490, 
Hospital Inpatient Quality Reporting 
and Hospital Value-Based Purchasing— 
Measures Issues Except Hospital 
Consumer Assessment of Healthcare 
Providers and Systems Issues. 

Elizabeth Goldstein, (410) 786–6665, 
Hospital Inpatient Quality Reporting 
and Hospital Value-Based Purchasing— 
Hospital Consumer Assessment of 
Healthcare Providers and Systems 
Measures Issues. 

Erin Patton, (410) 786–2437 and 
Katrina Hoadley, (410) 786–8490, PPS- 
Exempt Cancer Hospital Quality 
Reporting Issues. 

Mary Pratt, (410) 786–6867, Long- 
Term Care Hospital Quality Data 
Reporting Issues. 

Dylan Podson (410) 786–5031, Jessica 
Warren (410) 786–7519, and Elizabeth 
Holland, (410) 786–1309, Promoting 
Interoperability Programs. 

Steve Rubio, (410) 786–1782, 
Reimbursement for Submission of 
Patient Records to Beneficiary and 
Family Centered Care Quality 
Improvement Organizations (BFCC– 
QIOs) in Electronic Format. 

Maude Shepard, (410) 786–5598, 
Provider Reimbursement Review Board 
Electronic Filing. 

Kellie Shannon, (410) 786–0416 and 
Bob Kuhl, (443) 896–8410, Medicare 
Bad Debt. 
SUPPLEMENTARY INFORMATION: 

Electronic Access 
This Federal Register document is 

available from the Federal Register 
online database through Federal Digital 
System (FDsys), a service of the U.S. 
Government Printing Office. This 
database can be accessed via the 
internet at: http://www.gpo.gov/fdsys. 

Tables Available Through the Internet 
on the CMS Website 

The IPPS tables for this FY 2021 final 
rule are available through the internet 
on the CMS website at: https://
www.cms.gov/Medicare/Medicare-Fee- 
for-Service-Payment/ 
AcuteInpatientPPS/index.html. Click on 
the link on the left side of the screen 
titled, ‘‘FY 2021 IPPS Final rule Home 
Page’’ or ‘‘Acute Inpatient—Files for 
Download.’’ The LTCH PPS tables for 
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this FY 2021 final rule are available 
through the internet on the CMS website 
at: http://www.cms.gov/Medicare/ 
Medicare-Fee-for-Service-Payment/ 
LongTermCareHospitalPPS/index.html 
under the list item for Regulation 
Number CMS–1735–F. For further 
details on the contents of the tables 
referenced in this final rule, we refer 
readers to section VI. of the Addendum 
to this FY 2021 IPPS/LTCH PPS final 
rule. Readers who experience any 
problems accessing any of the tables 
that are posted on the CMS websites, as 
previously identified, should contact 
Michael Treitel at (410) 786–4552. 

Table of Contents 

I. Executive Summary and Background 
A. Executive Summary 
B. Background Summary 
C. Summary of Provisions of Recent 

Legislation Implemented in This Final 
Rule 

D. Issuance of Notice of Proposed 
Rulemaking 

E. Advancing Health Information Exchange 
II. Changes to Medicare Severity Diagnosis- 

Related Group (MS–DRG) Classifications 
and Relative Weights 

A. Background 
B. Adoption of the MS–DRGs and MS–DRG 

Reclassifications 
C. FY 2021 MS–DRG Documentation and 

Coding Adjustment 
D. Changes to Specific MS–DRG 

Classifications 
E. Recalibration of the FY 2021 MS–DRG 

Relative Weights 
F. Add-On Payments for New Services and 

Technologies for FY 2021 
III. Changes to the Hospital Wage Index for 

Acute Care Hospitals 
A. Background 
B. Worksheet S–3 Wage Data for the FY 

2021 Wage Index 
C. Verification of Worksheet S–3 Wage 

Data 
D. Method for Computing the FY 2021 

Unadjusted Wage Index 
E. Occupational Mix Adjustment to the FY 

2021 Wage Index 
F. Analysis and Implementation of the 

Occupational Mix Adjustment and the 
FY 2021 Occupational Mix Adjusted 
Wage Index 

G. Application of the Rural Floor, 
Application of the State Frontier Floor, 
and Continuation of the Low Wage Index 
Hospital Policy 

H. FY 2021 Wage Index Tables 
I. Revisions to the Wage Index Based on 

Hospital Redesignations and 
Reclassifications 

J. Out-Migration Adjustment Based on 
Commuting Patterns of Hospital 
Employees 

K. Reclassification From Urban to Rural 
Under Section 1886(d)(8)(E) of the Act 
Implemented at 42 CFR 412.103 

L. Process for Requests for Wage Index 
Data Corrections 

M. Labor-Related Share for the FY 2021 
Wage Index 

IV. Other Decisions and Changes to the IPPS 
for Operating System 

A. Changes to MS–DRGs Subject to 
Postacute Care Transfer Policy and MS– 
DRG Special Payments Policies (§ 412.4) 

B. Changes in the Inpatient Hospital 
Updates for FY 2021 (§ 412.64(d)) 

C. Amendment To Address Short Cost 
Reporting Periods During Applicable 
Timeframe for Establishment of Service 
Area for Sole Community Hospitals 
Under § 412.92(c)(3) 

D. Rural Referral Centers (RRCs)—Annual 
Updates to Case-Mix Index and 
Discharge Criteria (§ 412.96) 

E. Payment Adjustment for Low-Volume 
Hospitals (§ 412.101) 

F. Indirect Medical Education (IME) 
Payment Adjustment Factor (§ 412.105) 

G. Payment Adjustment for Medicare 
Disproportionate Share Hospitals (DSHs) 
for FY 2021 (§ 412.106) 

H. Payment for Allogeneic Hematopoietic 
Stem Cell Acquisition Costs (§ 412.113) 

I. Payment Adjustment for CAR T-cell 
Clinical Trial Cases (§§ 412.85 and 
412.312) 

J. Changes for Hospitals With High 
Percentage of End Stage Renal Disease 
(ESRD) Discharges (§ 412.104) 

K. Hospital Readmissions Reduction 
Program: Updates and Changes 
(§§ 412.150 Through 412.154) 

L. Hospital Value-Based Purchasing (VBP) 
Program: Updates 

M. Hospital-Acquired Conditions (HAC) 
Reduction Program: Updates and 
Changes (§ 412.170) 

N. Payments for Indirect and Direct 
Graduate Medical Education Costs 
(§§ 412.105 and 413.75 Through 413.83) 

O. Rural Commuity Hospital 
Demonstration Program 

P. Market-Based MS–DRG Relative Weight 
Data Collection and Potential Change in 
Methodology for Calculating MS–DRG 
Relative Weights 

V. Changes to the IPPS for Capital-Related 
Costs 

A. Overview 
B. Additional Provisions 
C. Annual Update for FY 2021 

VI. Changes for Hospitals Excluded From the 
IPPS 

A. Rate-of-Increase in Payments to 
Excluded Hospitals for FY 2021 

B. Report on Adjustment (Exception) 
Payment 

C. Critical Access Hospitals (CAHs) 
VII. Changes to the Long-Term Care Hospital 

Prospective Payment System (LTCH PPS) 
for FY 2021 

A. Background of the LTCH PPS 
B. Medicare Severity Long-Term Care 

Diagnosis-Related Group (MS–LTC– 
DRG) Classifications and Relative 
Weights for FY 2021 

C. Changes to the LTCH PPS Payment 
Rates and Other Changes to the LTCH 
PPS for FY 2021 

D. Rebasing and Revising of the LTCH 
Market Basket 

VIII. Quality Data Reporting Requirements for 
Specific Providers and Suppliers 

A. Hospital Inpatient Quality Reporting 
(IQR) Program 

B. Changes to the PPS-Exempt Cancer 
Hospital Quality Reporting (PCHQR) 
Program 

C. Long-Term Care Hospital Quality 
Reporting Program (LTCH QRP) 

D. Changes to the Medicare and Medicaid 
Promoting Interoperability Programs 

IX. Changes for Hospitals and Other 
Providers 

A. Changes in the Submission of Electronic 
Patient Records to Beneficiary and 
Family Centered Care Quality 
Improvement Organizations (BFCC– 
QIOs) 

B. Revised Regulations To Prepare for 
Implementation of Mandatory PRRB 
Electronic Filing (42 CFR Part 405, 
Subpart R) 

C. Revisions of Medicare Bad Debt Policy 
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A. Publicly Available Data 
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Date for the Final Rule 

Regulation Text 

Addendum—Schedule of Standardized 
Amounts, Update Factors, and Rate-of- 
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Reporting Periods Beginning on or after 
October 1, 2020 and Payment Rates for 
LTCHs Effective for Discharges Occurring on 
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I. Summary and Background 
II. Changes to Prospective Payment Rates for 

Hospital Inpatient Operating Costs for 
Acute Care Hospitals for FY 2021 

A. Calculation of the Adjusted 
Standardized Amount 

B. Adjustments for Area Wage Levels and 
Cost-of-Living 

C. Calculation of the Prospective Payment 
Rates 

III. Changes to Payment Rates for Acute Care 
Hospital Inpatient Capital-Related Costs 
for FY 2021 

A. Determination of the Federal Hospital 
Inpatient Capital-Related Prospective 
Payment Rate Update for FY 2021 

B. Calculation of the Inpatient Capital- 
Related Prospective Payments for FY 
2021 

C. Capital Input Price Index 
IV. Changes to Payment Rates for Excluded 

Hospitals: Rate-of-Increase Percentages 
for FY 2021 

V. Changes to the Payment Rates for the 
LTCH PPS for FY 2021 

A. LTCH PPS Standard Federal Payment 
Rate for FY 2021 

B. Adjustment for Area Wage Levels Under 
the LTCH PPS for FY 2021 

C. LTCH PPS Cost-of-Living Adjustment 
(COLA) for LTCHs Located in Alaska and 
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D. Adjustment for LTCH PPS High-Cost 
Outlier (HCO) Cases 

E. Update to the IPPS Comparable/ 
Equivalent Amounts To Reflect the 
Statutory Changes to the IPPS DSH 
Payment Adjustment Methodology 

F. Computing the Adjusted LTCH PPS 
Federal Prospective Payments for FY 
2021 

VerDate Sep<11>2014 22:38 Sep 17, 2020 Jkt 250001 PO 00000 Frm 00003 Fmt 4701 Sfmt 4700 E:\FR\FM\18SER2.SGM 18SER2jb
el

l o
n 

D
S

K
JL

S
W

7X
2P

R
O

D
 w

ith
 R

U
LE

S
2

http://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/LongTermCareHospitalPPS/index.html
http://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/LongTermCareHospitalPPS/index.html
http://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/LongTermCareHospitalPPS/index.html


58434 Federal Register / Vol. 85, No. 182 / Friday, September 18, 2020 / Rules and Regulations 

VI. Tables Referenced in This Final Rule 
Generally Available Through the Internet 
on the CMS Website 

Appendix A—Economic Analyses 
I. Regulatory Impact Analysis 

A. Statement of Need 
B. Overall Impact 
C. Objectives of the IPPS and the LTCH 

PPS 
D. Limitations of Our Analysis 
E. Hospitals Included in and Excluded 

From the IPPS 
F. Effects on Hospitals and Hospital Units 

Excluded From the IPPS 
G. Quantitative Effects of the Policy 

Changes Under the IPPS for Operating 
Costs 

H. Effects of Other Policy Changes 
I. Effects of Changes in the Capital IPPS 
J. Effects of Payment Rate Changes and 

Policy Changes Under the LTCH PPS 
K. Effects of Requirements for Hospital 

Inpatient Quality Reporting (IQR) 
Program 

L. Effects of Requirements for the PPS- 
Exempt Cancer Hospital Quality 
Reporting (PCHQR) Program 

M. Effects of Requirements for the Long- 
Term Care Hospital Quality Reporting 
Program (LTCH QRP) 

N. Effects of Requirements Regarding the 
Promoting Interoperability Program 

O. Alternatives Considered 
P. Reducing Regulation and Controlling 

Regulatory Costs 
Q. Overall Conclusion 
R. Regulatory Review Costs 

II. Accounting Statements and Tables 
A. Acute Care Hospitals 
B. LTCHs 

III. Regulatory Flexibility Act (RFA) Analysis 
IV. Impact on Small Rural Hospitals 
V. Unfunded Mandate Reform Act (UMRA) 

Analysis 
VI. Executive Order 13175 
VII. Executive Order 12866 

Appendix B: Recommendation of Update 
Factors for Operating Cost Rates of Payment 
for Inpatient Hospital Services 

I. Background 
II. Inpatient Hospital Update for FY 2021 

A. FY 2021 Inpatient Hospital Update 
B. Update for SCHs and MDHs for FY 2021 
C. FY 2021 Puerto Rico Hospital Update 
D. Update for Hospitals Excluded From the 

IPPS for FY 2021 
E. Update for LTCHs for FY 2021 

III. Secretary’s Recommendation 
IV. MedPAC Recommendation for Assessing 

Payment Adequacy and Updating 
Payments in Traditional Medicare 

I. Executive Summary and Background 

A. Executive Summary 

1. Purpose and Legal Authority 
This FY 2021 IPPS/LTCH PPS final 

rule makes payment and policy changes 
under the Medicare inpatient 
prospective payment systems (IPPS) for 
operating and capital-related costs of 
acute care hospitals as well as for 
certain hospitals and hospital units 

excluded from the IPPS. In addition, it 
makes payment and policy changes for 
inpatient hospital services provided by 
long-term care hospitals (LTCHs) under 
the long-term care hospital prospective 
payment system (LTCH PPS). This final 
rule also makes policy changes to 
programs associated with Medicare IPPS 
hospitals, IPPS-excluded hospitals, and 
LTCHs. In this FY 2021 final rule, we 
are continuing policies to address wage 
index disparities impacting low wage 
index hospitals; and including policies 
related to new technology add-on 
payments for certain antimicrobial 
products, other policies related to new 
technology add-on payments, collecting 
market-based rate information on the 
Medicare cost report for cost reporting 
periods ending on or after January 1, 
2021, and finalizing the adoption of a 
market-based MS–DRG relative weight 
methodology beginning in FY 2024. 

We are establishing new requirements 
and revising existing requirements for 
quality reporting by acute care hospitals 
and PPS-exempt cancer hospitals that 
participate in Medicare. We are also 
establishing new requirements and 
revising existing requirements for 
eligible hospitals and CAHs 
participating in the Medicare and 
Medicaid Promoting Interoperability 
Programs. 

We are establishing performance 
standards for the Hospital Value-Based 
Purchasing (VBP) Program and updating 
policies for the Hospital Readmissions 
Reduction Program and the Hospital- 
Acquired Condition (HAC) Reduction 
Program. 

Under various statutory authorities, 
we either discuss continued program 
implementation or are making changes 
to the Medicare IPPS, to the LTCH PPS, 
and to other related payment 
methodologies and programs for FY 
2021 and subsequent fiscal years. These 
statutory authorities include, but are not 
limited to, the following: 

• Section 1886(d) of the Social 
Security Act (the Act), which sets forth 
a system of payment for the operating 
costs of acute care hospital inpatient 
stays under Medicare Part A (Hospital 
Insurance) based on prospectively set 
rates. Section 1886(g) of the Act requires 
that, instead of paying for capital-related 
costs of inpatient hospital services on a 
reasonable cost basis, the Secretary use 
a prospective payment system (PPS). 

• Section 1886(d)(1)(B) of the Act, 
which specifies that certain hospitals 
and hospital units are excluded from the 
IPPS. These hospitals and units are: 
Rehabilitation hospitals and units; 
LTCHs; psychiatric hospitals and units; 
children’s hospitals; cancer hospitals; 
extended neoplastic disease care 

hospitals, and hospitals located outside 
the 50 States, the District of Columbia, 
and Puerto Rico (that is, hospitals 
located in the U.S. Virgin Islands, 
Guam, the Northern Mariana Islands, 
and American Samoa). Religious 
nonmedical health care institutions 
(RNHCIs) are also excluded from the 
IPPS. 

• Sections 123(a) and (c) of the BBRA 
(Public Law (Pub. L.) 106–113) and 
section 307(b)(1) of the BIPA (Pub. L. 
106–554) (as codified under section 
1886(m)(1) of the Act), which provide 
for the development and 
implementation of a prospective 
payment system for payment for 
inpatient hospital services of LTCHs 
described in section 1886(d)(1)(B)(iv) of 
the Act. 

• Sections 1814(l), 1820, and 1834(g) 
of the Act, which specify that payments 
are made to critical access hospitals 
(CAHs) (that is, rural hospitals or 
facilities that meet certain statutory 
requirements) for inpatient and 
outpatient services and that these 
payments are generally based on 101 
percent of reasonable cost. 

• Section 1866(k) of the Act, which 
provides for the establishment of a 
quality reporting program for hospitals 
described in section 1886(d)(1)(B)(v) of 
the Act, referred to as ‘‘PPS-exempt 
cancer hospitals.’’ 

• Section 1886(a)(4) of the Act, which 
specifies that costs of approved 
educational activities are excluded from 
the operating costs of inpatient hospital 
services. Hospitals with approved 
graduate medical education (GME) 
programs are paid for the direct costs of 
GME in accordance with section 1886(h) 
of the Act. 

• Section 1886(b)(3)(B)(viii) of the 
Act, which requires the Secretary to 
reduce the applicable percentage 
increase that would otherwise apply to 
the standardized amount applicable to a 
subsection (d) hospital for discharges 
occurring in a fiscal year if the hospital 
does not submit data on measures in a 
form and manner, and at a time, 
specified by the Secretary. 

• Section 1886(o) of the Act, which 
requires the Secretary to establish a 
Hospital Value-Based Purchasing (VBP) 
Program, under which value-based 
incentive payments are made in a fiscal 
year to hospitals meeting performance 
standards established for a performance 
period for such fiscal year. 

• Section 1886(p) of the Act, which 
establishes a Hospital-Acquired 
Condition (HAC) Reduction Program, 
under which payments to applicable 
hospitals are adjusted to provide an 
incentive to reduce hospital-acquired 
conditions. 
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• Section 1886(q) of the Act, as 
amended by section 15002 of the 21st 
Century Cures Act, which establishes 
the Hospital Readmissions Reduction 
Program. Under the program, payments 
for discharges from an applicable 
hospital as defined under section 
1886(d) of the Act will be reduced to 
account for certain excess readmissions. 
Section 15002 of the 21st Century Cures 
Act directs the Secretary to compare 
hospitals with respect to the number of 
their Medicare-Medicaid dual-eligible 
beneficiaries (dual-eligibles) in 
determining the extent of excess 
readmissions. 

• Section 1886(r) of the Act, as added 
by section 3133 of the Affordable Care 
Act, which provides for a reduction to 
disproportionate share hospital (DSH) 
payments under section 1886(d)(5)(F) of 
the Act and for a new uncompensated 
care payment to eligible hospitals. 
Specifically, section 1886(r) of the Act 
requires that, for fiscal year 2014 and 
each subsequent fiscal year, subsection 
(d) hospitals that would otherwise 
receive a DSH payment made under 
section 1886(d)(5)(F) of the Act will 
receive two separate payments: (1) 25 
percent of the amount they previously 
would have received under section 
1886(d)(5)(F) of the Act for DSH (‘‘the 
empirically justified amount’’), and (2) 
an additional payment for the DSH 
hospital’s proportion of uncompensated 
care, determined as the product of three 
factors. These three factors are: (1) 75 
percent of the payments that would 
otherwise be made under section 
1886(d)(5)(F) of the Act; (2) 1 minus the 
percent change in the percent of 
individuals who are uninsured; and (3) 
a hospital’s uncompensated care 
amount relative to the uncompensated 
care amount of all DSH hospitals 
expressed as a percentage. 

• Section 1886(m)(6) of the Act, as 
added by section 1206(a)(1) of the 
Pathway for Sustainable Growth Rate 
(SGR) Reform Act of 2013 (Pub. L. 113– 
67) and amended by section 51005(a) of 
the Bipartisan Budget Act of 2018 (Pub. 
L. 115–123), which provided for the 
establishment of site neutral payment 
rate criteria under the LTCH PPS, with 
implementation beginning in FY 2016. 
Section 51005(b) of the Bipartisan 
Budget Act of 2018 amended section 
1886(m)(6)(B) by adding new clause (iv), 
which specifies that the IPPS 
comparable amount defined in clause 
(ii)(I) shall be reduced by 4.6 percent for 
FYs 2018 through 2026. 

• Section 1899B of the Act, as added 
by section 2(a) of the Improving 
Medicare Post-Acute Care 
Transformation Act of 2014 (IMPACT 
Act) (Pub. L. 113–185), which provides 

for the establishment of standardized 
data reporting for certain post-acute care 
providers, including LTCHs. 

2. Waiver of the 60-day Delayed 
Effective Date for the Final Rule 

The United States is responding to an 
outbreak of respiratory disease caused 
by a novel (new) coronavirus that has 
now been detected in more than 190 
locations internationally, including in 
all 50 States and the District of 
Columbia. The virus has been named 
‘‘SARS-CoV–2’’ and the disease it 
causes has been named ‘‘coronavirus 
disease 2019’’ (abbreviated ‘‘COVID– 
19’’). 

Due to the significant devotion of 
resources to the COVID–19 response, for 
the reasons discussed in the FY 2021 
IPPS/LTCH PPS proposed rule (85 FR 
32889 through 32890) and as also 
discussed in section XI.D. of the 
preamble of this final rule, we are 
hereby waiving the 60-day delay in the 
effective date of the final rule. 

3. Summary of the Major Provisions 
The following is a summary of the 

major provisions in this final rule. In 
general, these major provisions are part 
of the annual update to the payment 
policies and payment rates, consistent 
with the applicable statutory provisions. 
A general summary of the proposed 
changes that were included in the FY 
2021 IPPS/LTCH PPS proposed rule is 
presented in section I.D. of the preamble 
of this final rule. 

a. MS–DRG Documentation and Coding 
Adjustment 

Section 631 of the American Taxpayer 
Relief Act of 2012 (ATRA, Pub. L. 112– 
240) amended section 7(b)(1)(B) of 
Public Law 110–90 to require the 
Secretary to make a recoupment 
adjustment to the standardized amount 
of Medicare payments to acute care 
hospitals to account for changes in MS– 
DRG documentation and coding that do 
not reflect real changes in case-mix, 
totaling $11 billion over a 4-year period 
of FYs 2014, 2015, 2016, and 2017. The 
FY 2014 through FY 2017 adjustments 
represented the amount of the increase 
in aggregate payments as a result of not 
completing the prospective adjustment 
authorized under section 7(b)(1)(A) of 
Public Law 110–90 until FY 2013. Prior 
to the ATRA, this amount could not 
have been recovered under Public Law 
110 90. Section 414 of the Medicare 
Access and CHIP Reauthorization Act of 
2015 (MACRA) (Pub. L. 114–10) 
replaced the single positive adjustment 
we intended to make in FY 2018 with 
a 0.5 percent positive adjustment to the 
standardized amount of Medicare 

payments to acute care hospitals for FYs 
2018 through 2023. (The FY 2018 
adjustment was subsequently adjusted 
to 0.4588 percent by section 15005 of 
the 21st Century Cures Act.) Therefore, 
for FY 2021, we are making an 
adjustment of + 0.5 percent to the 
standardized amount. 

b. Changes to the New Technology Add- 
On Payment Policy for Certain 
Antimicrobial Products 

In the FY 2020 IPPS/LTCH PPS final 
rule (84 FR 42292 through 42297), we 
established an alternative inpatient new 
technology add-on payment pathway for 
certain antimicrobial products in light 
of the significant concerns related to the 
ongoing public health crisis represented 
by antimicrobial resistance. Under this 
alternative pathway, if a medical 
product receives the FDA’s Qualified 
Infectious Disease Product (QIDP) 
designation and received FDA 
marketing authorization, such a product 
will be considered new and not 
substantially similar to an existing 
technology for purposes of new 
technology add-on payment under the 
IPPS and will not need to meet the 
requirement that it represent an advance 
that substantially improves, relative to 
technologies previously available, the 
diagnosis or treatment of Medicare 
beneficiaries. 

In the proposed rule, in light of recent 
information that continues to highlight 
the significant concerns and impacts 
related to antimicrobial resistance and 
emphasizes the continued importance of 
this issue both with respect to Medicare 
beneficiaries and public health overall, 
we proposed changes to the new 
technology add-on payment policy for 
certain antimicrobials for FY 2021. 

As discussed in section II.G.9.b. of the 
preamble of this final rule, after 
consideration of public comments, we 
are finalizing our proposal to expand 
our alternative new technology add-on 
payment pathway for QIDPs to include 
products approved through FDA’s 
Limited Population Pathway for 
Antibacterial and Antifungal Drugs 
(LPAD pathway). Under this policy, for 
applications received for new 
technology add-on payments for FY 
2022 and subsequent fiscal years, if an 
antimicrobial product is approved 
through FDA’s LPAD pathway, it will be 
considered new and not substantially 
similar to an existing technology for 
purposes of the new technology add-on 
payment under the IPPS, and will not 
need to meet the requirement that it 
represent an advance that substantially 
improves, relative to technologies 
previously available, the diagnosis or 
treatment of Medicare beneficiaries. 
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Under current policy, a new 
technology must receive FDA marketing 
authorization (for example, approval or 
clearance) by July 1 to be considered in 
the final rule in order to allow complete 
review and consideration of all the 
information to determine if the 
technology meets the new technology 
add-on payment criteria. For the reasons 
discussed in section II.G.9.c. of the 
preamble of this final rule, after 
consideration of public comments, we 
are finalizing our proposal to provide 
for conditional new technology add-on 
payment approval for products 
designated as QIDPs that do not receive 
FDA approval by July 1 and products 
that do not receive approval through 
FDA’s LPAD pathway by July 1 but 
otherwise meet the applicable add-on 
payment criteria. Under this policy, 
cases involving eligible antimicrobial 
products would begin receiving the new 
technology add-on payment sooner, 
effective for discharges the quarter after 
the date of FDA marketing authorization 
provided that the technology receives 
FDA marketing authorization by July 1 
of the particular fiscal year for which 
the applicant applied for new 
technology add-on payments. 

c. Continuation of the Low Wage Index 
Hospital Policy 

To help mitigate wage index 
disparities between high wage and low 
hospitals, in the FY 2020 IPPS/LTCH 
PPS final rule (84 FR 42326 through 
42332), we adopted a policy to provide 
an opportunity for certain low wage 
index hospitals to increase employee 
compensation by increasing the wage 
index values for certain hospitals with 
low wage index values (the low wage 
index hospital policy). This policy was 
adopted in a budget neutral manner 
through an adjustment applied to the 
standardized amounts for all hospitals. 
We also indicated that this policy would 
be effective for at least 4 years, 
beginning in FY 2020, in order to allow 
employee compensation increases 
implemented by these hospitals 
sufficient time to be reflected in the 
wage index calculation. Therefore, for 
FY 2021, we are continuing the low 
wage index hospital policy, and also 
applying this policy in a budget neutral 
manner by applying an adjustment to 
the standardized amounts. 

d. DSH Payment Adjustment and 
Additional Payment for Uncompensated 
Care 

Section 3133 of the Affordable Care 
Act modified the Medicare 
disproportionate share hospital (DSH) 
payment methodology beginning in FY 
2014. Under section 1886(r) of the Act, 

which was added by section 3133 of the 
Affordable Care Act, starting in FY 
2014, DSHs receive 25 percent of the 
amount they previously would have 
received under the statutory formula for 
Medicare DSH payments in section 
1886(d)(5)(F) of the Act. The remaining 
amount, equal to 75 percent of the 
amount that otherwise would have been 
paid as Medicare DSH payments, is paid 
as additional payments after the amount 
is reduced for changes in the percentage 
of individuals that are uninsured. Each 
Medicare DSH will receive an 
additional payment based on its share of 
the total amount of uncompensated care 
for all Medicare DSHs for a given time 
period. 

In this final rule, we have updated our 
estimates of the three factors used to 
determine uncompensated care 
payments for FY 2021. We continue to 
use uninsured estimates produced by 
CMS’ Office of the Actuary (OACT) as 
part of the development of the National 
Health Expenditure Accounts (NHEA) 
in the calculation of Factor 2; however, 
given the unprecedented effects on 
health insurance enrollment as a result 
of the public health emergency for the 
COVID–19 pandemic, OACT has 
updated the NHEA-based projection of 
the FY 2021 rate of uninsurance using 
more recently available unemployment 
data. In addition, we are using a single 
year of data on uncompensated care 
costs from Worksheet S–10 of the FY 
2017 cost reports to calculate Factor 3 
in the FY 2021 methodology for all 
eligible hospitals with the exception of 
Indian Health Service (IHS) and Tribal 
hospitals and Puerto Rico hospitals. For 
IHS and Tribal hospitals and Puerto 
Rico hospitals we are continuing to use 
the low-income insured days proxy to 
calculate Factor 3 for these hospitals. 
Furthermore, we are establishing that to 
calculate Factor 3 for FY 2022 and all 
subsequent fiscal years for all eligible 
hospitals, except IHS and Tribal 
hospitals and Puerto Rico hospitals, we 
will use the most recent available single 
year of audited Worksheet S–10 data. 
We are also making other 
methodological changes for purposes of 
calculating Factor 3. 

e. Reduction of Hospital Payments for 
Excess Readmissions 

We are finalizing our proposal to 
make changes to policies for the 
Hospital Readmissions Reduction 
Program, which was established under 
section 1886(q) of the Act, as amended 
by section 15002 of the 21st Century 
Cures Act. The Hospital Readmissions 
Reduction Program requires a reduction 
to a hospital’s base operating DRG 
payment to account for excess 

readmissions of selected applicable 
conditions. For FY 2017 and subsequent 
years, the reduction is based on a 
hospital’s risk-adjusted readmission rate 
during a 3-year period for acute 
myocardial infarction (AMI), heart 
failure (HF), pneumonia, chronic 
obstructive pulmonary disease (COPD), 
elective primary total hip arthroplasty/ 
total knee arthroplasty (THA/TKA), and 
coronary artery bypass graft (CABG) 
surgery. In this FY 2021 IPPS/LTCH PPS 
final rule, we are finalizing the 
following policies: (1) To automatically 
adopt applicable periods beginning with 
the FY 2023 program year and all 
subsequent program years, unless 
otherwise specified by the Secretary; 
and (2) to update the definition of 
applicable period at 42 CFR 412.152 to 
align with this policy. 

f. Hospital Value-Based Purchasing 
(VBP) Program 

Section 1886(o) of the Act requires the 
Secretary to establish a Hospital VBP 
Program under which value-based 
incentive payments are made in a fiscal 
year to hospitals based on their 
performance on measures established 
for a performance period for such fiscal 
year. In this FY 2021 IPPS/LTCH PPS 
final rule, we are providing newly 
established performance standards for 
certain measures for the FY 2023 
program year, the FY 2024 program 
year, the FY 2025 program year, and the 
FY 2026 program year. 

h. Hospital-Acquired Condition (HAC) 
Reduction Program 

Section 1886(p) of the Act establishes 
an incentive to hospitals to reduce the 
incidence of hospital-acquired 
conditions by requiring the Secretary to 
make an adjustment to payments to 
applicable hospitals, effective for 
discharges beginning on October 1, 
2014. This 1-percent payment reduction 
applies to hospitals that rank in the 
worst-performing quartile (25 percent) 
of all applicable hospitals, relative to 
the national average, of conditions 
acquired during the applicable period 
and on all of the hospital’s discharges 
for the specified fiscal year. In this FY 
2021 IPPS/LTCH PPS final rule, we are 
finalizing the following policies: (1) To 
automatically adopt applicable periods 
beginning with the FY 2023 program 
year and all subsequent program years, 
unless otherwise specified by the 
secretary, (2) to make refinements to the 
process for validation of HAC Reduction 
Program measure data in alignment with 
the Hospital IQR Program measure 
validation policies finalized in this rule; 
and (3) to update the definition of 
applicable period at 42 CFR 412.170 to 
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align with the policy to automatically 
adopt applicable periods. 

g. Hospital Inpatient Quality Reporting 
(IQR) Program 

Under section 1886(b)(3)(B)(viii) of 
the Act, subsection (d) hospitals are 
required to report data on measures 
selected by the Secretary for a fiscal year 
in order to receive the full annual 
percentage increase that would 
otherwise apply to the standardized 
amount applicable to discharges 
occurring in that fiscal year. 

In this FY 2021 IPPS/LTCH PPS final 
rule, we are finalizing proposals related 
to the reporting, submission, and public 
display requirements for eCQMs. These 
policies are: (1) Progressively increasing 
the numbers of quarters of eCQM data 
reported, from one self-selected quarter 
of data to four quarters of data over a 
three-year period, by requiring hospitals 
to report: (a) Two quarters of data for the 
CY 2021 reporting period/FY 2023 
payment determination; (b) three 
quarters of data for the CY 2022 
reporting period/FY 2024 payment 
determination; and (c) four quarters of 
data beginning with the CY 2023 
reporting period/FY 2025 payment 
determination and for subsequent years, 
while continuing to allow hospitals to 
report: (i) Three self-selected eCQMs, 
and (ii) the Safe Use of Opioids eCQM; 
and (2) beginning public display of 
eCQM data starting with data reported 
by hospitals for the CY 2021 reporting 
period/FY 2023 payment determination 
and for subsequent years. The eCQM- 
related policies are in alignment with 
proposals under the Promoting 
Interoperability Program. We also are 
finalizing our proposal to expand the 
requirement to use EHR technology 
certified to the 2015 Edition for 
submitting data on not only the 
previously finalized Hybrid Hospital- 
Wide Readmission measure, but all 
hybrid measures in the Hospital IQR 
Program. 

We also are finalizing proposals to 
streamline the validation processes 
under the Hospital IQR Program. We are 
finalizing proposals to: (1) Update the 
quarters of data required for validation 
for both chart-abstracted measures and 
eCQMs; (2) expand targeting criteria to 
include hospital selection for eCQMs; 
(3) change the validation pool from 800 
hospitals to 400 hospitals; (4) remove 
the current exclusions for eCQM 
validation selection, (5) require 
electronic file submissions for chart- 
abstracted measure data; (6) align the 
eCQM and chart-abstracted measure 
scoring processes; and (7) update the 
educational review process to address 
eCQM validation results. 

h. PPS-Exempt Cancer Hospital Quality 
Reporting Program 

Section 1866(k)(1) of the Act requires, 
for purposes of FY 2014 and each 
subsequent fiscal year, that a hospital 
described in section 1886(d)(1)(B)(v) of 
the Act (a PPS-exempt cancer hospital, 
or a PCH) submit data in accordance 
with section 1866(k)(2) of the Act with 
respect to such fiscal year. There is no 
financial impact to PCH Medicare 
payment if a PCH does not participate. 

In this FY 2021 IPPS/LTCH PPS final 
rule, we are finalizing our proposal to 
refine two existing program measures, 
Catheter-associated Urinary Tract 
Infection (CAUTI) (NQF #0138) and 
Central Line-associated Bloodstream 
Infection (CLABSI) (NQF #0139), to 
adopt the updated SIR calculation 
methodology developed by the Center 
for Disease Control and Prevention’s 
(CDC) that calculates rates using 
updated HAI baseline data that are 
further stratified by patient location. 

i. Medicare and Medicaid Promoting 
Interoperability Programs 

For purposes of an increased level of 
stability, reducing the burden on 
eligible hospitals and CAHs, and 
clarifying certain existing policies, we 
are finalizing several changes to the 
Medicare Promoting Interoperability 
Program. Specifically, these policies 
include: (1) An EHR reporting period of 
a minimum of any continuous 90-day 
period in CY 2022 for new and 
returning participants (eligible hospitals 
and CAHs); (2) to maintain the 
Electronic Prescribing Objective’s Query 
of PDMP measure as optional and worth 
5 bonus points in CY 2021; (3) to modify 
the name of the Support Electronic 
Referral Loops by Receiving and 
Incorporating Health Information 
measure; (4) to progressively increase 
the number of quarters for which 
hospitals are required to report eCQM 
data, from the current requirement of 
one self-selected calendar quarter of 
data, to four calendar quarters of data, 
over a three year period. Specifically, 
we finalized proposals to require: (a) 
Two self-selected calendar quarters of 
data for the CY 2021 reporting period; 
(b) three self-selected calendar quarters 
of data for the CY 2022 reporting period; 
and (c) four calendar quarters of data 
beginning with the CY 2023 reporting 
period, where the submission period for 
the Medicare Promoting Interoperability 
Program will be the 2 months following 
the close of the respective calendar year; 
(5) to begin publicly reporting eCQM 
performance data beginning with the 
eCQM data reported by eligible 
hospitals and CAHs for the reporting 

period in CY 2021 on the Hospital 
Compare and/or data.medicare.gov 
websites or successor websites; (6) to 
correct errors and amend regulation text 
under § 495.104(c)(5)(viii)(B) through 
(D) regarding transition factors under 
section 1886(n)(2)(E)(i) for the incentive 
payments for Puerto Rico eligible 
hospitals; and (7) to correct errors and 
amend regulation text under 
§§ 495.20(e)(5)(iii) and (l)(11)(ii)(C)(1) 
for regulatory citations for the Office of 
the National Coordinator for Health 
Information Technology (ONC) 
certification criteria. We are amending 
our regulation texts as necessary to 
incorporate these finalized changes. 

j. Market-Based MS–DRG Relative 
Weight Data Collection and Change in 
Methodology for Calculating MS–DRG 
Relative Weights 

As discussed in section IV.P. of the 
preamble of this final rule, in order to 
reduce the Medicare program’s reliance 
on the hospital chargemaster and to 
support the development of a market- 
based approach to payment under the 
Medicare FFS system, we are finalizing 
our proposal, with modification, to 
require that hospitals report certain 
market-based payment rate information 
on their Medicare cost report for cost 
reporting periods ending on or after 
January 1, 2021. 

Specifically, we are finalizing that 
hospitals would report on the Medicare 
cost report the median payer-specific 
negotiated charge that the hospital has 
negotiated with all of its Medicare 
Advantage (MA) organizations (also 
referred to as MA organizations) payers, 
by MS–DRG. The market-based rate 
information we are finalizing for 
collection on the Medicare cost report 
would be the median of the payer- 
specific negotiated charges by MS–DRG, 
as described previously, for a hospital’s 
MA organization payers. The payer- 
specific negotiated charges used by 
hospitals to calculate these medians 
would be the payer-specific negotiated 
charges for service packages that 
hospitals are required to make public 
under the requirements we finalized in 
the Hospital Price Transparency Final 
Rule (84 FR 65524) that can be cross- 
walked to an MS–DRG. We believe that 
because hospitals are already required 
to publically report payer-specific 
negotiated charges, in accordance with 
the Hospital Price Transparency Final 
Rule, that the additional calculation and 
reporting of the median payer-specific 
negotiated charge will be less 
burdensome for hospitals. 

We are also finalizing the market- 
based MS–DRG relative weight 
methodology as described in the FY 
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2021 IPPS/LTCH PPS proposed rule, 
which would incorporate this market- 
based rate information, beginning in FY 
2024. 

4. Summary of Costs and Benefits 
• Adjustment for MS–DRG 

Documentation and Coding Changes. 
Section 414 of the MACRA replaced the 
single positive adjustment we intended 
to make in FY 2018 once the 
recoupment required by section 631 of 
the ATRA was complete with a 0.5 
percentage point positive adjustment to 
the standardized amount of Medicare 
payments to acute care hospitals for FYs 
2018 through 2023. (The FY 2018 
adjustment was subsequently adjusted 
to 0.4588 percentage point by section 
15005 of the 21st Century Cures Act.) 
For FY 2021, we are making an 
adjustment of +0.5 percentage point to 
the standardized amount consistent 
with the MACRA. 

• Changes to the New Technology 
Add-On Payment Policy for Certain 
Antimicrobial Products. In light of 
recent information that continues to 
highlight the significant concerns and 
impacts related to antimicrobial 
resistance and emphasizes the 
continued importance of this issue both 
with respect to Medicare beneficiaries 
and public health overall, in this final 
rule we are making changes to the new 
technology add-on payment policy for 
certain antimicrobials for FY 2021. We 
are expanding our alternative new 
technology add-on payment pathway for 
QIDPs to include products approved 
through FDA’s Limited Population 
Pathway for Antibacterial and 
Antifungal Drugs (LPAD pathway). 
Under this policy, for applications 
received for new technology add-on 
payments for FY 2022 and subsequent 
fiscal years, if an antimicrobial product 
is approved through FDA’s LPAD 
pathway, it will be considered new and 
not substantially similar to an existing 
technology for purposes of the new 
technology add-on payment under the 
IPPS, and will not need to meet the 
requirement that it represent an advance 
that substantially improves, relative to 
technologies previously available, the 
diagnosis or treatment of Medicare 
beneficiaries. 

We are also providing for conditional 
new technology add-on payment 
approval for products designated as 
QIDPs that do not receive FDA approval 
by July 1 and products that do not 
receive approval through FDA’s LPAD 
pathway by July 1 (the current deadline 
for consideration in the final rule) but 
otherwise meet the applicable add-on 
payment criteria. Under this policy, 
cases involving eligible antimicrobial 

products would begin receiving the new 
technology add-on payment sooner, 
effective for discharges the quarter after 
the date of FDA marketing authorization 
provided that the technology receives 
FDA marketing authorization by July 1 
of the particular fiscal year for which 
the applicant applied for new 
technology add-on payments. 

Given the relatively recent 
introduction of the FDA’s LPAD 
pathway there have not been any drugs 
that were approved under the FDA’s 
LPAD pathway that applied for a new 
technology add-on payment under the 
IPPS. If all of the future LPADs that 
would have applied for new technology 
add-on payments would have been 
approved under existing criteria, this 
finalized policy has no impact relative 
to current policy. To the extent that 
there are future LPADs that are the 
subject of applications for new 
technology add-on payments, and those 
applications would have been denied 
under the current new technology add- 
on payment criteria, this final policy is 
a cost, but that cost is not estimable. 
Therefore, it is not possible to quantify 
the impact of these policies. 

• Wage Index Disparities Between 
High and Low Wage Index Hospitals. As 
discussed in section III.G.3. of the 
preamble of this final rule, we are 
continuing to reduce the disparity 
between high and low wage index 
hospitals by increasing the wage index 
values for certain hospitals with low 
wage index values and applying a 
budget neutrality adjustment to the 
standardized amount so that increase is 
implemented in a budget neutral 
manner. 

• Medicare DSH Payment Adjustment 
and Additional Payment for 
Uncompensated Care. For FY 2021, we 
are updating our estimates of the three 
factors used to determine 
uncompensated care payments. To 
calculate Factor 2, we are using 
uninsured estimates produced by OACT 
as part of the development of the NHEA 
in conjunction with more recently 
available data that take into 
consideration the effects of COVID–19. 
We are using a single year of data on 
uncompensated care costs from 
Worksheet S–10 for FY 2017 to 
determine Factor 3 for FY 2021 for all 
hospitals with the exception of Puerto 
Rico hospitals and Indian Health 
Service and Tribal hospitals. To 
determine the amount of 
uncompensated care for purposes of 
calculating Factor 3 for Puerto Rico 
hospitals and Indian Health Service and 
Tribal hospitals, we are continuing to 
use only data regarding low-income 
insured days for FY 2013. We project 

that the amount available to distribute 
as payments for uncompensated care for 
FY 2021 will decrease by approximately 
$60 million, as compared to our 
estimate of the uncompensated care 
payments that will be distributed in FY 
2020. The uncompensated care 
payments have redistributive effects, 
based on a hospital’s uncompensated 
care amount relative to the 
uncompensated care amount for all 
hospitals that are projected to be eligible 
to receive Medicare DSH payments, and 
the calculated payment amount is not 
directly tied to a hospital’s number of 
discharges. 

• Update to the LTCH PPS Payment 
Rates and Other Payment Policies. 
Based on the best available data for the 
363 LTCHs in our database, we estimate 
that the changes to the payment rates 
and factors that we present in the 
preamble of and Addendum to this final 
rule, which reflect the end of the 
transition of the statutory application of 
the site neutral payment rate and the 
update to the LTCH PPS standard 
Federal payment rate for FY 2021, 
would result in an estimated decrease in 
payments in FY 2021 of approximately 
$40 million. 

• Changes to the Hospital 
Readmissions Reduction Program. For 
FY 2021 and subsequent years, the 
reduction is based on a hospital’s risk- 
adjusted readmission rate during a 3- 
year period for acute myocardial 
infarction (AMI), heart failure (HF), 
pneumonia, chronic obstructive 
pulmonary disease (COPD), elective 
primary total hip arthroplasty/total knee 
arthroplasty (THA/TKA), and coronary 
artery bypass graft (CABG) surgery. We 
estimate that 2,545 hospitals will have 
their base operating DRG payments 
reduced by their FY 2021 hospital- 
specific payment adjustment factors. As 
a result, we estimate that the Hospital 
Readmissions Reduction Program will 
save approximately $553 million in FY 
2021. 

• Value-Based Incentive Payments 
under the Hospital VBP Program. We 
estimate that there will be no net 
financial impact to participating 
hospitals under the Hospital VBP 
Program for the FY 2021 program year 
in the aggregate because, by law, the 
amount available for value-based 
incentive payments under the program 
in a given year must be equal to the total 
amount of base operating MS–DRG 
payment amount reductions for that 
year, as estimated by the Secretary. The 
estimated amount of base operating MS– 
DRG payment amount reductions for the 
FY 2021 program year and, therefore, 
the estimated amount available for 
value-based incentive payments for FY 
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2021 discharges is approximately $1.9 
billion. 

• Changes to the HAC Reduction 
Program. A hospital’s Total HAC Score 
and its ranking in comparison to other 
hospitals in any given year depend on 
several different factors. We are making 
no changes to the scoring methodology, 
which will continue to use the 
Winsorized z-score and equal measure 
weights approaches to determine the 
worst-performing quartile of hospitals. 
Any significant impact due to the HAC 
Reduction Program changes for FY 
2021, including which hospitals will 
receive the adjustment, will depend on 
the actual experience of hospitals in the 
Program. 

• Changes to the Hospital Inpatient 
Quality Reporting (IQR) Program. 
Across 3,300 IPPS hospitals, we 
estimate that our changes for the 
Hospital IQR Program in this final rule 
would result in a total information 
collection burden increase of 6,533 
hours associated with our policies and 
updated burden estimates and a total 
cost increase of approximately 
$253,480, across a four-year period from 
the CY 2021 reporting period/FY 2023 
payment determination through the CY 
2024 reporting period/FY 2026 payment 
determination, compared to our 
previously approved information 
collection burden estimates. 

• Changes to the Medicare and 
Medicaid Promoting Interoperability 
Programs. With these finalized 
proposals, we do not estimate any net 
change in burden hours or total cost for 
the Medicare Promoting Interoperability 
Program for CY 2021, given that there 
are no substantive change in current 
measures or data requirements for 
eligible hospitals and CAHs that would 
affect previously-approved burden. 
Unrelated to any of this rule’s 
Promoting Interoperability changes, an 
alteration to the annual information 
collection’s total cost is due to utilizing 
an updated hourly wage rate for the 
necessary hospital staff involved in 
attesting to the objectives and measures 
under 42 CFR 495.24(e). The Bureau of 
Labor Statistics (BLS) recently released 
a 2018 wage rate which, compared to 
the 2017 rates used in FY 2020 IPPS/ 
LTCH PPS final rule, result in an 
estimated increase of $24,073 for the 
annual information collection burden 
(total cost) in FY 2021. Therefore, 
multiplying the total annual burden of 
21,4950 hours by the 2018 BLS labor 
cost of $69.34, we estimate the 
Promoting Interoperability Program’s 
total cost to be $1,487,343 for the CY 
2021 EHR reporting period (21,450 
hours × $69.34). 

• Market-Based MS–DRG Relative 
Weight Data Collection and Change in 
Methodology for Calculating MS–DRG 
Relative Weights. In section IV.P.4. of 
the preamble of this final rule, we are 
finalizing a methodology for estimating 
the MS–DRG relative weights beginning 
in FY 2024 which utilizes the median 
payer-specific negotiated charge 
information we are finalizing to collect 
on the Medicare cost report. We 
estimate total annual burden hours for 
this data collection are as follows: 3,189 
hospitals times 20 hours per hospital 
equals 63,780 annual burden hours and 
$4,315,993. We refer readers to section 
XI.B.11. of the preamble of this final 
rule for further analysis of this 
assessment. 

B. Background Summary 

1. Acute Care Hospital Inpatient 
Prospective Payment System (IPPS) 

Section 1886(d) of the Act sets forth 
a system of payment for the operating 
costs of acute care hospital inpatient 
stays under Medicare Part A (Hospital 
Insurance) based on prospectively set 
rates. Section 1886(g) of the Act requires 
the Secretary to use a prospective 
payment system (PPS) to pay for the 
capital-related costs of inpatient 
hospital services for these ‘‘subsection 
(d) hospitals.’’ Under these PPSs, 
Medicare payment for hospital inpatient 
operating and capital-related costs is 
made at predetermined, specific rates 
for each hospital discharge. Discharges 
are classified according to a list of 
diagnosis-related groups (DRGs). 

The base payment rate is comprised of 
a standardized amount that is divided 
into a labor-related share and a 
nonlabor-related share. The labor- 
related share is adjusted by the wage 
index applicable to the area where the 
hospital is located. If the hospital is 
located in Alaska or Hawaii, the 
nonlabor-related share is adjusted by a 
cost-of-living adjustment factor. This 
base payment rate is multiplied by the 
DRG relative weight. 

If the hospital treats a high percentage 
of certain low-income patients, it 
receives a percentage add-on payment 
applied to the DRG-adjusted base 
payment rate. This add-on payment, 
known as the disproportionate share 
hospital (DSH) adjustment, provides for 
a percentage increase in Medicare 
payments to hospitals that qualify under 
either of two statutory formulas 
designed to identify hospitals that serve 
a disproportionate share of low-income 
patients. For qualifying hospitals, the 
amount of this adjustment varies based 
on the outcome of the statutory 
calculations. The Affordable Care Act 

revised the Medicare DSH payment 
methodology and provides for a new 
additional Medicare payment for fiscal 
years beginning on or after October 1, 
2013, that considers the amount of 
uncompensated care furnished by the 
hospital relative to all other qualifying 
hospitals. 

If the hospital is training residents in 
an approved residency program(s), it 
receives a percentage add-on payment 
for each case paid under the IPPS, 
known as the indirect medical 
education (IME) adjustment. This 
percentage varies, depending on the 
ratio of residents to beds. 

Additional payments may be made for 
cases that involve new technologies or 
medical services that have been 
approved for special add-on payments. 
In general, to qualify, a new technology 
or medical service must demonstrate 
that it is a substantial clinical 
improvement over technologies or 
services otherwise available, and that, 
absent an add-on payment, it would be 
inadequately paid under the regular 
DRG payment. In addition, certain 
transformative new devices and certain 
antimicrobial products may qualify 
under an alternative inpatient new 
technology add-on payment pathway by 
demonstrating that, absent an add-on 
payment, they would be inadequately 
paid under the regular DRG payment. 

The costs incurred by the hospital for 
a case are evaluated to determine 
whether the hospital is eligible for an 
additional payment as an outlier case. 
This additional payment is designed to 
protect the hospital from large financial 
losses due to unusually expensive cases. 
Any eligible outlier payment is added to 
the DRG-adjusted base payment rate, 
plus any DSH, IME, and new technology 
or medical service add-on adjustments. 

Although payments to most hospitals 
under the IPPS are made on the basis of 
the standardized amounts, some 
categories of hospitals are paid in whole 
or in part based on their hospital- 
specific rate, which is determined from 
their costs in a base year. For example, 
sole community hospitals (SCHs) 
receive the higher of a hospital-specific 
rate based on their costs in a base year 
(the highest of FY 1982, FY 1987, FY 
1996, or FY 2006) or the IPPS Federal 
rate based on the standardized amount. 
SCHs are the sole source of care in their 
areas. Specifically, section 
1886(d)(5)(D)(iii) of the Act defines an 
SCH as a hospital that is located more 
than 35 road miles from another 
hospital or that, by reason of factors 
such as an isolated location, weather 
conditions, travel conditions, or absence 
of other like hospitals (as determined by 
the Secretary), is the sole source of 
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hospital inpatient services reasonably 
available to Medicare beneficiaries. In 
addition, certain rural hospitals 
previously designated by the Secretary 
as essential access community hospitals 
are considered SCHs. 

Under current law, the Medicare- 
dependent, small rural hospital (MDH) 
program is effective through FY 2022. 
For discharges occurring on or after 
October 1, 2007, but before October 1, 
2022, an MDH receives the higher of the 
Federal rate or the Federal rate plus 75 
percent of the amount by which the 
Federal rate is exceeded by the highest 
of its FY 1982, FY 1987, or FY 2002 
hospital-specific rate. MDHs are a major 
source of care for Medicare beneficiaries 
in their areas. Section 1886(d)(5)(G)(iv) 
of the Act defines an MDH as a hospital 
that is located in a rural area (or, as 
amended by the Bipartisan Budget Act 
of 2018, a hospital located in a State 
with no rural area that meets certain 
statutory criteria), has not more than 
100 beds, is not an SCH, and has a high 
percentage of Medicare discharges (not 
less than 60 percent of its inpatient days 
or discharges in its cost reporting year 
beginning in FY 1987 or in two of its 
three most recently settled Medicare 
cost reporting years). 

Section 1886(g) of the Act requires the 
Secretary to pay for the capital-related 
costs of inpatient hospital services in 
accordance with a prospective payment 
system established by the Secretary. The 
basic methodology for determining 
capital prospective payments is set forth 
in our regulations at 42 CFR 412.308 
and 412.312. Under the capital IPPS, 
payments are adjusted by the same DRG 
for the case as they are under the 
operating IPPS. Capital IPPS payments 
are also adjusted for IME and DSH, 
similar to the adjustments made under 
the operating IPPS. In addition, 
hospitals may receive outlier payments 
for those cases that have unusually high 
costs. 

The existing regulations governing 
payments to hospitals under the IPPS 
are located in 42 CFR part 412, subparts 
A through M. 

2. Hospitals and Hospital Units 
Excluded From the IPPS 

Under section 1886(d)(1)(B) of the 
Act, as amended, certain hospitals and 
hospital units are excluded from the 
IPPS. These hospitals and units are: 
Inpatient rehabilitation facility (IRF) 
hospitals and units; long-term care 
hospitals (LTCHs); psychiatric hospitals 
and units; children’s hospitals; cancer 
hospitals; extended neoplastic disease 
care hospitals, and hospitals located 
outside the 50 States, the District of 
Columbia, and Puerto Rico (that is, 

hospitals located in the U.S. Virgin 
Islands, Guam, the Northern Mariana 
Islands, and American Samoa). 
Religious nonmedical health care 
institutions (RNHCIs) are also excluded 
from the IPPS. Various sections of the 
Balanced Budget Act of 1997 (BBA, Pub. 
L. 105–33), the Medicare, Medicaid and 
SCHIP [State Children’s Health 
Insurance Program] Balanced Budget 
Refinement Act of 1999 (BBRA, Pub. L. 
106–113), and the Medicare, Medicaid, 
and SCHIP Benefits Improvement and 
Protection Act of 2000 (BIPA, Pub. L. 
106–554) provide for the 
implementation of PPSs for IRF 
hospitals and units, LTCHs, and 
psychiatric hospitals and units (referred 
to as inpatient psychiatric facilities 
(IPFs)). (We note that the annual 
updates to the LTCH PPS are included 
along with the IPPS annual update in 
this document. Updates to the IRF PPS 
and IPF PPS are issued as separate 
documents.) Children’s hospitals, 
cancer hospitals, hospitals located 
outside the 50 States, the District of 
Columbia, and Puerto Rico (that is, 
hospitals located in the U.S. Virgin 
Islands, Guam, the Northern Mariana 
Islands, and American Samoa), and 
RNHCIs continue to be paid solely 
under a reasonable cost-based system, 
subject to a rate-of-increase ceiling on 
inpatient operating costs. Similarly, 
extended neoplastic disease care 
hospitals are paid on a reasonable cost 
basis, subject to a rate-of-increase 
ceiling on inpatient operating costs. 

The existing regulations governing 
payments to excluded hospitals and 
hospital units are located in 42 CFR 
parts 412 and 413. 

3. Long-Term Care Hospital Prospective 
Payment System (LTCH PPS) 

The Medicare prospective payment 
system (PPS) for LTCHs applies to 
hospitals described in section 
1886(d)(1)(B)(iv) of the Act, effective for 
cost reporting periods beginning on or 
after October 1, 2002. The LTCH PPS 
was established under the authority of 
sections 123 of the BBRA and section 
307(b) of the BIPA (as codified under 
section 1886(m)(1) of the Act). Section 
1206(a) of the Pathway for SGR Reform 
Act of 2013 (Pub. L. 113–67) established 
the site neutral payment rate under the 
LTCH PPS, which made the LTCH PPS 
a dual rate payment system beginning in 
FY 2016. Under this statute, effective for 
LTCH’s cost reporting periods beginning 
in FY 2016 cost reporting period, LTCHs 
are generally paid for discharges at the 
site neutral payment rate unless the 
discharge meets the patient criteria for 
payment at the LTCH PPS standard 
Federal payment rate. The existing 

regulations governing payment under 
the LTCH PPS are located in 42 CFR 
part 412, subpart O. Beginning October 
1, 2009, we issue the annual updates to 
the LTCH PPS in the same documents 
that update the IPPS. 

4. Critical Access Hospitals (CAHs) 
Under sections 1814(l), 1820, and 

1834(g) of the Act, payments made to 
critical access hospitals (CAHs) (that is, 
rural hospitals or facilities that meet 
certain statutory requirements) for 
inpatient and outpatient services are 
generally based on 101 percent of 
reasonable cost. Reasonable cost is 
determined under the provisions of 
section 1861(v) of the Act and existing 
regulations under 42 CFR part 413. 

5. Payments for Graduate Medical 
Education (GME) 

Under section 1886(a)(4) of the Act, 
costs of approved educational activities 
are excluded from the operating costs of 
inpatient hospital services. Hospitals 
with approved graduate medical 
education (GME) programs are paid for 
the direct costs of GME in accordance 
with section 1886(h) of the Act. The 
amount of payment for direct GME costs 
for a cost reporting period is based on 
the hospital’s number of residents in 
that period and the hospital’s costs per 
resident in a base year. The existing 
regulations governing payments to the 
various types of hospitals are located in 
42 CFR part 413. 

C. Summary of Provisions of Recent 
Legislation Implemented in This Final 
Rule 

1. Improving Medicare Post-Acute Care 
Transformation Act of 2014 (IMPACT 
Act) (Pub. L. 113–185) 

The Improving Medicare Post-Acute 
Care Transformation Act of 2014 
(IMPACT Act) (Pub. L. 113–185), 
enacted on October 6, 2014, made a 
number of changes that affect the Long- 
Term Care Hospital Quality Reporting 
Program (LTCH QRP). We did not make 
proposals or updates to the LTCH 
Quality Reporting Program. We are 
continuing to maintain portions of 
section 1899B of the Act, as added by 
section 2(a) of the IMPACT Act, which, 
in part, requires LTCHs, among other 
post-acute care providers, to report 
standardized patient assessment data, 
data on quality measures, and data on 
resource use and other measures. 

2. The Medicare Access and CHIP 
Reauthorization Act of 2015 (Pub. L. 
114–10) 

Section 414 of the Medicare Access 
and CHIP Reauthorization Act of 2015 
(MACRA, Pub. L. 114–10) specifies a 0.5 
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percent positive adjustment to the 
standardized amount of Medicare 
payments to acute care hospitals for FYs 
2018 through 2023. These adjustments 
follow the recoupment adjustment to 
the standardized amounts under section 
1886(d) of the Act based upon the 
Secretary’s estimates for discharges 
occurring from FYs 2014 through 2017 
to fully offset $11 billion, in accordance 
with section 631 of the ATRA. The FY 
2018 adjustment was subsequently 
adjusted to 0.4588 percent by section 
15005 of the 21st Century Cures Act. 

3. Further Consolidated Appropriations 
Act, 2020 (Pub. L. 116–94) 

Section 108 of the Further 
Consolidated Appropriations Act, 2020 
(Pub. L. 116–94) provides that, effective 
for cost reporting periods beginning on 
or after October 1, 2020, payment to a 
subsection (d) hospital that furnishes an 
allogeneic hematopoietic stem cell 
transplant for hematopoietic stem cell 
acquisition shall be made on a 
reasonable cost basis, and that the 
Secretary shall specify the items 
included in such hematopoietic stem 
cell acquisition in rulemaking. This 
statutory provision also requires that, 
beginning in FY 2021, the payments 
made based on reasonable cost for the 
acquisition costs of allogeneic 
hematopoietic stem cells be made in a 
budget neutral manner. 

D. Issuance of Notice of Proposed 
Rulemaking 

In the FY 2021 IPPS/LTCH PPS 
proposed rule that appeared in the May 
29, 2020 Federal Register (84 FR 
32460), we set forth proposed payment 
and policy changes to the Medicare 
IPPS for FY 2021 operating costs and 
capital-related costs of acute care 
hospitals and certain hospitals and 
hospital units that are excluded from 
IPPS. In addition, we set forth proposed 
changes to the payment rates, factors, 
and other payment and policy-related 
changes to programs associated with 
payment rate policies under the LTCH 
PPS for FY 2021. 

The following is a general summary of 
the changes that we proposed to make. 

1. Proposed Changes to MS–DRG 
Classifications and Recalibrations of 
Relative Weights 

In section II. of the preamble of the 
proposed rule, we included— 

• Proposed changes to MS–DRG 
classifications based on our yearly 
review for FY 2021. 

• Proposed adjustment to the 
standardized amounts under section 
1886(d) of the Act for FY 2021 in 
accordance with the amendments made 

to section 7(b)(1)(B) of Public Law 110– 
90 by section 414 of the MACRA. 

• Proposed recalibration of the MS– 
DRG relative weights. 

• A discussion of the proposed FY 
2021 status of new technologies 
approved for add-on payments for FY 
2020, a presentation of our evaluation 
and analysis of the FY 2021 applicants 
for add-on payments for high-cost new 
medical services and technologies 
(including public input, as directed by 
Pub. L. 108–173, obtained in a town hall 
meeting) for applications not submitted 
under an alternative pathway, and a 
discussion of the proposed status of FY 
2021 new technology applicants under 
the alternative pathways for certain 
medical devices and certain 
antimicrobial products. 

• Proposed revision to the new 
technology add-on payment policy 
where the coding associated with an 
application for new technology add-on 
payments or a previously approved 
technology that may continue to receive 
new technology add-on payments is 
proposed to be assigned to a proposed 
new MS–DRG. 

• Proposed changes to the timing of 
the IPPS new technology add-on 
payment for certain antimicrobial 
products, and proposed expansion of 
the alternative pathway for certain 
antimicrobial products. 

2. Proposed Changes to the Hospital 
Wage Index for Acute Care Hospitals 

In section III. of the preamble of the 
proposed rule we proposed to make 
revisions to the wage index for acute 
care hospitals and the annual update of 
the wage data. Specific issues addressed 
included, but were not limited to, the 
following: 

• Proposed changes in the labor 
market area delineations based on 
revisions to the OMB Core Based 
Statistical Area (CBSA) delineations and 
proposed policies related to the 
proposed changes in CBSAs. 

• The proposed FY 2021 wage index 
update using wage data from cost 
reporting periods beginning in FY 2017. 

• Calculation, analysis, and 
implementation of the proposed 
occupational mix adjustment to the 
wage index for acute care hospitals for 
FY 2021 based on the 2016 
Occupational Mix Survey. 

• Proposed application of the rural 
floor and the frontier State floor, and 
continuation of the low wage index 
hospital policy. 

• Proposed revisions to the wage 
index for acute care hospitals, based on 
hospital redesignations and 
reclassifications under sections 

1886(d)(8)(B), (d)(8)(E), and (d)(10) of 
the Act. 

• Proposed change to Lugar county 
assignments. 

• Proposed adjustment to the wage 
index for acute care hospitals for FY 
2021 based on commuting patterns of 
hospital employees who reside in a 
county and work in a different area with 
a higher wage index. 

• Proposed labor-related share for the 
proposed FY 2021 wage index. 

3. Other Decisions and Proposed 
Changes to the IPPS for Operating Costs 

In section IV of the preamble of the 
proposed rule, we discuss proposed 
changes or clarifications of a number of 
the provisions of the regulations in 42 
CFR parts 412 and 413, including the 
following: 

• Proposed changes to MS–DRGs 
subject to the post-acute care transfer 
policy and special payment policy. 

• Proposed inpatient hospital update 
for FY 2021. 

• Proposed amendment to address 
short cost reporting periods during 
applicable timeframe for establishment 
of service area for SCHs. 

• Proposed updated national and 
regional case-mix values and discharges 
for purposes of determining RRC status, 
and proposed amendment for hospital 
cost reporting periods that are longer or 
shorter than 12 months. 

• The statutorily required IME 
adjustment factor for FY 2021. 

• Proposed changes to the 
methodology for determining Medicare 
DSH for uncompensated care payments. 

• Proposed changes to payment for 
allogeneic hematopoietic stem cell 
acquisition costs. 

• Proposed payment adjustment for 
chimeric antigen receptor (CAR) T-cell 
therapy clinical trial cases. 

• Proposed requirements for payment 
adjustments under the Hospital 
Readmissions Reduction Program for FY 
2021. 

• The provision of estimated and 
newly established performance 
standards for the calculation of value- 
based incentive payments under the 
Hospital Value-Based Purchasing 
Program. 

• Proposed requirements for payment 
adjustments to hospitals under the HAC 
Reduction Program for FY 2021. 

• Proposed policy changes related to 
medical residents affected by residency 
program or teaching hospital closure. 

• Discussion of and proposed changes 
relating to the implementation of the 
Rural Community Hospital 
Demonstration Program in FY 2021. 

• Proposal to collect market-based 
rate information on the Medicare cost 
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report for cost reporting periods ending 
on or after January 1, 2021, and request 
for comment on a potential market- 
based MS–DRG relative weight 
methodology beginning in FY 2024, that 
we stated we may adopt in this 
rulemaking. 

4. Proposed FY 2021 Policy Governing 
the IPPS for Capital-Related Costs 

In section V. of the preamble to the 
proposed rule, we discussed the 
proposed payment policy requirements 
for capital-related costs and capital 
payments to hospitals for FY 2021. 

5. Proposed Changes to the Payment 
Rates for Certain Excluded Hospitals: 
Rate-of-Increase Percentages 

In section VI. of the preamble of the 
proposed rule, we discussed— 

• Proposed changes to payments to 
certain excluded hospitals for FY 2021. 

• Proposed continued 
implementation of the Frontier 
Community Health Integration Project 
(FCHIP) Demonstration. 

6. Proposed Changes to the LTCH PPS 

In section VII. of the preamble of the 
proposed rule, we set forth— 

• Proposed changes to the LTCH PPS 
Federal payment rates, factors, and 
other payment rate policies under the 
LTCH PPS for FY 2021. 

• Proposed rebasing and revising of 
the LTCH PPS market basket. 

7. Proposed Changes Relating to Quality 
Data Reporting for Specific Providers 
and Suppliers 

In section VIII. of the preamble of the 
proposed rule, we addressed— 

• Proposed requirements for the 
Hospital Inpatient Quality Reporting 
(IQR) Program. 

• Proposed changes to the 
requirements for the quality reporting 
program for PPS-exempt cancer 
hospitals (PCHQR Program). 

• Proposed changes to requirements 
pertaining to eligible hospitals and 
CAHs participating in the Medicare and 
Medicaid Promoting Interoperability 
Programs. 

8. Other Proposed Changes 

Section IX. of the preamble to the 
proposed rule included the following: 

• Proposed changes pertaining to the 
submission format requirements and 
reimbursement rates for patient records 
sent to the Beneficiary and Family 
Centered Care Quality Improvement 
Organizations (BFCC–QIOs). 

• Proposed changes pertaining to 
allowing for mandatory electronic filing 
of Provider Reimbursement Review 
Board appeals. 

• Proposed changes pertaining to and 
codification of certain longstanding 
Medicare Bad Debt policies. 

9. Other Provisions of the Proposed Rule 

Section X. of the preamble to the 
proposed rule included our discussion 
of the MedPAC Recommendations. 

Section XI. of the preamble to the 
proposed rule included the following: 

• A descriptive listing of the public 
use files associated with the proposed 
rule. 

• The collection of information 
requirements for entities based on our 
proposals. 

• Information regarding our responses 
to public comments. 

• Waiver of the 60-day delay in 
effective date for the final rule. 

10. Determining Prospective Payment 
Operating and Capital Rates and Rate-of- 
Increase Limits for Acute Care Hospitals 

In sections II. and III. of the 
Addendum to the proposed rule, we set 
forth the proposed changes to the 
amounts and factors for determining the 
proposed FY 2021 prospective payment 
rates for operating costs and capital- 
related costs for acute care hospitals. We 
proposed to establish the threshold 
amounts for outlier cases. In addition, in 
section IV. of the Addendum to the 
proposed rule, we addressed the update 
factors for determining the rate-of- 
increase limits for cost reporting periods 
beginning in FY 2021 for certain 
hospitals excluded from the IPPS. 

11. Determining Prospective Payment 
Rates for LTCHs 

In section V. of the Addendum to the 
proposed rule, we set forth proposed 
changes to the amounts and factors for 
determining the proposed FY 2021 
LTCH PPS standard Federal payment 
rate and other factors used to determine 
LTCH PPS payments under both the 
LTCH PPS standard Federal payment 
rate and the site neutral payment rate in 
FY 2021. We proposed to establish the 
adjustment for wage levels, including 
the proposed changes in the CBSAs 
based on revisions to the OMB labor 
market area delineations and a proposed 
adjustment to reflect the expected 
increases in wages under the IPPS low 
wage index hospital policy. We are 
proposing to establish the adjustments 
for the labor-related share, the cost-of- 
living adjustment, and high-cost 
outliers, including the applicable fixed- 
loss amounts and the LTCH cost-to- 
charge ratios (CCRs) for both payment 
rates. 

12. Impact Analysis 
In Appendix A of the proposed rule, 

we set forth an analysis of the impact 
the proposed changes would have on 
affected acute care hospitals, CAHs, 
LTCHs, PCHs and other entities. 

13. Recommendation of Update Factors 
for Operating Cost Rates of Payment for 
Hospital Inpatient Services 

In Appendix B of the proposed rule, 
as required by sections 1886(e)(4) and 
(e)(5) of the Act, we provided our 
recommendations of the appropriate 
percentage changes for FY 2021 for the 
following: 

• A single average standardized 
amount for all areas for hospital 
inpatient services paid under the IPPS 
for operating costs of acute care 
hospitals (and hospital-specific rates 
applicable to SCHs and MDHs). 

• Target rate-of-increase limits to the 
allowable operating costs of hospital 
inpatient services furnished by certain 
hospitals excluded from the IPPS. 

• The LTCH PPS standard Federal 
payment rate and the site neutral 
payment rate for hospital inpatient 
services provided for LTCH PPS 
discharges. 

14. Discussion of Medicare Payment 
Advisory Commission 
Recommendations 

Under section 1805(b) of the Act, 
MedPAC is required to submit a report 
to Congress, no later than March 15 of 
each year, in which MedPAC reviews 
and makes recommendations on 
Medicare payment policies. MedPAC’s 
March 2020 recommendations 
concerning hospital inpatient payment 
policies address the update factor for 
hospital inpatient operating costs and 
capital-related costs for hospitals under 
the IPPS. We addressed these 
recommendations in Appendix B of the 
proposed rule. For further information 
relating specifically to the MedPAC 
March 2020 report or to obtain a copy 
of the report, contact MedPAC at (202) 
220–3700 or visit MedPAC’s website at: 
http://www.medpac.gov. 

E. Advancing Health Information 
Exchange 

The Department of Health and Human 
Services (HHS) has a number of 
initiatives designed to encourage and 
support the adoption of interoperable 
health information technology and to 
promote nationwide health information 
exchange to improve health care and 
patient access to their health 
information. The Office of the National 
Coordinator for Health Information 
Technology (ONC) and CMS work 
collaboratively to advance 
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interoperability across settings of care, 
including post-acute care. 

To further interoperability in across 
all care settings, CMS continues to 
explore opportunities to advance 
electronic exchange of patient 
information across payers, providers 
and with patients, including developing 
systems that use nationally recognized 
health IT standards such as Logical 
Observation Identifier Names and Codes 
(LOINC), Systemized Nomenclature of 
Medicine-Clinical Terms (SNOMED), 
and Fast Healthcare Interoperability 
Recourses (FHIR). In addition, CMS and 
ONC are collaborating with industry 
stakeholders via the Post-Acute Care 
Interoperability Workgroup (PACIO) (to 
develop FHIR-based standards for post- 
acute care (PAC) assessment content, 
which could support the exchange and 
reuse of patient http://pacioproject.org/ 
) assessment data derived from the 
Minimum Data Set (MDS), Inpatient 
Rehabilitation Facility-Patient 
Assessment Instrument (IRF–PAI), Long 
Term Care Hospital Continuity 
Assessment Record and Evaluation Data 
Set (LTCH CARE data set), Outcome 
Assessment Information Set (OASIS) 
assessment tools, and other sources. The 
Data Element Library (DEL) (https://
del.cms.gov/DELWeb/pubHome) 
continues to be updated and serves as 
the authoritative resource for PAC 
assessment data elements and their 
associated mappings to health IT 
standards. These interoperable data 
elements can reduce provider burden by 
allowing the use and exchange of 
healthcare data, support provider 
exchange of electronic health 
information for care coordination, 
person-centered care, and support real- 
time, data driven, clinical decision- 
making. Standards in the DEL (https:// 
del.cms.gov/) can be referenced on the 
CMS website and in the ONC 
Interoperability Standards Advisory 
(ISA). The 2020 ISA is available at 
https://www.healthit.gov/isa. 

In the September 30, 2019 Federal 
Register, we published a final rule 
titled, ‘‘Medicare and Medicaid 
Programs; Revisions to Requirements for 
Discharge Planning for Hospitals, 
Critical Access Hospitals, and Home 
Health Agencies, and Hospital and 
Critical Access Hospital Changes to 
Promote Innovation, Flexibility, and 
Improvement in Patient Care’’ (84 FR 
51836) (‘‘Discharge Planning final 
rule’’), that revises the discharge 
planning requirements that hospitals 
(including psychiatric hospitals, long- 
term care hospitals, and inpatient 
rehabilitation facilities), critical access 
hospitals (CAHs), and home health 
agencies, must meet to participate in 

Medicare and Medicaid programs. It 
also revises one provision regarding 
patient rights in hospitals. The rule 
supports our interoperability efforts by 
promoting the exchange of patient 
information between health care 
settings, and by ensuring that a patient’s 
necessary medical information is 
transferred with the patient after 
discharge from a hospital, CAH, or post- 
acute care services provider. For more 
information on the discharge planning 
requirements, please visit the final rule 
at: https://www.federalregister.gov/ 
documents/2019/09/30/2019-20732/ 
medicare-and-medicaid-programs- 
revisions-to-requirements-for-discharge- 
planning-for-hospitals. 

We invite providers to learn more 
about these important developments 
and how they are likely to affect LTCHs 
and encourage the electronic exchange 
of health data across care settings and 
with patients. 

II. Changes to Medicare Severity 
Diagnosis-Related Group (MS–DRG) 
Classifications and Relative Weights 

A. Background 

Section 1886(d) of the Act specifies 
that the Secretary shall establish a 
classification system (referred to as 
diagnosis-related groups (DRGs)) for 
inpatient discharges and adjust 
payments under the IPPS based on 
appropriate weighting factors assigned 
to each DRG. (Beginning in FY 2008, 
CMS adopted the Medicare-Severity 
DRGs (MS–DRGs) to better recognize 
severity of illness and resource use 
based on case complexity.) Therefore, 
under the IPPS, Medicare pays for 
inpatient hospital services on a rate per 
discharge basis that varies according to 
the DRG to which a beneficiary’s stay is 
assigned. The formula used to calculate 
payment for a specific case multiplies 
an individual hospital’s payment rate 
per case by the weight of the DRG to 
which the case is assigned. Each DRG 
weight represents the average resources 
required to care for cases in that 
particular DRG, relative to the average 
resources used to treat cases in all 
DRGs. Section 1886(d)(4)(C) of the Act 
requires that the Secretary adjust the 
DRG classifications and relative weights 
at least annually to account for changes 
in resource consumption. These 
adjustments are made to reflect changes 
in treatment patterns, technology, and 
any other factors that may change the 
relative use of hospital resources. 

B. Adoption of the MS–DRGs and MS– 
DRG Reclassifications 

For information on the adoption of 
the MS–DRGs in FY 2008, we refer 

readers to the FY 2008 IPPS final rule 
with comment period (72 FR 47140 
through 47189). 

For general information about the 
MS–DRG system, including yearly 
reviews and changes to the MS–DRGs, 
we refer readers to the previous 
discussions in the FY 2010 IPPS/RY 
2010 LTCH PPS final rule (74 FR 43764 
through 43766) and the FYs 2011 
through 2020 IPPS/LTCH PPS final 
rules (75 FR 50053 through 50055; 76 
FR 51485 through 51487; 77 FR 53273; 
78 FR 50512; 79 FR 49871; 80 FR 49342; 
81 FR 56787 through 56872; 82 FR 
38010 through 38085, 83 FR 41158 
through 41258, and 84 FR 42058 
through 42165, respectively). 

C. FY 2021 MS–DRG Documentation 
and Coding Adjustment 

1. Background on the Prospective MS– 
DRG Documentation and Coding 
Adjustments for FY 2008 and FY 2009 
Authorized by Public Law 110–90 and 
the Recoupment or Repayment 
Adjustment Authorized by Section 631 
of the American Taxpayer Relief Act of 
2012 (ATRA). 

In the FY 2008 IPPS final rule with 
comment period (72 FR 47140 through 
47189), we adopted the MS–DRG 
patient classification system for the 
IPPS, effective October 1, 2007, to better 
recognize severity of illness in Medicare 
payment rates for acute care hospitals. 
The adoption of the MS–DRG system 
resulted in the expansion of the number 
of DRGs from 538 in FY 2007 to 745 in 
FY 2008. By increasing the number of 
MS–DRGs and more fully taking into 
account patient severity of illness in 
Medicare payment rates for acute care 
hospitals, MS–DRGs encourage 
hospitals to improve their 
documentation and coding of patient 
diagnoses. In the FY 2008 IPPS final 
rule with comment period (72 FR 47175 
through 47186), we indicated that the 
adoption of the MS–DRGs had the 
potential to lead to increases in 
aggregate payments without a 
corresponding increase in actual patient 
severity of illness due to the incentives 
for additional documentation and 
coding. In that final rule with comment 
period, we exercised our authority 
under section 1886(d)(3)(A)(vi) of the 
Act, which authorizes us to maintain 
budget neutrality by adjusting the 
national standardized amount, to 
eliminate the estimated effect of changes 
in coding or classification that do not 
reflect real changes in case-mix. Our 
actuaries estimated that maintaining 
budget neutrality required an 
adjustment of ¥4.8 percentage points to 
the national standardized amount. We 
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provided for phasing in this ¥4.8 
percentage point adjustment over 3 
years. Specifically, we established 
prospective documentation and coding 
adjustments of ¥1.2 percentage points 
for FY 2008, ¥1.8 percentage points for 
FY 2009, and ¥1.8 percentage points 
for FY 2010. 

On September 29, 2007, Congress 
enacted the TMA [Transitional Medical 
Assistance], Abstinence Education, and 
QI [Qualifying Individuals] Programs 
Extension Act of 2007 (Pub. L. 110–90). 
Section 7(a) of Public Law 110–90 
reduced the documentation and coding 
adjustment made as a result of the MS– 
DRG system that we adopted in the FY 
2008 IPPS final rule with comment 
period to ¥0.6 percentage point for FY 
2008 and ¥0.9 percentage point for FY 
2009. 

As discussed in prior year 
rulemakings, and most recently in the 
FY 2017 IPPS/LTCH PPS final rule (81 
FR 56780 through 56782), we 
implemented a series of adjustments 
required under sections 7(b)(1)(A) and 
7(b)(1)(B) of Public Law 110–90, based 
on a retrospective review of FY 2008 
and FY 2009 claims data. We completed 
these adjustments in FY 2013 but 
indicated in the FY 2013 IPPS/LTCH 
PPS final rule (77 FR 53274 through 
53275) that delaying full 
implementation of the adjustment 
required under section 7(b)(1)(A) of 
Public Law 110–90 until FY 2013 
resulted in payments in FY 2010 
through FY 2012 being overstated, and 
that these overpayments could not be 
recovered under Public Law 110–90. 

In addition, as discussed in prior 
rulemakings and most recently in the 
FY 2018 IPPS/LTCH PPS final rule (82 
FR 38008 through 38009), section 631 of 
the American Taxpayer Relief Act of 
2012 (ATRA) amended section 
7(b)(1)(B) of Public Law 110–90 to 
require the Secretary to make a 
recoupment adjustment or adjustments 
totaling $11 billion by FY 2017. This 
adjustment represented the amount of 
the increase in aggregate payments as a 
result of not completing the prospective 
adjustment authorized under section 
7(b)(1)(A) of Public Law 110–90 until 
FY 2013. 

2. Adjustments Made for FY 2018, FY 
2019, and FY 2020 as Required Under 
Section 414 of Public Law 114–10 
(MACRA) and Section 15005 of Public 
Law 114–255 

As stated in the FY 2017 IPPS/LTCH 
PPS final rule (81 FR 56785), once the 
recoupment required under section 631 
of the ATRA was complete, we had 
anticipated making a single positive 
adjustment in FY 2018 to offset the 

reductions required to recoup the $11 
billion under section 631 of the ATRA. 
However, section 414 of the MACRA 
(which was enacted on April 16, 2015) 
replaced the single positive adjustment 
we intended to make in FY 2018 with 
a 0.5 percentage point positive 
adjustment for each of FYs 2018 through 
2023. In the FY 2017 rulemaking, we 
indicated that we would address the 
adjustments for FY 2018 and later fiscal 
years in future rulemaking. Section 
15005 of the 21st Century Cures Act 
(Pub. L. 114–255), which was enacted 
on December 13, 2016, amended section 
7(b)(1)(B) of the TMA, as amended by 
section 631 of the ATRA and section 
414 of the MACRA, to reduce the 
adjustment for FY 2018 from a 0.5 
percentage point positive adjustment to 
a 0.4588 percentage point positive 
adjustment. As we discussed in the FY 
2018 rulemaking, we believe the 
directive under section 15005 of Public 
Law 114–255 is clear. Therefore, in the 
FY 2018 IPPS/LTCH PPS final rule (82 
FR 38009) for FY 2018, we implemented 
the required +0.4588 percentage point 
adjustment to the standardized amount. 
In the FY 2019 IPPS/LTCH PPS final 
rule (83 FR 41157) and in the FY 2020 
IPPS/LTCH PPS final rule (84 FR 
42057), consistent with the 
requirements of section 414 of the 
MACRA, we implemented 0.5 
percentage point positive adjustments to 
the standardized amount for FY 2019 
and FY 2020, respectively. We indicated 
that the FY 2018, FY 2019, and FY 2020 
adjustments were permanent 
adjustments to payment rates. We also 
stated that we plan to propose future 
adjustments required under section 414 
of the MACRA for FYs 2021 through 
2023 in future rulemaking. 

3. Adjustment for FY 2021 
Consistent with the requirements of 

section 414 of the MACRA, we proposed 
to implement a 0.5 percentage point 
positive adjustment to the standardized 
amount for FY 2021. We indicated that 
this would constitute a permanent 
adjustment to payment rates. We stated 
in the proposed rule that we plan to 
propose future adjustments required 
under section 414 of the MACRA for 
FYs 2022 through 2023 in future 
rulemaking. 

Comment: Commenters stated that in 
order to comply with ATRA 
requirements, CMS anticipated that a 
cumulative ¥3.2 percentage point 
adjustment to the standardized amount 
would achieve the mandated $11 billion 
recoupment. A commenter stated that 
by retaining the ¥0.7 percentage point 
adjustment made in FY 2017, CMS has 
miscalculated the directives issued by 

Congress, and has contravened 
Congress’ clear instructions and intent. 
The commenter contends that when 
Section 15005 of the 21st Century Cures 
Act (Pub. L. 114–255) altered the 
positive adjustment for FY 2018 from 
0.5 percentage points to 0.4588 
percentage points, Congress recognized 
that this difference would not be 
restored. According to the commenter, 
Congress thus assumed that the 0.7 
percentage point adjustment would be 
returned as part of the restoration 
process; otherwise, it would have 
updated the ‘‘baseline’’ to reflect CMS’ 
revised total negative adjustment of 
3.9%. A commenter asserted that the 
additional ¥0.7 percentage point 
adjustment made in FY 2017 has been 
improperly continued in FY 2018, FY 
2019, and FY 2020, and failure to 
restore the additional 0.7 percentage 
point adjustment will cause hospitals to 
experience a significant cut in their 
reimbursement for FY 2021 (in addition 
to the losses already incurred for FYs 
2018, 2019, and 2020). Other 
commenters urged CMS to use its 
exceptions and adjustments authority 
under section 1886(d)(5)(I) by FY 2024, 
to restore an additional 0.7 percentage 
point payment adjustment to restore 
payment equity to hospitals and comply 
with what they asserted was 
Congressional intent. Another 
commenter suggested CMS implement 
an approximate positive adjustment of 
1.0 percentage point by FY 2024 to fully 
and permanently restore the entire ¥3.9 
percentage point recoupment 
adjustment to IPPS rates. 

Response: As we discussed in the FY 
2021 IPPS/LTCH PPS proposed rule (85 
FR 32471), and in response to similar 
comments in the FY 2020 IPPS/LTCH 
PPS final rule (84 FR 42057), we believe 
section 414 of the MACRA and section 
15005 of the 21st Century Cures Act set 
forth the levels of positive adjustments 
for FYs 2018 through 2023. We are not 
convinced that the adjustments 
prescribed by MACRA were predicated 
on a specific adjustment level estimated 
or implemented by CMS in previous 
rulemaking. While we had anticipated 
making a positive adjustment in FY 
2018 to offset the reductions required to 
recoup the $11 billion under section 631 
of the ATRA, section 414 of the MACRA 
required that we implement a 0.5 
percentage point positive adjustment for 
each of FYs 2018 through 2023, and not 
the single positive adjustment we 
intended to make in FY 2018. As 
discussed in the FY 2017 IPPS/LTCH 
PPS final rule, by phasing in a total 
positive adjustment of only 3.0 
percentage points, section 414 of the 
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MACRA would not fully restore even 
the 3.2 percentage point adjustment 
originally estimated by CMS in the FY 
2014 IPPS/LTCH PPS final rule (78 FR 
50515). Moreover, as discussed in the 
FY 2018 IPPS/LTCH PPS final rule, 
Public Law 114–255, which further 
reduced the positive adjustment 
required for FY 2018 from 0.5 
percentage point to 0.4588 percentage 
point, was enacted on December 13, 
2016, after CMS had proposed and 
finalized the final negative ¥1.5 
percentage point adjustment required 
under section 631 of the ATRA. We see 
no evidence that Congress enacted these 
adjustments with the intent that CMS 
would make an additional +0.7 
percentage point adjustment in FY 2018 
to compensate for the higher than 
expected final ATRA adjustment made 
in FY 2017, nor are we persuaded that 
it would be appropriate to use the 
Secretary’s exceptions and adjustments 
authority under section 1886(d)(5)(I) of 
the Act to adjust payments in FY 2021 
to restore any additional amount of the 
original 3.9 percentage point reduction, 
given Congress’ prescriptive adjustment 
levels under section 414 of the MACRA 
and section 15005 of the 21st Century 
Cures Act. We intend to address 
adjustments for FY 2022 and later years 
in future rulemaking. 

After consideration of the public 
comments we received, we are 
finalizing our proposal to implement a 
0.5 percentage point adjustment to the 
standardized amount for FY 2021. 

D. Changes to Specific MS–DRG 
Classifications 

1. Discussion of Changes to Coding 
System and Basis for FY 2021 MS–DRG 
Updates 

a. Conversion of MS–DRGs to the 
International Classification of Diseases, 
10th Revision (ICD–10) 

As of October 1, 2015, providers use 
the International Classification of 
Diseases, 10th Revision (ICD–10) coding 
system to report diagnoses and 
procedures for Medicare hospital 
inpatient services under the MS–DRG 
system instead of the ICD–9–CM coding 
system, which was used through 
September 30, 2015. The ICD–10 coding 
system includes the International 
Classification of Diseases, 10th 
Revision, Clinical Modification (ICD– 
10–CM) for diagnosis coding and the 
International Classification of Diseases, 
10th Revision, Procedure Coding 
System (ICD–10–PCS) for inpatient 
hospital procedure coding, as well as 
the ICD–10–CM and ICD–10–PCS 
Official Guidelines for Coding and 
Reporting. For a detailed discussion of 

the conversion of the MS–DRGs to ICD– 
10, we refer readers to the FY 2017 
IPPS/LTCH PPS final rule (81 FR 56787 
through 56789). 

b. Basis for FY 2021 MS–DRG Updates 
Given the need for more time to 

carefully evaluate requests and propose 
updates, as discussed in the FY 2018 
IPPS/LTCH PPS final rule (82 FR 
38010), we changed the deadline to 
request updates to the MS–DRGs to 
November 1 of each year, which 
provided an additional 5 weeks for the 
data analysis and review process. 
Interested parties had to submit any 
comments and suggestions for FY 2021 
by November 1, 2019, and the 
comments that were submitted in a 
timely manner for FY 2021 are 
discussed in this section of the 
preamble of this final rule. As we 
discuss in the sections that follow, we 
may not be able to fully consider all of 
the requests that we receive for the 
upcoming fiscal year. We have found 
that, with the implementation of ICD– 
10, some types of requested changes to 
the MS–DRG classifications require 
more extensive research to identify and 
analyze all of the data that are relevant 
to evaluating the potential change. We 
note in the discussion that follows those 
topics for which further research and 
analysis are required, and which we 
will continue to consider in connection 
with future rulemaking. 

We stated in the proposed rule that 
with the continued increase in the 
number and complexity of the requested 
changes to the MS–DRG classifications 
since the adoption of ICD–10 MS–DRGs, 
and in order to consider as many 
requests as possible, more time is 
needed to carefully evaluate the 
requested changes, analyze claims data, 
and consider any updates. Therefore, we 
stated that we are changing the deadline 
to request changes to the MS–DRGs to 
October 20th of each year to allow for 
additional time for the review and 
consideration of any updates. We stated 
that interested parties should submit 
any comments and suggestions for FY 
2022 by October 20, 2020 via the CMS 
MS–DRG Classification Change Request 
Mailbox located at: 
MSDRGClassificationChange@
cms.hhs.gov. 

Comment: A commenter expressed 
concern that changing the deadline to 
submit requested changes to the MS– 
DRGs from November 1st to October 
20th will shorten the amount of time 
that hospitals have to review the final 
rule each year and determine how 
changes may impact MS–DRG 
recommendations for the following year. 
The commenter opposed the change in 

date stating hospitals should be given 
more time to evaluate impacts of the 
MS–DRG changes. We also received 
comments urging CMS to consider the 
impact of the COVID–19 pandemic on 
the FY 2020 MedPAR data in evaluating 
potential MS–DRG changes for FY 2022. 
Commenters noted that the volume for 
MS–DRGs unrelated to COVID–19 
hospitalizations may not be typical as a 
result of the postponement or 
cancellation of elective surgeries. 

Response: We believe that a change in 
the deadline from November 1st to 
October 20th will continue to provide 
hospitals sufficient time to assess 
potential impacts and inform future 
MS–DRG recommendations. As noted 
later in this section, in response to prior 
public comments, we provided a test 
version of the ICD–10 MS–DRG 
GROUPER Software, Version 38 
containing the proposed GROUPER 
logic for FY 2021 in connection with the 
proposed rule, allowing providers to 
build case examples reflecting the 
proposed MS–DRG changes. Therefore, 
we believe providers have sufficient 
time to assess potential impacts. 
However, because of the unique 
circumstance for this final rule for 
which we are waiving the delayed 
effective date (as discussed in section 
I.A.2 of this preamble), we are 
maintaining the deadline of November 
1, 2020 for FY 2022 MS–DRG 
classification change requests, and 
expect to reconsider a change in the 
deadline beginning with comments and 
suggestions submitted for FY 2023. In 
response to the public comments 
received expressing concerns about 
evaluating potential MS–DRG changes 
for FY 2022 using the FY 2020 MedPAR 
claims data, which may reflect various 
impacts as a result of the COVID–19 
pandemic, we will consider these 
concerns in developing FY 2022 
proposals. Accordingly, interested 
parties should submit any comments 
and suggestions for FY 2022 by 
November 1, 2020 via the CMS MS– 
DRG Classification Change Request 
Mailbox located at: 
MSDRGClassificationChange@
cms.hhs.gov. 

Based on public comments received 
in response to the FY 2020 IPPS/LTCH 
PPS proposed rule, we provided a test 
version of the ICD–10 MS–DRG 
GROUPER Software, Version 38, in 
connection with the FY 2021 IPPS/ 
LTCH PPS proposed rule so that the 
public could better analyze and 
understand the impact of the proposals 
included in the proposed rule. We noted 
that this test software reflects the 
proposed GROUPER logic for FY 2021. 
Therefore, it includes the new diagnosis 

VerDate Sep<11>2014 22:38 Sep 17, 2020 Jkt 250001 PO 00000 Frm 00015 Fmt 4701 Sfmt 4700 E:\FR\FM\18SER2.SGM 18SER2jb
el

l o
n 

D
S

K
JL

S
W

7X
2P

R
O

D
 w

ith
 R

U
LE

S
2

mailto:MSDRGClassificationChange@cms.hhs.gov
mailto:MSDRGClassificationChange@cms.hhs.gov
mailto:MSDRGClassificationChange@cms.hhs.gov
mailto:MSDRGClassificationChange@cms.hhs.gov


58446 Federal Register / Vol. 85, No. 182 / Friday, September 18, 2020 / Rules and Regulations 

and procedure codes that are effective 
for FY 2021 as reflected in Table 6A.— 
New Diagnosis Codes—FY 2021 and 
Table 6B.—New Procedure Codes—FY 
2021 that were associated with the 
proposed rule and does not include the 
diagnosis codes that are invalid 
beginning in FY 2021 as reflected in 
Table 6C.—Invalid Diagnosis Codes— 
FY 2021 that was associated with the 
proposed rule. We also noted that there 
were not any procedure codes that had 
been designated as invalid for FY 2021 
at the time of the development of the 
proposed rule. Those tables were not 
published in the Addendum to the 
proposed rule, but are available via the 
internet on the CMS website at: https:// 
www.cms.gov/Medicare/Medicare-Fee- 
for-Service-Payment/ 
AcuteInpatientPPS/index.html as 
described in section VI. of the 
Addendum to the proposed rule. 
Because the diagnosis codes no longer 
valid for FY 2021 are not reflected in the 
test software, we made available a 
supplemental file in Table 6P.1a that 
includes the mapped Version 38 FY 
2021 ICD–10–CM codes and the deleted 
Version 37 FY 2020 ICD–10–CM codes 
that should be used for testing purposes 
with users’ available claims data. 
Therefore, users had access to the test 
software allowing them to build case 
examples that reflect the proposals that 
were included in the proposed rule. In 
addition, users were able to view the 
draft version of the ICD–10 MS–DRG 
Definitions Manual, Version 38. 

The test version of the ICD–10 MS– 
DRG GROUPER Software, Version 38, 
the draft version of the ICD–10 MS–DRG 
Definitions Manual, Version 38, and the 
supplemental mapping file in Table 
6P.1a of FY 2020 and FY 2021 ICD–10– 
CM diagnosis codes are available at 
https://www.cms.gov/Medicare/ 
Medicare-Fee-for-Service-Payment/ 
AcuteInpatientPPS/MS–DRG- 
Classifications-and-Software. 

Following are the changes that we 
proposed to the MS–DRGs for FY 2021. 
We invited public comments on each of 
the MS–DRG classification proposed 
changes, as well as our proposals to 
maintain certain existing MS–DRG 
classifications discussed in the 
proposed rule. In some cases, we 
proposed changes to the MS–DRG 

classifications based on our analysis of 
claims data and consultation with our 
clinical advisors. In other cases, we 
proposed to maintain the existing MS– 
DRG classifications based on our 
analysis of claims data and consultation 
with our clinical advisors. For the FY 
2021 IPPS/LTCH PPS proposed rule, our 
MS–DRG analysis was based on ICD–10 
claims data from the September 2019 
update of the FY 2019 MedPAR file, 
which contains hospital bills received 
through September 30, 2019, for 
discharges occurring through September 
30, 2019. In our discussion of the 
proposed MS–DRG reclassification 
changes, we referred to these claims 
data as the ‘‘September 2019 update of 
the FY 2019 MedPAR file.’’ 

In this FY 2021 IPPS/LTCH PPS final 
rule, we summarize the public 
comments we received on our 
proposals, present our responses, and 
state our final policies. For this FY 2021 
final rule, we generally did not perform 
any further MS–DRG analysis of claims 
data. Therefore, our MS–DRG analysis is 
based on ICD–10 claims data from the 
September 2019 update of the FY 2019 
MedPAR file, which contains hospital 
bills received through September 30, 
2019, for discharges occurring through 
September 30, 2019, except as otherwise 
noted. 

As explained in previous rulemaking 
(76 FR 51487), in deciding whether to 
propose to make further modifications 
to the MS–DRGs for particular 
circumstances brought to our attention, 
we consider whether the resource 
consumption and clinical characteristics 
of the patients with a given set of 
conditions are significantly different 
than the remaining patients represented 
in the MS–DRG. We evaluate patient 
care costs using average costs and 
lengths of stay and rely on the judgment 
of our clinical advisors to determine 
whether patients are clinically distinct 
or similar to other patients represented 
in the MS–DRG. In evaluating resource 
costs, we consider both the absolute and 
percentage differences in average costs 
between the cases we select for review 
and the remainder of cases in the MS– 
DRG. We also consider variation in costs 
within these groups; that is, whether 
observed average differences are 
consistent across patients or attributable 

to cases that are extreme in terms of 
costs or length of stay, or both. Further, 
we consider the number of patients who 
will have a given set of characteristics 
and generally prefer not to create a new 
MS–DRG unless it would include a 
substantial number of cases. 

In our examination of the claims data, 
we apply the following criteria 
established in FY 2008 (72 FR 47169) to 
determine if the creation of a new 
complication or comorbidity (CC) or 
major complication or comorbidity 
(MCC) subgroup within a base MS–DRG 
is warranted: 

• A reduction in variance of costs of 
at least 3 percent; 

• At least 5 percent of the patients in 
the MS–DRG fall within the CC or MCC 
subgroup; 

• At least 500 cases are in the CC or 
MCC subgroup; 

• There is at least a 20-percent 
difference in average costs between 
subgroups; and 

• There is a $2,000 difference in 
average costs between subgroups. 
In order to warrant creation of a CC or 
MCC subgroup within a base MS–DRG, 
the subgroup must meet all five of the 
criteria. 

In the FY 2021 IPPS/LTCH PPS 
proposed rule, we proposed to expand 
the previously listed criteria to also 
include the NonCC subgroup. We 
explained that we believe that applying 
these criteria to the NonCC subgroup 
would better reflect resource 
stratification and also promote stability 
in the relative weights by avoiding low 
volume counts for the NonCC level MS– 
DRGs. 

Specifically, in our analysis of the 
MS–DRG classification requests for FY 
2021 that we received by November 1, 
2019, as well as any additional analyses 
that were conducted in connection with 
those requests, we applied these criteria 
to each of the MCC, CC and NonCC 
subgroups, as described in the following 
table. We provided the following table 
to better illustrate all five criteria and 
how they are applied for each CC 
subgroup, including their application to 
the NonCC subgroup beginning with the 
FY 2021 proposed rule. We also stated 
we had revised the order in which the 
criteria are presented for illustrative 
purposes. 
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In general, once the decision has been 
made to propose to make further 
modifications to the MS–DRGs as 
described previously, such as creating a 
new base MS–DRG, or in our evaluation 
of a specific MS–DRG classification 
request to split (or subdivide) an 
existing base MS–DRG into severity 
levels, all five criteria must be met for 
the base MS–DRG to be split (or 
subdivided) by a CC subgroup. We note 
that in our analysis of requests to create 
a new MS–DRG, we evaluate the most 
recent year of MedPAR claims data 
available. For example, we stated earlier 
that for the FY 2021 IPPS/LTCH PPS 
proposed rule and this final rule, our 
MS–DRG analysis is based on ICD–10 
claims data from the September 2019 
update of the FY 2019 MedPAR file. 
However, in our evaluation of requests 
to split an existing base MS–DRG into 
severity levels, as noted in prior 
rulemaking (80 FR 49368), we analyze 
the most recent 2 years of data. This 
analysis includes 2 years of MedPAR 
claims data to compare the data results 
from 1 year to the next to avoid making 
determinations about whether 
additional severity levels are warranted 
based on an isolated year’s data 
fluctuation and also, to validate that the 
established severity levels within a base 
MS–DRG are supported. The first step in 
our process of evaluating if the creation 
of a new CC subgroup within a base 
MS–DRG is warranted is to determine if 
all the criteria are satisfied for a three 
way split. If the criteria fail, the next 
step is to determine if the criteria are 
satisfied for a two way split. If the 
criteria for both of the two way splits 

fail, then a split (or CC subgroup) would 
generally not be warranted for that base 
MS–DRG. If the three way split fails on 
any one of the five criteria and all five 
criteria for both two way splits (1_23 
and 12_3) are met, we would apply the 
two way split with the highest R2 value. 
We note that if the request to split (or 
subdivide) an existing base MS–DRG 
into severity levels specifies the request 
is for either one of the two way splits 
(1_23 or 12_3), in response to the 
specific request, we will evaluate the 
criteria for both of the two way splits, 
however we do not also evaluate the 
criteria for a three way split. 

Comment: A commenter 
acknowledged CMS’s proposal to 
expand the previously listed criteria to 
create subgroups to also include the 
NonCC subgroup. This commenter 
expressed concern that the proposed 
principles are limited and restrictive 
and more applicable to MCCs than CCs. 

Response: It is not clear to us from the 
limited discussion in the comment why 
the commenter believes the principles 
are limited and restrictive and more 
applicable to MCCs than CCs, as the 
commenter did not provide further 
information or examples of this, nor 
suggest alternative approaches. We note 
that the criteria to create subgroups 
within the MS–DRGs as discussed in the 
FY 2021 IPPS/LTCH PPS proposed rule 
(85 FR 32472 through 32473) are 
separate from the guiding principles we 
discussed in the context of the 
comprehensive CC/MCC analysis of 
diagnosis codes when reported as a 
secondary diagnosis (85 FR 32550). 
However, the commenter did not 

provide any further information, 
alternative suggestions or 
recommendations with respect to either 
analysis. 

Comment: A commenter noted that in 
CMS’s analysis of the MS–DRG 
classification requests for FY 2021, the 
proposed expanded criteria were 
applied to each of the MCC, CC and 
NonCC subgroups and it questioned the 
appropriateness of applying the 
proposed subgroup criteria to include 
the NonCC subgroup for FY 2021 prior 
to it being finalized. This commenter 
also requested that CMS clarify how it 
will apply the proposed expansion of 
the subgroup criteria going forward. The 
commenter stated that if CMS were to 
apply the NonCC subgroup criteria 
retroactively in future rulemaking there 
are concerns with implications on the 
MS–DRG groupings and relative 
weights. The commenter conducted its 
own preliminary analysis using the FY 
2018 MedPAR data and noted that some 
MS–DRGs with three subgroups would 
have two subgroups under the new 
framework and it was not clear how this 
may impact the relative weights of those 
MS–DRGs. 

Response: In the FY 2021 IPPS/LTCH 
PPS proposed rule, we proposed to 
expand the existing criteria to create 
subgroups within a base MS–DRG to 
include the NonCC subgroup (85 FR 
32472 through 32473). We noted that in 
our analysis of the MS–DRG 
classification requests for FY 2021, we 
applied the proposed criteria to each of 
the MCC, CC and NonCC subgroups. In 
response to the commenter’s concern 
about the appropriateness of applying 
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the proposed subgroup criteria for MS– 
DRG classification requests in FY 2021 
prior to it being finalized, we note that 
we proposed and requested comments 
on the expansion of these criteria to the 
NonCC subgroup as part of this 
rulemaking and before finalization of 

this approach for FY 2021 MS–DRG 
changes. We also note that in the 
absence of applying the proposed 
criteria to include the NonCC subgroup, 
the MS–DRG related proposals for FY 
2021 involving such requests to create 
subgroups would have similar results. 

However, to better illustrate for the 
reader the criteria that were established 
in FY 2008 (72 FR 47169) to determine 
if the creation of a new CC or MCC 
subgroup within a base MS–DRG is 
warranted, we have provided this table. 

As shown in the table, under column 
number two (Three-Way Split), the first 
criterion requires ‘‘500+ cases for MCC 
group; and 500+ cases for CC group’’ 
and the second criterion requires ‘‘5%+ 
cases for MCC group; and 5%+ cases for 
CC group’’. We note that there is no 
volume or percentage of cases 
requirement for the NonCC group under 
the first and second criterion for this 
type of severity level split under the 
existing criteria. We further note that 
the proposed expansion of the criteria to 
include the NonCC subgroup, as 
discussed in the proposed rule, is only 
applicable for a three-way split because 
as previously illustrated in the table, the 
criteria for the NonCC subgroup already 
exists in each of the options for a two- 
way split. 

As stated previously, in the absence of 
applying the proposed criteria to 
include the NonCC subgroup, the MS– 
DRG related proposals for FY 2021 
involving such requests to create 
subgroups would have similar results. 
For example, in response to the request 
under the Pre-MDC category to split 
MS–DRG 014 (Allogeneic Bone Marrow 
Transplant) into two severity levels, 
based on the presence of a MCC, we 
discussed our application of the criteria 
to create subgroups for each of the two- 

way severity level splits. We noted that 
the criterion that there be at least 500 
cases for each subgroup (with MCC and 
without MCC) failed due to low volume, 
for both years analyzed. The analysis 
did not specifically rely on application 
of the proposed expansion of the criteria 
for the NonCC subgroup since the 
request was not for a three-way severity 
split and we noted there was already an 
insufficient volume of cases (less than 
500) in the CC subgroup (CC+NonCC 
group). Another example under the Pre- 
MDC category is for the proposed new 
MS–DRG 018 (Chimeric Antigen 
Receptor (CAR) T-cell Immunotherapy), 
for which we received public comments 
regarding CC subgroups and is 
discussed in further detail in section 
II.E.2.b. of the preamble of this final 
rule. 

We take this opportunity to clarify 
that there are no plans to apply the 
proposed expansion of the criteria to the 
NonCC subgroup retroactively in future 
rulemaking. The commenter is correct 
that application of the proposed NonCC 
subgroup criteria going forward may 
result in modifications to certain MS– 
DRGs that are currently split into three 
severity levels and result in MS–DRGs 
that are split into two severity levels 
under the proposed new framework. 

Any proposed modifications to the MS– 
DRGs would be addressed in future 
rulemaking consistent with our annual 
process and reflected in the Table 5— 
Proposed List of Medicare Severity 
Diagnosis Related Groups (MS–DRGs), 
Relative Weighting Factors, and 
Geometric and Arithmetic Mean Length 
of Stay for the applicable fiscal year. 

After consideration of the public 
comments we received, we are 
finalizing our proposal to expand the 
previously listed criteria to also include 
the NonCC subgroup. 

We are making the FY 2021 ICD–10 
MS–DRG GROUPER and Medicare Code 
Editor (MCE) Software Version 38, the 
ICD–10 MS–DRG Definitions Manual 
files Version 38 and the Definitions of 
Medicare Code Edits Manual Version 38 
available to the public on our CMS 
website at: https://www.cms.gov/ 
Medicare/Medicare-Fee-for-Service- 
Payment/AcuteInpatientPPS/MS-DRG- 
Classifications-and-Software. 

2. Pre-MDC 

a. Bone Marrow Transplants 

As discussed in the FY 2021 IPPS/ 
LTCH PPS proposed rule (85 FR 32473 
through 32475), we received two 
separate requests that involve the MS– 
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DRGs where bone marrow transplant 
procedures are assigned. The first 
request was to redesignate MS–DRG 014 
(Allogeneic Bone Marrow Transplant), 
MS–DRG 016 (Autologous Bone Marrow 
Transplant with CC/MCC or T-Cell 
Immunotherapy), and MS–DRG 017 
(Autologous Bone Marrow Transplant 
without CC/MCC) from surgical MS– 
DRGs to medical MS–DRGs. According 
to the requestor, bone marrow 
transplant procedures involve a 
transfusion of donor cells and do not 
involve a surgical procedure or require 
the resources of an operating room 
(O.R.). The second request involving 
bone marrow transplant procedures was 
to split MS–DRG 014 (Allogeneic Bone 
Marrow Transplant) into two severity 
levels, based on the presence of a MCC. 
In this section of this rule, we discuss 
each request in more detail. 

With regard to the first request, the 
requestor noted that the logic for MS– 
DRG 014 consists of ICD–10–PCS 
procedure codes describing allogeneic 
bone marrow transplants that are 
designated as non-operating room (non- 
O.R.) procedures. The requestor also 
noted that the logic for MS–DRGs 016 
and 017 includes ICD–10–PCS 
procedure codes describing autologous 
bone marrow transplants where certain 
procedure codes are designated as O.R. 

and other procedure codes are 
designated as non-O.R. procedures. The 
requestor stated that redesignating the 
bone marrow transplant MS–DRGs from 
surgical to medical would clinically 
align with the resources utilized in the 
performance of these procedures. 

The requestor is correct that bone 
marrow transplant procedures are 
currently assigned to MS–DRGs 014, 
016, and 017 which are classified as 
surgical MS–DRGs under the Pre-MDC 
category for the ICD–10 MS–DRGs. The 
requestor is also correct that the logic 
for MS–DRG 014 consists of ICD–10– 
PCS procedure codes describing 
allogeneic bone marrow transplants that 
are designated as non-operating room 
(non-O.R.) procedures and that the logic 
for MS–DRGs 016 and 017 includes 
ICD–10–PCS procedure codes 
describing autologous bone marrow 
transplants where certain procedure 
codes are designated as O.R. procedures 
and other procedure codes are 
designated as non-O.R. procedures. We 
refer the reader to the ICD–10 MS–DRG 
Definitions Manual Version 37 which is 
available via the internet on the CMS 
website at: https://www.cms.gov/ 
Medicare/Medicare-Fee-for-Service- 
Payment/AcuteInpatientPPS/MS-DRG- 
Classifications-and-Software for 
complete documentation of the 

GROUPER logic for MS–DRGs 014, 016, 
and 017. 

As noted in the proposed rule, we 
consulted with our clinical advisors and 
they agreed that bone marrow transplant 
procedures are similar to a blood 
transfusion procedure, do not utilize the 
resources of an operating room, and are 
not surgical procedures. Our clinical 
advisors concurred that bone marrow 
transplants are medical procedures and 
it is more accurate to designate the MS– 
DRGs to which these procedures are 
assigned as medical MS–DRGs versus 
surgical MS–DRGs. Therefore, we 
proposed to redesignate MS–DRGs 014, 
016, and 017 as medical MS–DRGs 
effective October 1, 2020 for FY 2021. 

As noted previously, the logic for 
MS–DRGs 016 and 017 includes ICD– 
10–PCS procedure codes describing 
autologous bone marrow transplants 
and related procedures where certain 
procedure codes are designated as O.R. 
and other procedure codes are 
designated as non-O.R. procedures. We 
stated in the proposed rule that during 
our review of the bone marrow 
transplant procedures assigned to these 
MS–DRGs, we identified the following 8 
procedure codes that are currently 
designated as O.R procedures. 

In connection with our proposal to 
designate the MS–DRGs to which these 
procedures are assigned as medical, as 
well as for clinical consistency with the 
other procedure codes describing bone 
marrow transplant procedures, we 
proposed to redesignate the listed ICD– 
10–PCS procedure codes from O.R. to 
non-O.R. procedures, affecting their 
current MS–DRG assignment for MS– 
DRGs 016 and 017, effective October 1, 
2020 for FY 2021. 

As discussed in the proposed rule and 
noted earlier in this section, we also 
received a request to split MS–DRG 014 
(Allogeneic Bone Marrow Transplant) 
into two severity levels, based on the 

presence of a MCC. For FY 2020, the 
requestor had requested that MS–DRG 
014 be split into two new MS–DRGs 
according to donor source. For the 
reasons discussed in the FY 2020 IPPS/ 
LTCH PPS proposed rule (84 FR 19176 
through 19180) and the FY 2020 IPPS/ 
LTCH PPS final rule (84 FR 42067 
through 42072), we did not propose to 
split MS–DRG 014 into two new MS– 
DRGs according to donor source. 
However, according to the requestor, a 
single (base) MS–DRG for allogeneic 
bone marrow and stem cell transplants 
continues to not be as clinically or 
resource homogeneous as it could be. 
The requestor conducted its own 

analysis and stated the results revealed 
it was appropriate to split MS–DRG 014 
based on the presence of a MCC. 

We noted in the proposed rule that we 
examined claims data from the 
September 2019 update of the FY 2019 
MedPAR file for MS–DRG 014. There 
were 962 cases found in MS–DRG 014 
with an average length of stay of 26.7 
days and average costs of $89,586. 

As stated in the proposed rule, 
consistent with our established process, 
we conducted an analysis of MS–DRG 
014 to determine if the criteria to create 
subgroups were met. The process for 
conducting this type of analysis 
includes examining 2 years of MedPAR 
claims data to compare the data results 
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from 1 year to the next to avoid making 
determinations about whether 
additional severity levels are warranted 
based on an isolated year’s data 
fluctuation and also, to validate that the 
established severity levels within a base 

MS–DRG are supported. Therefore, we 
reviewed the claims data for base MS– 
DRG 014 using the September 2018 
update of the FY 2018 MedPAR file and 
the September 2019 update of the FY 
2019 MedPAR file, which were used in 

our analysis of claims data for MS–DRG 
reclassification requests for FY 2020 and 
FY 2021. Our findings are shown in the 
table. 

We applied the criteria to create 
subgroups for each of the two-way 
severity level splits. As discussed in 
section II.D.1.b., in the FY 2021 IPPS/ 
LTCH PPS proposed rule, we proposed 
to expand the previously listed criteria 
to also include the NonCC group. The 
criterion that there be at least 500 cases 
for each subgroup failed due to low 
volume, as shown in the table for both 
years. Specifically, for the ‘‘with MCC’’ 
and ‘‘without MCC’’ (CC+NonCC) split, 
there were only 183 (141+42) cases in 
the ‘‘without MCC’’ subgroup based on 
the data in the FY 2019 MedPAR file 
and only 175 (140+35) cases in the 
‘‘without MCC’’ subgroup based on the 
data in the FY 2018 MedPAR file. For 
the ‘‘with CC/MCC’’ and ‘‘without CC/ 
MCC’’ (NonCC) split, there were only 42 
cases in the NonCC subgroup based on 
the data in the FY 2019 MedPAR file 
and only 35 cases in the NonCC 
subgroup based on the data in the FY 
2018 MedPAR file. The claims data do 
not support a two-way severity level 
split for MS–DRG 014, therefore, we 
proposed to maintain the current 
structure of MS–DRG 014 for FY 2021. 

Comment: Commenters supported the 
proposal to redesignate MS–DRGs 014, 
016, and 017 as medical MS–DRGs and 
stated they agreed that bone marrow 
transplant procedures are medical 
procedures that do not utilize the 
resources of an operating room. 
However, the commenters also noted 
that bone marrow transplants remain 
resource intensive procedures and the 
patients are medically complex, often 
requiring additional monitoring and 
increased lengths of stay. Commenters 
also agreed that the ICD–10–PCS 
procedure codes describing bone 
marrow transplants should have the 
same designation and supported the 
proposal to redesignate the eight ICD– 
10–PCS procedure codes listed in the 
previous table from O.R. to non-O.R. 
procedures, affecting their current MS– 
DRG assignment for MS–DRGs 016 and 

017. However, a single commenter 
disagreed with the proposal to 
redesignate the eight ICD–10–PCS 
procedure codes listed in the previous 
table from O.R. to non-O.R. procedures 
stating that the proposal did not provide 
any detail as to how the codes would be 
reassigned and recommended not 
finalizing the proposal until more 
information was provided in future 
rulemaking. Another commenter noted 
that the bone marrow transplant 
procedure codes represent an example 
of why the current process of 
determining whether a procedure 
qualifies for designation as an O.R. 
procedure may be outdated. This 
commenter acknowledged CMS’ 
discussion from section II.D.11. in the 
proposed rule that stated while 
procedures have typically been 
evaluated on the basis of whether they 
would be performed in an operating 
room, there may be other factors to 
consider with regard to resource 
consumption (85 FR 32542 through 
32549). Another commenter reported 
that in review of the eight procedure 
codes CMS proposed to redesignate 
from O.R. to non-O.R., they queried the 
FY 2019 MedPAR claims data and 
discovered a limited number of claims 
reflecting these procedure codes. This 
commenter consulted with its clinical 
advisors to determine if a bone marrow 
transplant with an ‘‘open approach’’ (as 
described by the procedure codes and 
the ICD–10–PCS classification), would 
generally occur. According to the 
clinical advisors, it is illogical to 
maintain these procedure codes 
describing an open approach for 
allogeneic and autologous bone marrow 
transplant procedures. The commenter 
recommended that CMS remove the 
procedure codes identified with an open 
approach from the classification. 

Commenters also supported retaining 
the structure of MS–DRG 014 and not 
creating a two-way severity level split 
based on the data and information 

provided. A commenter stated they 
understood and did not dispute CMS’ 
logic based on the criteria to create 
subgroups, however, they suggested that 
when proposals from the 
comprehensive CC/MCC analysis are 
finalized that this MS–DRG be 
reevaluated given the variation in the 
‘‘with CC/MCC’’ and ‘‘without CC/ 
MCC’’ subgroups ($90,924 versus 
$60,277, respectively) displayed in the 
CMS data analysis. In addition, this 
commenter noted that the FY 2020 
proposals related to the CC/MCC 
analysis involved redesignating the 
neoplasm codes from CC to NonCC and 
stated their belief that facilities 
addressing the costly and unavoidable 
consequences of allogeneic bone 
marrow transplants should be 
compensated for providing the care. 

Response: We appreciate the 
commenters’ support for our proposals 
related to MS–DRGs 014, 016 and 017 
for bone marrow transplant procedures. 
We agree with the commenters that 
bone marrow transplants are resource 
intensive procedures and the patients 
are medically complex, often requiring 
additional monitoring and increased 
lengths of stay. In response to the 
commenter who disagreed with the 
proposal to redesignate the eight ICD– 
10–PCS procedure codes listed in the 
previous table from O.R. to non-O.R. 
procedures because the proposal did not 
provide any detail as to how the codes 
would be reassigned and recommended 
not finalizing the proposal until more 
information was provided in future 
rulemaking, we note that the proposed 
rule specifically stated ‘‘we are 
proposing to redesignate the listed ICD– 
10–PCS procedure codes from O.R. to 
non-O.R. procedures, affecting their 
current MS–DRG assignment for MS– 
DRGs 016 and 017, effective October 1, 
2020 for FY 2021’’. As we also 
discussed in section II.D.11.a. of the 
proposed rule, each procedure that is 
designated as a non-O.R. procedure is 
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further classified as either affecting the 
MS–DRG assignment or not affecting the 
MS–DRG assignment. We noted that the 
non-O.R. designations that do affect the 
MS–DRG are referred to as ‘‘non-O.R. 
affecting the MS–DRG.’’ Accordingly, 
redesignating these eight procedure 
codes as non-O.R. procedures affecting 
their MS–DRG assignment means that 
they are non-O.R. and will continue to 
be assigned to MS–DRGs 016 and 017 
for FY 2021. 

In response to the commenter who 
recommended that CMS remove the 
procedure codes describing an 
allogeneic or autologous bone marrow 
transplant with an open approach from 
the classification, we thank the 
commenter for their suggestion and note 
that proposed changes to these 
procedure codes can be considered at an 
ICD–10 Coordination and Maintenance 
Committee meeting. As discussed in 
section II.E.16. of the preamble of this 
final rule, we encourage commenters to 
submit proposals for procedure coding 
changes via Email to: ICDProcedure
CodeRequest@cms.hhs.gov. 

With regard to the commenter who 
suggested that MS–DRG 014 be 
reevaluated when proposals from the 
comprehensive CC/MCC analysis are 
finalized due to the variation in the 
‘‘with CC/MCC’’ and ‘‘without CC/ 
MCC’’ subgroups as displayed in the 
CMS data analysis, we note that we will 
evaluate and analyze data for all the 
MS–DRGs consistent with our annual 
process. 

After consideration of the public 
comments that we received, we are 
finalizing our proposal to redesignate 
MS–DRGs 014, 016, and 017 from 
surgical to medical MS–DRGs under the 
Pre-MDC category and finalizing our 
proposal to redesignate the eight ICD– 
10–PCS procedure codes listed in the 
previous table from O.R. to non-O.R. 
procedures, affecting their current MS– 
DRG assignment for MS–DRGs 016 and 
017 for FY 2021. We are also finalizing 
our proposal to maintain the current 
structure of MS–DRG 014 for FY 2021. 

b. Chimeric Antigen Receptor (CAR) T- 
Cell Therapies 

In the FY 2021 IPPS/LTCH PPS 
proposed rule (85 FR 32475 through 
32476), we discussed several requests 
we received to create a new MS–DRG 
for procedures involving CAR T-cell 
therapies. The requestors stated that 
creation of a new MS–DRG would 
improve payment for CAR T-cell 
therapies in the inpatient setting. Some 
requestors noted that cases involving 
CAR T-cell therapies will no longer be 
eligible for new technology add-on 
payments in FY 2021 and that this 

would significantly reduce the overall 
payment for cases involving CAR T-cell 
therapies. Some requestors also noted 
that in the absence of the creation of a 
new MS–DRG for procedures involving 
CAR T-cell therapies, outlier payments 
for these cases would increase 
significantly, which would increase the 
share of total outlier payments that are 
attributable to CAR T-cell therapies. 

The requestors stated that the new 
MS–DRG for CAR T-cell therapies 
should include cases that report ICD– 
10–PCS procedure codes XW033C3 
(Introduction of engineered autologous 
chimeric antigen receptor t-cell 
immunotherapy into peripheral vein, 
percutaneous approach, new technology 
group 3) or XW043C3 (Introduction of 
engineered autologous chimeric antigen 
receptor t-cell immunotherapy into 
central vein, percutaneous approach, 
new technology group 3). 

Given the high cost of the CAR T-cell 
product, some requestors provided 
recommendations related to the 
differential treatment of cases where the 
CAR T-cell product was provided 
without cost as part of a clinical trial to 
ensure that the payment amount for the 
newly created MS–DRG for CAR T-cell 
therapy cases would appropriately 
reflect the average cost hospitals incur 
for providing CAR T-cell therapy 
outside of a clinical trial. For example, 
some requestors suggested that CMS 
make minor adjustments to its usual 
ratesetting methodology to exclude 
clinical trial claims from the calculation 
of the relative weight for any MS–DRG 
for CAR T-cell therapies. One requestor 
noted that these adjustments are 
consistent with CMS’ general authority 
under sections 1886(d)(4)(B) and (C) of 
the Act. Some requestors also suggested 
that CMS apply an offset to the MS– 
DRG payment in cases where the 
provider does not incur the cost of the 
CAR T-cell therapy. 

Currently, procedures involving CAR 
T-cell therapies are identified with ICD– 
10–PCS procedure codes XW033C3 and 
XW043C3, which became effective 
October 1, 2017. In the FY 2019 IPPS/ 
LTCH PPS final rule, we finalized our 
proposal to assign cases reporting these 
ICD–10–PCS procedure codes to Pre- 
MDC MS–DRG 016 for FY 2019 and to 
revise the title of this MS–DRG to 
‘‘Autologous Bone Marrow Transplant 
with CC/MCC or T-cell 
Immunotherapy’’. We refer readers to 
section II.F.2.d. of the preamble of the 
FY 2019 IPPS/LTCH PPS final rule for 
a complete discussion of these final 
policies (83 FR 41172 through 41174). 

As noted, the current procedure codes 
for CAR T-cell therapies both became 
effective October 1, 2017. In the FY 

2019 IPPS/LTCH PPS final rule (83 FR 
41172 through 41174), we indicated that 
we believed we should collect more 
comprehensive clinical and cost data 
before considering assignment of a new 
MS–DRG to these therapies. We stated 
in the FY 2020 IPPS/LTCH PPS 
proposed rule that, while the September 
2018 update of the FY 2018 MedPAR 
data file does contain some claims that 
include those procedure codes that 
identify CAR T-cell therapies, the 
number of cases is limited, and the 
submitted costs vary widely due to 
differences in provider billing and 
charging practices for this therapy. 
Therefore, while those claims could 
potentially be used to create relative 
weights for a new MS–DRG, we stated 
that we did not have the comprehensive 
clinical and cost data that we generally 
believe are needed to do so. 
Furthermore, we stated in the FY 2020 
IPPS/LTCH PPS proposed rule that 
given the relative newness of CAR T-cell 
therapy and our proposal to continue 
new technology add-on payments for FY 
2020 for the two CAR T-cell therapies 
that currently have FDA approval 
(KYMRIAHTM and YESCARTATM), at 
the time we believed it was premature 
to consider creation of a new MS–DRG 
specifically for cases involving CAR T- 
cell therapy for FY 2020. We stated that 
in future years we would have 
additional data that could be used to 
evaluate the potential creation of a new 
MS–DRG specifically for cases involving 
CAR T-cell therapies. 

We stated in the FY 2021 IPPS/LTCH 
PPS proposed rule that we now have 
more data upon which to evaluate a new 
MS–DRG specifically for cases involving 
CAR T-cell therapies. We stated that we 
agree with the requestors it is 
appropriate to consider the 
development of a new MS–DRG using 
the data that is now available. We 
examined the claims data from the 
September 2019 update of the FY 2019 
MedPAR data file for cases that reported 
ICD–10–PCS procedure codes XW033C3 
or XW043C3. For purposes of this 
analysis, we identified clinical trial 
cases as claims with ICD–10–CM 
diagnosis code Z00.6 (Encounter for 
examination for normal comparison and 
control in clinical research program) 
which is reported only for clinical trial 
cases, or with standardized drug charges 
of less than $373,000, which is the 
average sales price of KYMRIAH and 
YESCARTA, which are the two CAR T- 
cell medicines approved to treat 
relapsed/refractory diffuse large B-cell 
lymphoma as of the time of the 
development of the proposed rule and 
this final rule. We stated that we 
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distinguished between clinical trial and 
non-clinical trial cases in this analysis 
because we agree with the requestors 
who indicated that given the high cost 
of the CAR T-cell product, it is 
appropriate to distinguish cases where 
the CAR T-cell product was provided 
without cost as part of a clinical trial so 

that the analysis appropriately reflects 
the resources required to provide CAR 
T-cell therapy outside of a clinical trial. 
We also noted that we included cases 
that would have been identified as 
statistical outliers under our usual 
process when examined as part of MS– 
DRG 016 due to the extreme cost 

differences between the CAR T-cell 
therapy claims and other claims in MS– 
DRG 016, but would not be identified as 
statistical outliers when examining CAR 
T-cell therapy claims only. Our findings 
are shown in the table. 

*We note that we included 18 cases 
that were flagged as statistical outliers 
in our trim methodology due to the mix 
of CAR T- cell therapy and non-CAR 
T—cell therapy cases in the current 
MS–DRG. 

As shown in the table, we found 2,212 
cases in MS–DRG 016, with an average 
length of stay of 18.2 days and average 
costs of $55,001. Of these 2,212 cases, 
262 cases reported ICD–10–PCS 
procedure codes XW033C3 or 
XW043C3; these cases had an average 
length of stay of 16.3 days and average 
costs of $127,408. Of these 262 cases, 94 
were identified as non-clinical trial 
cases; these cases had an average length 
of stay of 17.2 days and average costs of 
$274,952. The remaining 168 cases were 
identified as clinical trial cases; these 
cases had an average length of stay of 
15.8 days and average costs of $44,853. 

The data indicate that the average 
costs for the non-clinical trial cases that 
reported ICD–10–PCS procedure codes 
XW033C3 or XW043C3 are almost five 
times higher than the average costs for 
all cases in MS–DRG 016. We stated that 
our clinical advisors also believe that 
the cases reporting ICD–10–PCS 
procedure codes XW033C3 or XW043C3 
can be clinically differentiated from 
other cases that group to MS–DRG 016, 
which includes procedures involving 
autologous bone marrow transplants, 
once the CAR T-cell therapy itself is 
taken into account in the comparison. 

As described earlier in this section, in 
deciding whether to propose to make 
modifications to the MS–DRGs for 
particular circumstances brought to our 
attention, we consider a variety of 
factors pertaining to resource 
consumption and clinical 
characteristics. We stated in the 
proposed rule that while we generally 
prefer not to create a new MS–DRG 
unless it would include a substantial 
number of cases, our clinical advisors 
believe that the vast discrepancy in 
resource consumption as reflected in the 
claims data analysis and the clinical 
differences warrant the creation of a 
new MS–DRG. We therefore proposed to 
assign cases reporting ICD–10–PCS 
procedure codes XW033C3 or XW043C3 
to a new MS–DRG 018 (Chimeric 
Antigen Receptor (CAR) T-cell 
Immunotherapy). 

We stated in the proposed rule that if 
additional procedure codes describing 
CART- cell therapies are approved and 
finalized, we would use our established 
process to assign these procedure codes 
to the most appropriate MS–DRG. 
Because these cases would no longer 
group to MS–DRG 016, we proposed to 
revise the title for MS–DRG 016 from 
‘‘Autologous Bone Marrow Transplant 
with CC/MCC or T-cell 
Immunotherapy’’ to ‘‘Autologous Bone 
Marrow Transplant with CC/MCC’’. 

Comments: The vast majority of 
commenters supported CMS’ proposal 

to create new MS–DRG 018 (Chimeric 
Antigen Receptor (CAR) T-cell 
Immunotherapy), stating that it will 
better reflect the resource use involved 
in providing the CAR T-cell therapy. 
Commenters acknowledged that CMS 
had considered many factors previously 
raised by stakeholders in developing 
this new MS–DRG. A small number of 
commenters did not support the 
creation of a new MS–DRG and 
recommended that CMS maintain the 
new technology add-on payment for 
CAR T-cell therapies, delay creating a 
new MS–DRG, and consider public- 
private partnerships for data collection. 

Response: We appreciate commenters’ 
support. With respect to commenters 
that requested that we instead maintain 
the new technology add-on payments, 
we refer the reader to the section of this 
rule where we address these comments. 
We believe that the data we currently 
have available is sufficient to establish 
a relative weight at this time, and 
therefore do not believe it is appropriate 
to delay the creation of a new MS–DRG. 
We also note that the weights are 
recalibrated yearly to reflect additional 
data as it becomes available. We note 
that the commenter did not provide 
additional detail regarding potential 
public/private partnerships with respect 
to data collection. 

Comments: Some commenters 
requested that CMS clarify that all CAR 
T-cell therapy products, or more 
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broadly, all T-cell immunotherapy 
products, would be assigned to MS– 
DRG 018 regardless of cost. One 
commenter expressed concern that MS– 
DRG 018 is specific to one mechanistic 
approach to cellular therapy and has not 
provided for the array of cellular 
therapies in development. 

Response: As we stated in the 
proposed rule, if additional procedure 
codes describing CART-cell therapies 
are approved and finalized, we would 
use our established process to assign 
these procedure codes to the most 
appropriate MS–DRG. As described in 
the FY 2020 final rule (84 FR 42061), 
assigning new procedure codes involves 
review of the predecessor procedure 
code’s MS–DRG assignment. However, 
this process does not automatically 
result in the new procedure code being 
assigned (or proposed for assignment) to 
the same MS–DRG as the predecessor 
code. There are several factors to 
consider during this process that our 
clinical advisors take into account. For 
example, in the absence of volume, 
length of stay, and cost data, they may 
consider the specific service, procedure, 
or treatment being described by the new 
procedure code, the indications, 
treatment difficulty, and the resources 
utilized. Similarly, should additional 
cellular therapies become available, we 
would use our established process to 
determine whether there is a need to 
reconsider the MS–DRG assignment that 
would otherwise result from the 
principal diagnosis and other factors 
that go into MS–DRG assignment. 

Comments: Some commenters 
requested that CMS consider 
subdividing MS–DRG 018 into separate 
MS–DRGs for MCCs, CCs, and non-CCs 
in order to account for the higher costs 
involved in caring for patients who 
develop Cytokine Release Syndrome 
(CRS). Some commenters requested that 
payments consider factors such as 
patients’ burden of illness, comorbid 
conditions and complications associated 
with receiving CAR T-cell therapy 
treatment and consider complications 
and/or comorbidity or major 
complications or comorbidity codes 
when evaluating reimbursement for 
CAR T-cell therapies as more clinical 
data become available. 

Response: As discussed in the 
proposed rule (85 FR 32472 through 
32473), one of the criteria for the 
creation of a new complication or 
comorbidity or major complication or 
comorbidity subgroup within a base 
MS–DRG is at least 500 cases are in the 
CC or MCC subgroup which, as 
discussed previously in this section, we 
are finalizing to also expand to the 
NonCC subgroup beginning with FY 

2021. As noted previously, we 
identified 262 total cases reporting ICD– 
10–PCS procedure codes XW033C3 or 
XW043C3 in MS–DRG 016 based on the 
data from the September 2019 update of 
the FY MedPAR file. We may consider 
the creation of subgroups within MS– 
DRG 018 in future rulemaking once 
additional data is available. 

Comments: Some commenters 
requested that CMS create two new cost 
centers; one for cell therapy products, 
tied to revenue code 891, and one for 
gene therapy products, tied to revenue 
code 892. A commenter suggested that 
the use of a dedicated cost center would 
improve the accuracy of cost estimates 
since it would allow the creation of a 
separate CCR for CAR T-cell therapy 
products, and would not rely on 
hospitals setting their charges for CAR 
T-cell therapy products at very high 
levels. Commenters acknowledged that 
this would also require that CMS 
modify the cost report to break out these 
revenue centers. Other commenters 
requested that CMS issue a Medicare 
Learning Network (MLN) article 
instructing hospitals regarding 
adjustment of charges for CAR T-cell 
therapy products, while another 
commenter suggested that CMS could 
create a standardized charging protocol 
for CAR T-cell therapy products. 

Response: We appreciate the 
commenters’ request regarding the 
creation of new cost centers for revenue 
codes 891 and 892 and may consider 
this request in future rulemaking. With 
respect to the commenters who 
expressed concerns about hospital 
charging practices, we note that there is 
nothing that precludes hospitals from 
setting their drug charges consistent 
with their CCRs. 

Comments: A commenter stated that 
the indefinite use of MS–DRG 018 under 
the IPPS is not sustainable. Some 
commenters requested that CMS 
consider value-based care or other 
alternative payment models, add-on 
payments, or paying on a pass-through 
basis, as more appropriate payment 
mechanisms for CAR T-cell therapies. A 
commenter urged CMS to continue to 
engage all stakeholders to develop long- 
term sustainable solutions that can be 
adapted over time and account for 
innovations that transform how we treat 
disease. Another commenter stated that 
the question of how to best pay for CAR 
T-cell therapies can best be answered by 
Congress, but that CMS should continue 
pursuing policies that enable hospitals 
to recoup all of their costs for providing 
CAR T-cell therapies. Another 
commenter requested that CMS create 
an add-on payment or otherwise modify 

the IPPS for pharmacy resources 
associated with CAR T-cell therapies. 

Response: We believe that is 
premature to make structural changes to 
the IPPS at this time to pay for CAR T- 
cell therapies. As we gain more 
experience with these therapies, 
including the use of a separate MS–DRG 
for CAR T-cell therapies, we may 
consider these comments in future 
rulemaking. 

We note that commenters also raised 
some concerns about outpatient billing 
instructions with respect to billing for 
outpatient cell collection and cell 
processing charges on the inpatient 
claim, payment issues for TEFRA 
hospitals, and questions regarding the 
MedPAR data dictionary. While we 
consider these comments about 
outpatient billing instructions and 
TEFRA hospitals outside of the scope of 
the proposals in the proposed rule, we 
will take these comments into 
consideration when developing policies 
and program requirements for future 
years. With respect to comments about 
the MedPAR data dictionary, we 
anticipate that the issues will be 
addressed in future MedPAR releases. 

After consideration of public 
comments received, we are finalizing 
our proposal to assign cases reporting 
ICD–10–PCS procedure codes XW033C3 
or XW043C3 to a new MS–DRG 018 
(Chimeric Antigen Receptor (CAR) T- 
cell Immunotherapy) and to revise the 
title for MS–DRG 016 from ‘‘Autologous 
Bone Marrow Transplant with CC/MCC 
or T-cell Immunotherapy’’ to 
‘‘Autologous Bone Marrow Transplant 
with CC/MCC’’. We refer readers to 
section II.E.2.b. of the preamble of this 
final rule for a discussion of the relative 
weight calculation for the new MS–DRG 
018 for CAR T-cell therapy, and to 
section IV.I. of the preamble of this final 
rule for a discussion of the payment 
adjustment for CAR T-cell clinical trial 
and expanded access use 
immunotherapy cases. 

3. MDC 1 (Diseases and Disorders of the 
Nervous System) 

a. Carotid Artery Stent Procedures 

In the FY 2020 IPPS/LTCH PPS final 
rule (84 FR 42078), we finalized our 
proposal to reassign 96 ICD–10–PCS 
procedure codes describing dilation of 
carotid artery with an intraluminal 
device(s) from MS–DRGs 037, 038, and 
039 (Extracranial Procedures with MCC, 
with CC, and without CC/MCC, 
respectively) to MS–DRGs 034, 035, and 
036 (Carotid Artery Stent Procedures 
with MCC, with CC, and without CC/ 
MCC, respectively). As discussed in the 
FY 2021 IPPS/LTCH proposed rule (85 
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FR 32476), we received a request to 
review six ICD–10–PCS procedure codes 
describing dilation of a carotid artery 
(common, internal or external) with 
drug eluting intraluminal devices(s) 

using an open approach that were still 
assigned to the logic for case assignment 
to MS–DRGs 037, 038, and 039 that 
were not included in the list of codes 
finalized for reassignment to MS–DRGs 

034, 035 and 036 in the FY 2020 IPPS/ 
LTCH PPS final rule. The six codes are 
identified in the following table. 

The logic for case assignment to MS– 
DRGs 034, 035, and 036 as displayed in 
the ICD–10 MS–DRG Version 37 
Definitions Manual, available via the 
internet on the CMS website at: https:// 
www.cms.gov/Medicare/Medicare-Fee- 
for-Service-Payment/AcuteInpatient
PPS/MS-DRG-Classifications-and- 
Software.html is comprised of a list of 
logic which includes procedure codes 

for operating room procedures involving 
dilation of a carotid artery (common, 
internal or external) with intraluminal 
device(s). All of the ICD–10–PCS 
procedure codes in the logic list 
assigned to MS–DRGs 034, 035, and 036 
describe dilation of a carotid artery with 
an intraluminal device. 

In response to the request, we first 
examined claims data from the 

September 2019 update of the FY 2019 
MedPAR file for MS–DRGs 034, 035, 
and 036 which only include those 
procedure codes that describe 
procedures that involve dilation of a 
carotid artery with an intraluminal 
device. Our findings are reported in the 
following table. 

As shown in the table, we found a 
total of 1,259 cases in MS–DRG 034 
with an average length of stay of 6.9 
days and average costs of $28,668. We 
found a total of 3,367 cases in MS–DRG 
035 with an average length of stay of 3.0 
days and average costs of $17,114. We 
found a total of 4,769 cases in MS–DRG 

036 with an average length of stay of 1.4 
days and average costs of $13,501. 

We then examined claims data from 
the September 2019 update of the FY 
2019 MedPAR file for MS–DRGs 037, 
038, and 039 and identified cases 
reporting any one of the 6 procedure 
codes listed in the table previously to 

determine the volume of cases impacted 
and if the average length of stay and 
average costs are consistent with the 
average length of stay and average costs 
for MS–DRGs 034, 035 and 036. Our 
findings are shown in the following 
table. 
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As shown in the table, we found a 
total of 3,331 cases with an average 
length of stay of 7.3 days and average 
costs of $24,155 in MS–DRG 037. There 
were 6 cases reporting at least one of the 
6 procedure codes that describe dilation 
of the carotid artery with an 
intraluminal device using an open 
approach in MS–DRG 037 with an 
average length of stay of 7 days and 
average costs of $22,272. For MS–DRG 
038, we found a total of 11,021 cases 
with an average length of stay of 3 days 
and average costs of $12,306. There 
were 33 cases reporting at least one of 
the 6 procedure codes that describe 
dilation of the carotid artery with an 
intraluminal device in MS–DRG 038 
with an average length of stay of 2.3 
days and average costs of $16,777. For 
MS–DRG 039, we found a total of 20,854 
cases with an average length of stay of 
1.4 days and average costs of $8,463. 
There were 26 cases reporting at least 
one of the 6 procedure codes that 
describe dilation of the carotid artery 

with an intraluminal device in MS–DRG 
039 with an average length of stay of 1.2 
days and average costs of $14,981. 

The data analysis shows that for the 
cases in MS–DRGs 037, 038, and 039 
reporting ICD–10–PCS codes 037H04Z, 
037J04Z, 037K04Z, 037L04Z, 037M04Z, 
or 037N04Z, the average length of stay 
is shorter and the average costs are 
higher than the average length of stay 
and average costs (with the exception of 
the average costs for the 6 cases in MS– 
DRG 037 which are slightly less) in the 
FY 2019 MedPAR file for MS–DRGs 
037, 038, and 039 respectively. The data 
analysis also shows for the cases in MS– 
DRGs 037, 038, and 039 reporting ICD– 
10–PCS codes 037H04Z, 037J04Z, 
037K04Z, 037L04Z, 037M04Z, and 
037N04Z the average length of stay and 
the average costs are in-line with the 
average length of stay and average costs 
in the FY 2019 MedPAR file for MS– 
DRGs 034, 035, and 036 respectively. 

As noted in the FY 2020 IPPS/LTCH 
PPS proposed rule (84 FR 19184) and 

final rule (84 FR 42077), our clinical 
advisors stated that MS–DRGs 034, 035 
and 036 are defined to include only 
those procedure codes that describe 
procedures that involve dilation of a 
carotid artery with an intraluminal 
device. 

Therefore, we proposed to reassign 
the procedure codes listed in the table 
from MS–DRGs 037, 038, and 039 that 
describe procedures that involve 
dilation of the carotid artery with an 
intraluminal device to MS–DRGs 034, 
035, and 036. 

In addition to our analysis of the 
claims data from the September 2019 
MedPAR file for MS–DRGs 037, 038 and 
039, we conducted an examination of all 
the MS–DRGs where any one of the 6 
procedure codes listed previously were 
also reported to determine if any one of 
the 6 procedure codes were included in 
any other MS–DRG outside of MDC 01, 
to further assess the current MS–DRG 
assignments. Our findings are shown in 
the following table. 

VerDate Sep<11>2014 22:38 Sep 17, 2020 Jkt 250001 PO 00000 Frm 00025 Fmt 4701 Sfmt 4700 E:\FR\FM\18SER2.SGM 18SER2 E
R

18
S

E
20

.0
07

<
/G

P
H

>

jb
el

l o
n 

D
S

K
JL

S
W

7X
2P

R
O

D
 w

ith
 R

U
LE

S
2



58456 Federal Register / Vol. 85, No. 182 / Friday, September 18, 2020 / Rules and Regulations 

As shown in the table, we found one 
case reporting any one of these 6 
procedure codes in each of MS–DRGs 
023, 027, 035, 219, 233, 235 and 252. 
We noted that all of the listed MS–DRGs 
were assigned to MDC 01 with one 
exception: MS–DRG 252 (Other 
Vascular Procedures with MCC) in 

MDC05 (Diseases and Disorders of the 
Circulatory System). As a result, we 
reviewed the logic list for MS–DRGs 
252, 253, and 254 (Other Vascular 
Procedures with MCC, with CC, and 
without CC/MCC, respectively) in MDC 
05 and found 36 ICD–10–PCS codes for 
procedures that describe dilation of the 

carotid artery with an intraluminal 
device with an open approach that were 
not currently assigned in MDC 01. The 
36 ICD–10–PCS codes are listed in the 
following table. 
BILLING CODE 4120–01–P 
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BILLING CODE 4120–01–C 

We then examined the claims data to 
determine if there were other MS–DRGs 
in which one of the 36 procedure codes 
listed in the table were reported. We 
found 8 cases that grouped to MS–DRGs 
981, 982, and 983 (Extensive O.R. 
Procedure Unrelated to Principal 
Diagnosis with MCC, with CC, and 
without CC/MCC, respectively) when a 
principal diagnosis from MDC 01 was 
reported with one of the procedure 
codes in the table that describes dilation 

of a carotid artery with an intraluminal 
device, open approach. 

As noted previously, in the FY 2020 
IPPS/LTCH PPS proposed rule (84 FR 
19184) and final rule (84 FR 42077), our 
clinical advisors stated that MS–DRGs 
034, 035, and 036 are defined to include 
those procedure codes that describe 
procedures that involve dilation of a 
carotid artery with an intraluminal 
device. As a result, our clinical advisors 
supported adding the 36 ICD–10–PCS 
codes identified in the table to MS– 

DRGs 034, 035, and 036 in MDC 01 for 
consistency to align with the definition 
of MS–DRGs 034, 035, and 036 and also 
to permit proper case assignment when 
a principal diagnosis from MDC 01 is 
reported with one of the procedure 
codes in the table that describes dilation 
of a carotid artery with an intraluminal 
device, open approach. 

Therefore, for FY 2021, we also 
proposed to add the 36 ICD–10–PCS 
codes identified in the table that are 
currently assigned in MDC 05 to MS– 
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DRGs 252, 253, and 254 to the 
GROUPER logic for MS–DRGs 034, 035, 
and 036 in MDC 01. 

Comment: Commenters expressed 
support for CMS’ proposal to reassign 
the identified ICD–10–PCS codes 
describing dilation of a carotid artery 
with an intraluminal device from MS– 
DRGs 037, 038 and 039 to MS–DRGs 
034, 035 and 036. Commenters also 
supported CMS’ proposal to add the 
ICD–10–PCS codes describing dilation 
of a carotid artery with an intraluminal 
device currently assigned in MDC 05 to 
MDC 01. One commenter stated that 
these were positive reassignments and 
another stated that these reassignments 
will help to ensure consistency among 
the MS–DRG classifications for 
procedures involving dilation of a 
carotid artery with an intraluminal 
device. 

Response: We thank the commenters 
for their support. 

Comment: One commenter suggested 
that given the clinical congruence with 
the procedures involved with dilation of 
a carotid artery with an intraluminal 
device, procedure codes that describe 
vertebral and intracranial artery dilation 
and device placement should also be 
classified in MS–DRGs 034, 035 and 
036, and that MS–DRG 034, 035 and 036 
be renamed as Carotid, Vertebral and 
Intracranial Stent Procedures and 
requested that this recommendation be 
assessed and analyzed for inclusion in 
next year’s proposed rule. 

Response: We appreciate the 
commenter’s suggestion. As stated in 
section II.E.1.b. of the preamble of this 
final rule, we encourage individuals 
with recommendations regarding 
changes to MS–DRG classification to 
submit these comments no later than 
November 1, 2020 so that they can be 
considered for possible inclusion in the 
annual proposed rule. We will consider 
these public comments for possible 
proposals in future rulemaking as part 
of our annual review process. 

After consideration of the public 
comments we received, we are 
finalizing our proposal to reassign the 6 
procedure codes discussed above from 
MS–DRGs 037, 038, and 039 to MS– 
DRGs 034, 035, and 036 because the 6 
procedure codes are consistent with the 
other procedures describing dilation of 
a carotid artery with an intraluminal 
device that are currently assigned to 

MS–DRGs 034, 035, and 036. 
Additionally, we are finalizing our 
proposal to add the 36 ICD–10–PCS 
codes identified in the table that are 
currently assigned in MDC 05 to MS– 
DRGs 252, 253, and 254 to the 

GROUPER logic for MS–DRGs 034, 035, 
and 036 in MDC 01. 

b. Epilepsy With Neurostimulator 
As discussed in the FY 2021 IPPS/ 

LTCH PPS proposed rule (85 FR 32481), 
we received a request to reassign cases 
describing the insertion of a 
neurostimulator generator into the skull 
in combination with the insertion of a 
neurostimulator lead into the brain from 
MS–DRG 023 (Craniotomy with Major 
Device Implant or Acute Complex 
Central Nervous System (CNS) Principal 
Diagnosis (PDX) with MCC or 
Chemotherapy Implant or Epilepsy with 
Neurostimulator) to MS–DRG 021 
(Intracranial Vascular Procedures with 
PDX Hemorrhage with CC) or to reassign 
these cases to another MS–DRG for more 
appropriate payment. The Responsive 
Neurostimulator (RNS©) System, a 
cranially implanted neurostimulator 
that is a treatment option for persons 
diagnosed with medically intractable 
epilepsy, is identified by the reporting 
of an ICD–10–PCS code combination 
capturing a neurostimulator generator 
inserted into the skull with the insertion 
of a neurostimulator lead into the brain 
and cases are assigned to MS–DRG 023 
when reported with a principal 
diagnosis of epilepsy. 

We stated that as discussed in the FY 
2018 IPPS/LTCH PPS final rule (82 FR 
38015 through 38019), we finalized our 
proposal to reassign all cases with a 
principal diagnosis of epilepsy and one 
of the following ICD–10–PCS code 
combinations capturing cases with a 
neurostimulator generator inserted into 
the skull with the insertion of a 
neurostimulator lead into the brain 
(including cases involving the use of the 
RNS© neurostimulator) to MS–DRG 023 
even if there is no MCC reported: 

• 0NH00NZ (Insertion of 
neurostimulator generator into skull, 
open approach), in combination with 
00H00MZ (Insertion of neurostimulator 
lead into brain, open approach). 

• 0NH00NZ (Insertion of 
neurostimulator generator into skull, 
open approach), in combination with 
00H03MZ (Insertion of neurostimulator 
lead into brain, percutaneous approach). 

• 0NH00NZ (Insertion of 
neurostimulator generator into skull, 
open approach), in combination with 
00H04MZ (Insertion of neurostimulator 
lead into brain, percutaneous 
endoscopic approach). 

We also finalized our change to the 
title of MS–DRG 023 from ‘‘Craniotomy 
with Major Device Implant or Acute 
Complex Central Nervous System (CNS) 
Principal Diagnosis (PDX) with MCC or 

Chemo Implant’’ to ‘‘Craniotomy with 
Major Device Implant or Acute Complex 
Central Nervous System (CNS) Principal 
Diagnosis (PDX) with MCC or 
Chemotherapy Implant or Epilepsy with 
Neurostimulator’’ to reflect the 
modifications to the MS–DRG structure. 

As noted in the proposed rule, the 
requestor acknowledged the refinements 
made to MS–DRG 023 effective for FY 
2018, but stated that despite the 
previously-stated changes, cases 
describing the insertion of a 
neurostimulator generator into the skull 
in combination with the insertion of a 
neurostimulator lead into the brain 
continue to be underpaid. The requestor 
performed its own analysis and stated 
that it found that the average costs of 
cases describing the insertion of the 
RNS© neurostimulator were 
significantly higher than the average 
costs of all cases in their current 
assignment to MS–DRG 023, and as a 
result, cases describing the insertion of 
the RNS© neurostimulator are not being 
adequately reimbursed. The requestor 
suggested the following two options for 
MS–DRG assignment updates: (1) 
Reassign cases describing the insertion 
of a neurostimulator generator into the 
skull in combination with the insertion 
of a neurostimulator lead into the brain 
from MS–DRG 023 to MS–DRG 021 with 
a change in title to ‘‘lntracranial 
Vascular Procedures with PDX 
Hemorrhage with CC or Epilepsy with 
Neurostimulator;’’ or (2) reassign cases 
describing the insertion of a 
neurostimulator generator into the skull 
in combination with the insertion of a 
neurostimulator lead into the brain to 
another higher paying MS–DRG that 
would provide adequate reimbursement. 
The requestor stated its belief that MS– 
DRG 021 is a better fit in terms of 
average costs and clinical coherence for 
reassignment of RNS© System cases and 
recognized that there is likely still not 
enough volume to warrant the creation 
of new MS–DRGs for cases describing 
the insertion of the RNS© 
neurostimulator. 

We first examined claims data from 
the September 2019 update of the FY 
2019 MedPAR file for all cases in MS– 
DRG 023 and compared the results to 
cases representing a neurostimulator 
generator inserted into the skull with 
the insertion of a neurostimulator lead 
into the brain (including cases involving 
the use of the RNS© neurostimulator) 
that had a principal diagnosis of 
epilepsy in MS–DRG 023. The following 
table shows our findings: 
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As shown in the table, for MS–DRG 
023, we identified a total of 11,938 
cases, with an average length of stay of 
9.8 days and average costs of $40,264. 
Of the 11,938 cases in MS–DRG 023, 
there were 81 cases describing a 
neurostimulator generator inserted into 
the skull with the insertion of a 
neurostimulator lead into the brain 
(including cases involving the use of the 
RNS© neurostimulator) that had a 
principal diagnosis of epilepsy with an 
average length of stay of 3.3 days and 
average costs of $52,362. Our clinical 
advisors reviewed these data, and 
agreed with the requestor that the 

number of cases is too small to warrant 
the creation of a new MS–DRG for these 
cases, for the reasons discussed in the 
FY 2018 IPPS/LTCH PPS final rule (82 
FR 38015 through 38019). 

We also examined the reassignment of 
cases describing a neurostimulator 
generator inserted into the skull with 
the insertion of a neurostimulator lead 
into the brain (including cases involving 
the use of the RNS© neurostimulator) to 
MS–DRGs 020, 021, and 022 
(Intracranial Vascular Procedures with 
PDX Hemorrhage with MCC, with CC, 
and without CC/MCC, respectively). 
While the request was to reassign these 

cases to MS–DRG 021, MS–DRG 021 is 
specifically differentiated according to 
the presence of a secondary diagnosis 
with a severity level designation of a 
complication or comorbidity (CC). Cases 
with a neurostimulator generator 
inserted into the skull with the insertion 
of a neurostimulator lead into the brain 
(including cases involving the use of the 
RNS© neurostimulator) do not always 
involve the presence of a secondary 
diagnosis with a severity level 
designation of a complication or 
comorbidity (CC), and therefore we 
reviewed data for all three MS–DRGs. 
The following table shows our findings: 

As shown in the table, for MS–DRG 
020, there were a total of 1,623 cases 
with an average length of stay of 16.1 
days and average costs of $75,668. For 
MS–DRG 021, there were a total of 409 
cases with an average length of stay of 
12.3 days and average costs of $55,123. 
For MS–DRG 022, there were a total of 
131 cases with an average length of stay 
of 6.3 days and average costs of $35,599. 

We stated in the proposed rule that 
while the cases in MS–DRG 023 
describing a neurostimulator generator 
inserted into the skull with the insertion 
of a neurostimulator lead into the brain 
(including cases involving the use of the 
RNS© neurostimulator) and a principal 
diagnosis of epilepsy have average costs 
that are similar to the average costs of 
cases in MS–DRG 021 ($52,362 
compared to $55,123), they have an 
average length of stay that is 9 days 
shorter (3.3 days compared to 12.3 
days), similar to our findings as 
summarized in the FY 2018 IPPS/LTCH 
PPS final rule. We stated that our 
clinical advisors reviewed the clinical 
issues and the claims data, and did not 
support reassigning the cases describing 
a neurostimulator generator inserted 
into the skull with the insertion of a 
neurostimulator lead into the brain 

(including cases involving the use of the 
RNS© neurostimulator) and a principal 
diagnosis of epilepsy from MS–DRG 023 
to MS–DRGs 020, 021 or 022. As 
discussed in the FY 2018 IPPS/LTCH 
PPS final rule, the cases in MS–DRGs 
020, 021 and 022 have a principal 
diagnosis of a hemorrhage. The RNS© 
neurostimulator generators are not used 
to treat patients with diagnosis of a 
hemorrhage. We stated our clinical 
advisors continue to believe that it is 
inappropriate to reassign cases 
representing a principal diagnosis of 
epilepsy to a MS–DRG that contains 
cases that represent the treatment of 
intracranial hemorrhage, as discussed in 
the FY 2018 IPPS/LTCH PPS final rule 
(82 FR 38015 through 38019). They also 
stated that the differences in average 
length of stay and average costs based 
on the more recent data continue to 
support this recommendation. 

We then explored alternative options, 
as was requested. We noted that the 81 
cases describing a neurostimulator 
generator inserted into the skull with 
the insertion of a neurostimulator lead 
into the brain (including cases involving 
the use of the RNS© neurostimulator) 
and a principal diagnosis of epilepsy 
had an average length of stay of 3.3 days 

and average costs of $52,362, as 
compared to the 11,938 cases in MS– 
DRG 023 that had an average length of 
stay of 9.8 days and average costs of 
$40,264. While these neurostimulator 
cases had average costs that were 
$12,098 higher than the average costs of 
all cases in MS–DRG 023, there were 
only a total of 81 cases. There may have 
been other factors contributing to the 
higher costs. 

We further analyzed the data to 
identify those cases describing a 
neurostimulator generator inserted into 
the skull with the insertion of a 
neurostimulator lead into the brain 
(including cases involving the use of the 
RNS© neurostimulator), with at least 
one other procedure designated as an 
O.R. procedure, and a principal 
diagnosis of epilepsy. This approach 
can be useful in determining whether 
resource use is truly associated with a 
particular procedure or whether the 
procedure frequently occurs in cases 
with other procedures with higher than 
average resource use. Our data findings 
for MS–DRG 023 demonstrate that of the 
81 cases describing a neurostimulator 
generator inserted into the skull with 
the insertion of a neurostimulator lead 
into the brain (including cases involving 
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the use of the RNS© neurostimulator) 
and a principal diagnosis of epilepsy, 19 
reported at least one other procedure 
designated as an O.R. procedure, and 
had higher average costs ($72,995 versus 
$52,362) compared to the average costs 
of all cases in this subset of MS–DRG 
023. 

We also reviewed the cases reporting 
procedures describing a neurostimulator 
generator inserted into the skull with 

the insertion of a neurostimulator lead 
into the brain (including cases involving 
the use of the RNS© neurostimulator), 
and a principal diagnosis of epilepsy to 
identify the secondary diagnosis CC 
and/or MCC conditions reported in 
conjunction with these procedures that 
also may be contributing to the higher 
average costs for these cases. We 
reviewed the claims data to identify the 
number (frequency) and types of 

principal and secondary diagnosis CC 
and/or MCC conditions that were 
reported. Our findings for the cases 
reporting secondary diagnosis MCC and 
CC conditions, followed by the top 10 
secondary diagnosis MCC and 
secondary diagnosis CC conditions that 
were reported within the claims data for 
this subset of cases are shown in the 
following tables: 

While the results of the claims 
analysis as previously summarized 
indicate that the average costs of cases 
reporting a neurostimulator generator 
inserted into the skull with the insertion 
of a neurostimulator lead into the brain 
(including cases involving the use of the 
RNS© neurostimulator), and a principal 
diagnosis of epilepsy are higher 
compared to the average costs for all 

cases in their assigned MS–DRG, we 
stated in the proposed rule we could not 
ascertain from the claims data the 
resource use specifically attributable to 
the procedure during a hospital stay. 
These data show cases reporting a 
neurostimulator generator inserted into 
the skull with the insertion of a 
neurostimulator lead into the brain 
(including cases involving the use of the 

RNS© neurostimulator), and a principal 
diagnosis of epilepsy, can present 
greater treatment difficulty, and have a 
need for additional intervention with 
other O.R. procedures. When reviewing 
consumption of hospital resources for 
this subset of cases, the claims data also 
clearly shows that the patients typically 
have multiple MCC and CC conditions, 
and the increased costs appear to be 
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attributable to the severity of illness of 
the patient. 

In summary, we stated that we believe 
that further analysis of cases reporting a 
neurostimulator generator inserted into 
the skull with the insertion of a 
neurostimulator lead into the brain 
(including cases involving the use of the 
RNS© neurostimulator), and a principal 
diagnosis of epilepsy is needed prior to 
proposing any further reassignment of 
these cases to ensure clinical coherence 
between these cases and the other cases 
with which they may potentially be 
grouped. We stated that we expected in 
future years, that we would have 
additional data that exhibit an increased 
number of cases that could be used to 
evaluate the potential reassignment of 
cases reporting a neurostimulator 
generator inserted into the skull with 
the insertion of a neurostimulator lead 
into the brain (including cases involving 
the use of the RNS© neurostimulator), 
and a principal diagnosis of epilepsy. 
Therefore, we did not propose to 
reassign cases describing a 
neurostimulator generator inserted into 
the skull with the insertion of a 
neurostimulator lead into the brain 
(including cases involving the use of the 
RNS© neurostimulator) from MS–DRG 
023 to MS–DRG 021. We also did not 
propose to reassign Responsive 
Neurostimulator (RNS©) System cases to 
another MS–DRG at this time. 

Comment: Commenters agreed with 
CMS’ proposal not to reassign cases 
describing a neurostimulator generator 
inserted into the skull with the insertion 
of a neurostimulator lead into the brain 
(including cases involving the use of the 
RNS© neurostimulator) from MS–DRG 
023 to MS–DRG 021 or to any another 
MS–DRG at this time. A commenter 
specifically thanked CMS for its 
consideration of addressing the costs 
and reimbursements associated with the 
insertion of the Responsive 
Neurostimulator (RNS©) System. 
Another commenter stated they 
appreciate CMS’ willingness to continue 
to analyze the data, recognizing the 
discrepancy in average costs and the 
potential need for a MS–DRG 
assignment that provides adequate 
reimbursement. 

Although supporting the decision to 
not reassign cases reporting the use of 
an RNS© System neurostimulator for 
epilepsy, a few commenters expressed 
concern that the average costs of these 
cases are higher than the average costs 
for all cases in the assigned MS–DRG 
023 and stated their belief that the costs 
for the insertion of this device in 
traditional Medicare patients is not 
recouped. These same commenters 
acknowledged the issue is complex and 

beyond merely separating and 
reassigning neurostimulators for 
epilepsy. One commenter stated 
neurostimulator insertion for the 
treatment of epilepsy is not clinically 
similar to treatment of intracranial 
hemorrhage. Another commenter noted 
that complex neurostimulator implants 
may involve chronic disease states other 
than epilepsy, including Parkinson’s 
disease and essential tremor and stated 
they agreed with CMS’s decision to 
conduct further analyses, which would 
provide an opportunity to obtain 
additional stakeholder input related to 
improving MS–DRG assignments for 
neurostimulator procedures. 
Commenters noted that MS–DRGs 023 
and 024 combine a wide range of 
principal diagnoses, procedures, and 
procedure approaches that could be 
contributing to the wide variation of 
costs of cases assigned to these MS– 
DRGs. Commenters proposed a number 
of ways CMS could attempt to create 
more homogenous groups and improve 
clinical cohesion such as (1) creating a 
new set of DRGs focused solely on the 
cost of the implantation of CNS devices 
that could be modeled after currently 
established MS–DRGs for the 
implantation of stents in carotid artery, 
stents in the coronary arteries or 
pacemakers, AICDs or other high-cost 
technologies in the heart, and/or (2) 
moving procedures assigned to MS– 
DRGs 023 and 024 that describe 
extirpation, drainage and removal to 
MS–DRGs 025, 026 and 027 
(Craniotomy and Endovascular 
Intracranial Procedures with MCC, with 
CC, and without CC/MCC, respectively). 

Response: We appreciate the 
commenters’ feedback and support. 

We also appreciate the commenters’ 
suggestions regarding other potential 
changes to the current MS–DRG 
assignments for CMS’s consideration. 
We continue to be attuned to the 
requestors’ and commenters’ concerns 
about reimbursement for cases 
describing the insertion of the RNS© 
neurostimulator. As part of our ongoing, 
comprehensive analysis of the MS– 
DRGs under ICD–10, we will continue 
to explore mechanisms to ensure 
clinical coherence between these cases 
and the other cases with which they 
may potentially be grouped. Therefore, 
after consideration of the public 
comments we received, and for the 
reasons stated above, we are finalizing 
our proposal to maintain the assignment 
of cases describing a neurostimulator 
generator inserted into the skull with 
the insertion of a neurostimulator lead 
into the brain (including cases involving 
the use of the RNS© neurostimulator) in 
MS–DRG 023 in MDC 01. 

4. MDC 3 (Diseases and Disorders of Ear, 
Nose and Throat): Temporomandibular 
Joint Replacements 

In the FY 2021 IPPS/LTCH PPS 
proposed rule (85 FR 32484 through 
32490), we discussed a request we 
received to consider reassignment of 
ICD–10–PCS procedure codes 0RRC0JZ 
(Replacement of right 
temporomandibular joint with synthetic 
substitute, open approach) and 0RRD0JZ 
(Replacement of left temporomandibular 
joint with synthetic substitute, open 
approach) from MS–DRGs 133 and 134 
(Other Ear, Nose, Mouth and Throat 
O.R. Procedures with and without CC/ 
MCC, respectively) to MS–DRGs 131 
and 132 (Cranial and Facial Procedures 
with and without CC/MCC, 
respectively) in MDC 03. 

The requestor stated that it is 
inaccurate for procedure codes 0RRC0JZ 
and 0RRD0JZ that identify and describe 
replacement of the temporomandibular 
joint (TMJ), which involves excision of 
the TMJ followed by replacement with 
a prosthesis, to group to MS–DRGs 133 
and 134 while excision of the TMJ 
alone, identified by procedure codes 
0RBC0ZZ (Excision of right 
temporomandibular joint, open 
approach) and 0RBD0ZZ (Excision of 
left temporomandibular joint, open 
approach), groups to the higher 
weighted MS–DRGs 131 and 132. 
According to the requestor, 
reassignment of procedure codes 
0RRC0JZ and 0RRD0JZ to the higher 
weighted MS–DRGs 131 and 132 is 
reasonable and the MS–DRG title of 
‘‘Cranial and Facial Procedures’’ is more 
appropriate. However, the requestor also 
stated that the cost of the prosthesis 
would continue to be underpaid, 
despite that recommended 
reassignment. As an alternative option, 
the requestor suggested CMS analyze if 
there may be other higher weighted MS– 
DRGs that could more appropriately 
compensate providers for a TMJ 
replacement with prosthesis procedure. 

In addition, the requestor 
recommended that we analyze all 
procedures involving the mandible and 
maxilla and consider reassignment of 
those procedure codes from MS–DRGs 
129 (Major Head and Neck Procedures 
with CC/MCC or Major Device) and 130 
(Major Head and Neck Procedures 
without CC/MCC) to MS–DRGs 131 and 
132 because the codes describe 
procedures that are performed on facial 
and cranial structures. Finally, the 
requestor also suggested another option 
that included modifying the surgical 
hierarchy for MDC 03 by sequencing 
MS–DRGs 131 and 132 above MS–DRGs 
129 and 130, which the requestor 
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asserted would provide for more 
appropriate payment to providers for 
the performance of multiple facial 
procedures. 

In the proposed rule, we discussed 
these separate but related requests that 

involve procedures currently assigned 
to MS–DRGs 129, 130, 131, 132, 133 and 
134 in MDC 03. 

As discussed in the proposed rule, in 
our analysis of the request involving 
temporomandibular joint replacements, 

we first identified the ICD–10–PCS 
procedure codes that describe the 
excision or replacement of a 
temporomandibular joint as shown in 
the following table. 

In the proposed rule we noted that the 
requestor is correct that procedure codes 
0RRC0JZ and 0RRD0JZ that describe 
replacement of the right and left TMJ 
with a prosthesis (synthetic substitute) 
by an open approach group to MS–DRGs 
133 and 134 and procedure codes 
0RBC0ZZ and 0RBD0ZZ that describe 
excision of the right and left TMJ alone 

by an open approach group to the higher 
weighted MS–DRGs 131 and 132. We 
also noted that the corresponding 
related codes as previously listed in the 
table that describe different approaches 
(excision procedures) or different types 
of tissue substitute (replacement 
procedures) are also assigned to the 
same respective MS–DRGs. 

We stated in the proposed rule that 
we examined claims data from the 
September 2019 update of the FY 2019 
MedPAR file for MS–DRGs 133 and 134 
to identify cases reporting ICD–10–PCS 
codes 0RRC0JZ or 0RRD0JZ. Our 
findings are shown in the following 
table. 

In MS–DRG 133, we found a total of 
1,757 cases with an average length of 
stay of 5.6 days and average costs of 
$15,337. Of those 1,757 cases, there 
were 13 cases reporting ICD–10–PCS 
code 0RRC0JZ or 0RRD0JZ, with an 
average length of stay of 3.1 days and 
average costs of $21,677. In MS–DRG 
134, we found a total of 849 cases with 
an average length of stay of 2.5 days and 

average costs of $9,512. Of those 849 
cases, there were 23 cases reporting 
ICD–10–PCS code 0RRC0JZ or 0RRD0JZ, 
with an average length of stay of 2.1 
days and average costs of $20,430. The 
analysis shows that cases reporting ICD– 
10–PCS procedure codes 0RRC0JZ or 
0RRD0JZ in MS–DRGs 133 and 134 have 
higher average costs ($21,677 versus 
$15,337 and $20,430 versus $9,512, 

respectively) and shorter lengths of stay 
(3.1 days versus 5.6 days and 2.1 days 
versus 2.5 days, respectively) compared 
to all the cases in their assigned MS– 
DRG. 

We also examined claims data from 
the September 2019 update of the FY 
2019 MedPAR file for MS–DRGs 131 
and 132. Our findings are shown in the 
following table. 
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In MS–DRG 131, we found a total of 
1,181 cases with an average length of 
stay of 5.4 days and average costs of 
$18,875. In MS–DRG 132, we found a 
total of 464 cases with an average length 
of stay of 2.5 days and average costs of 
$11,558. 

We stated in the proposed rule that 
overall, the data analysis shows that the 
average costs for the cases reporting 
procedure codes 0RRC0JZ and 0RRD0JZ 
in MS–DRGs 133 and 134 are more 
aligned with the average costs for all the 
cases in MS–DRG 131 ($21,677 and 
$20,430, respectively versus $18,875) 
compared to MS–DRG 132 where the 
average costs are not significantly 
different than the average costs of all the 

cases in MS–DRG 134 ($11,558 versus 
$9,512). We stated that our clinical 
advisors agreed that the replacement of 
a TMJ with prosthesis procedures (codes 
0RRC0JZ or 0RRD0JZ) are more resource 
intensive and are clinically distinct 
from the cases reporting procedure 
codes 0RBC0ZZ and 0RBD0ZZ that 
involve excision of the TMJ alone. They 
also agreed that procedure codes 
0RRC0JZ and 0RRD0JZ should be 
reassigned to a higher weighted MS– 
DRG. However, they recommended we 
conduct further claims analysis to 
identify if there are other MS–DRGs in 
MDC 03 where cases reporting these 
procedure codes may also be found and 
to compare that data. 

As previously noted, the requestor 
had also recommended that we analyze 
all procedures involving the mandible 
and maxilla and consider reassignment 
of those procedure codes from MS– 
DRGs 129 and 130 to MS–DRGs 131 and 
132. The requestor did not provide a 
specific list of the procedure codes 
involving the mandible and maxilla, 
therefore, we reviewed the list of 
procedure codes in MS–DRGs 129 and 
130 and identified the following 26 
procedure codes describing procedures 
performed on the mandible. There were 
no procedure codes describing 
procedures performed on the maxilla in 
MS–DRGs 129 and 130. 

As noted in the proposed rule, based 
on the advice of our clinical advisors as 
previously discussed, we conducted 
additional analyses for MDC 03 using 
the same FY 2019 MedPAR data file and 
found cases reporting procedure code 
0RRC0JZ or 0RRD0JZ for the 

replacement of a TMJ with prosthesis 
procedure in MS–DRGs 129, 130, 131, 
and 132. As discussed in section II.D.15. 
of the proposed rule and section II.E.15. 
of this final rule, cases with multiple 
procedures are assigned to the highest 
surgical class in the hierarchy to which 

one of the procedures is assigned. For 
example, if procedure code 0RRC0JZ 
which is assigned to the logic for MS– 
DRGs 133 and 134 is reported on a 
claim with procedure code 0NSR04Z 
(Reposition maxilla with internal 
fixation device, open approach), which 
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is assigned to the logic for MS–DRGs 
131 and 132, the case will group to MS– 
DRG 131 or 132 (depending on the 
presence of a CC or MCC) when 
reported with a principal diagnosis from 
MDC 03 because MS–DRGs 131 and 132 
are sequenced higher in the surgical 
hierarchy than MS–DRGs 133 and 134. 

Therefore, since MS–DRGs 129, 130, 
131, and 132 are sequenced higher in 
the surgical hierarchy than MS–DRGs 
133 and 134 in MDC 03, cases reporting 
procedure code 0RRC0JZ or 0RRD0JZ 
along with another O.R. procedure that 
is currently assigned to one of those 
MS–DRGs in the GROUPER logic results 

in case assignment to one of those 
higher surgical class MS–DRGs. We also 
identified cases reporting procedures 
performed on the mandible from the 
previously discussed list of procedure 
codes in MS–DRGs 129 and 130. Our 
findings are shown in the following 
table. 

As shown in the table, for MS–DRG 
129, there was a total of 2,080 cases 
with average length of stay of 5.2 days 
and average costs of $18,091. Of these 
2,080 cases, there were 3 cases reporting 
a TMJ replacement with prosthesis 
procedure (code 0RRC0JZ or 0RRD0JZ) 
with an average length of stay of 3 days 
and average costs of $33,581 and 592 
cases reporting a mandible procedure 
with average length of stay of 6.9 days 
and average costs of $21,258. For MS– 
DRG 130, there was a total of 948 cases 
with average length of stay of 2.7 days 
and average costs of $11,092. Of these 
948 cases, there were there were 5 cases 
reporting a TMJ replacement with 
prosthesis procedure (code 0RRC0JZ or 
0RRD0JZ) with an average length of stay 
of 3.4 days and average costs of $27,396 
and 202 cases reporting a mandible 
procedure with average length of stay of 
3.5 days and average costs of $14,712. 
For MS–DRG 131, there was a total of 
1,181 cases with average length of stay 
of 5.4 days and average costs of $18,875. 
Of these 1,181 cases there were 4 cases 
reporting a TMJ replacement with 
prosthesis procedure (code 0RRC0JZ or 
0RRD0JZ) with an average length of stay 
of 7.3 days and average costs of $31,151. 
For MS–DRG 132, there was a total of 
464 cases with average length of stay of 
2.5 days and average costs of $11,558. 
Of these 464 cases, there were 10 cases 
reporting a TMJ replacement with 
prosthesis procedure (code 0RRC0JZ or 
0RRD0JZ) with an average length of stay 
of 3.1 days and average costs of $24,099. 

The data analysis demonstrates that 
the average costs of cases reporting 
procedure code 0RRC0JZ or 0RRD0JZ 
for the replacement of a TMJ with 
prosthesis procedure in MS–DRGs 129, 
130, 131, and 132 and the cases 
reporting procedures performed on the 
mandible in MS–DRGs 129 and 130 
have higher average costs compared to 
all the cases in their assigned MS–DRGs. 
While the volume of the cases reporting 
procedure code 0RRC0JZ or 0RRD0JZ 
was low with a total of 22 cases across 
MS–DRGs 129, 130, 131, and 132, 
similar to the analysis results for MS– 
DRGs 133 and 134 described earlier, the 
average costs for the cases are higher 
($33,581 versus $18,091; $27,396 versus 
$11,092; $31,151 versus $18,875; and 
$24,099 versus $11,558) affirming that 
replacement of a TMJ with prosthesis 
procedures are more costly. The 
analysis also demonstrates that the 
average length of stay for cases reporting 
procedure code 0RRC0JZ or 0RRD0JZ 
across MS–DRGs 130, 131, and 132 is 
longer (3.4 days versus 2.7 days; 7.3 
days versus 5.4 days; and 3.1 days 
versus 2.5 days) compared to all the 
cases in their assigned MS–DRGs. For 
MS–DRG 129, we found that the average 
length of stay was shorter (3 days versus 
5.2 days) for cases reporting procedure 
code 0RRC0JZ or 0RRD0JZ. The data 
demonstrated similar results for the 
cases reporting procedures performed 
on the mandible in MS–DRGs 129 and 
130, where the average costs for the 
cases are higher ($21,258 versus $18,091 

and $14,712 versus $11,092, 
respectively) and the average length of 
stay was longer (6.9 days versus 5.2 
days and 3.5 days versus 2.7 days, 
respectively) compared to all the cases 
in their assigned MS–DRG. 

The analysis of MS–DRGs 129, 130, 
131, and 132 further demonstrated that 
the average length of stay and average 
costs for all cases were almost identical 
for each of the subgroups. For example, 
MS–DRG 129 is defined as ‘‘with CC/ 
MCC or major device’’ and MS–DRG 131 
is defined as ‘‘with CC/MCC’’ while 
MS–DRGs 130 and 132 are both defined 
as ‘‘without CC/MCC’’. For all of the 
cases in MS–DRG 129, we found that 
the average length of stay was 5.2 days 
with an average cost of $18,091, and for 
all of the cases in MS–DRG 131, the 
average length of stay was 5.4 days with 
an average cost of $18,875. Similarly, for 
all of the cases in MS–DRG 130, we 
found that the average length of stay 
was 2.7 days with an average cost of 
$11,092, and for MS–DRG 132, we 
found the average length of stay was 2.5 
days with an average cost of $11,558. 

We noted in the proposed rule that as 
a result of the data analysis performed 
for MS–DRGs 129, 130, 131, and 132, 
including the analysis of the procedures 
describing replacement of a TMJ with 
prosthesis in MS–DRGs 133 and 134, as 
well as considering the requestor’s 
suggestion that we examine the 
appropriateness of modifying the 
surgical hierarchy for MDC 03 by 
sequencing MS–DRGs 131 and 132 
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above MS–DRGs 129 and 130 to enable 
more appropriate payment for the 
performance of multiple facial 
procedures, our clinical advisors 
recommended evaluating all the 
procedures currently assigned to MS– 
DRGs 129, 130, 131, 132, 133, and 134 
to compare costs, complexity of service 
and clinical coherence to assess any 
potential reassignment of these 
procedures. We refer the reader to the 
ICD–10 MS–DRG Definitions Manual 
Version 37, which is available via the 
internet on the CMS website at: https:// 
www.cms.gov/Medicare/Medicare-Fee- 
for-Service-Payment/ 
AcuteInpatientPPS/MS-DRG- 
Classifications-and-Software, for 
complete documentation of the 
GROUPER logic for MS–DRGs 129, 130, 
131, 132, 133, and 134. 

As noted in the proposed rule, we 
examined claims data from the 
September 2019 update of the FY 2019 
MedPAR file for cases reporting any of 
the procedure codes that are currently 
assigned to MS–DRGs 129, 130, 131, 
132, 133, or 134. We refer the reader to 
Table 6P.2d associated with the 
proposed rule (which is available via 
the internet on the CMS website at 
https://www.cms.gov/Medicare/ 
Medicare-Fee-for-Service-Payment/ 
AcuteInpatientPPS/index/ for the 
detailed analysis. We note that if a 
procedure code that is currently 
assigned to MS–DRGs 129, 130, 131, 
132, 133, or 134 is not displayed it is 
because there were no cases found 
reporting that code in the assigned MS– 
DRG. 

The data analysis shows that there is 
wide variation in the volume, length of 
stay, and average costs of cases 
reporting procedures currently assigned 
to MS–DRGs 129, 130, 131, 132, 133, 
and 134. There were several instances in 
which only one case was found to report 
a procedure code from MS–DRG 129, 
130, 131, 132, 133, or 134, and the 
average length of stay for these specific 
cases ranged from 1 day to 31 days. For 
example, in MS–DRG 131, we found one 
case reporting procedure code 0NB70ZZ 
(Excision of occipital bone, open 
approach) with an average length of stay 
of 31 days which we consider to be an 
outlier in comparison to all the other 
cases reported in that MS–DRG with an 
average length of stay of 5.4 days. 
Overall, the average costs of cases in 
MS–DRGs 129 and 130 range from 
$4,970 to $38,217, the average costs of 
cases in MS–DRGs 131 and 132 range 
from $4,022 to $69,558 and the average 
costs of cases in MS–DRGs 133 and 134 
range from $1,089 to $87,569. As noted 
previously, the data demonstrate there 
appear to be similar utilization of 

hospital resources specifically for cases 
reported in MS–DRGs 129, 130, 131 and 
132. 

The highest volume of cases was 
reported in MS–DRGs 129 and 130 for 
the procedure codes describing 
resection of the right and left neck 
lymphatic. For MS–DRG 129, there was 
a total of 750 cases reporting procedure 
code 07T10ZZ (Resection of right neck 
lymphatic, open approach) with an 
average length of stay of 4.7 days and 
average costs of $17,155 and there was 
a total of 679 cases reporting procedure 
code 07T20ZZ (Resection of left neck 
lymphatic, open approach) with an 
average length of stay of 4.8 days and 
average costs of $17,857. For MS–DRG 
130, there was a total of 358 cases 
reporting procedure code 07T10ZZ with 
an average length of stay of 2.6 days and 
average costs of $10,432 and there was 
a total of 331 cases reporting procedure 
code 07T20ZZ with an average length of 
stay of 2.5 days and average costs of 
$10,467. For MS–DRGs 131 and 132, the 
highest volume of cases was reported for 
the procedure codes describing 
repositioning of the maxilla with 
internal fixation and repositioning of 
the right and left mandible with internal 
fixation. For MS–DRG 131, there was a 
total of 186 cases reporting procedure 
code 0NSR04Z (Reposition maxilla with 
internal fixation device, open approach) 
with an average length of stay of 5.1 
days and average costs of $20,500; a 
total of 114 cases reporting procedure 
code 0NST04Z (Reposition right 
mandible with internal fixation device, 
open approach) with an average length 
of stay of 5.7 days and average costs of 
$18,710, and a total of 219 cases 
reporting procedure code 0NSV04Z 
(Reposition left mandible with internal 
fixation device, open approach) with an 
average length of stay of 6.0 days and 
average costs of $20,202. For MS–DRG 
132, there was a total of 84 cases 
reporting procedure code 0NSR04Z with 
an average length of stay of 2.1 days and 
average costs of $12,991 and a total of 
101 cases reporting procedure code 
0NSV04Z with an average length of stay 
of 2.8 days and average costs of $11,386. 
For MS–DRGs 133 and 134, the highest 
volume of cases was reported for the 
procedure codes describing excision of 
the facial nerve or nasal turbinate. For 
MS–DRG 133, there was a total of 60 
cases reporting procedure code 
09BL8ZZ (Excision of nasal turbinate, 
via natural or artificial opening 
endoscopic) with an average length of 
stay of 6.6 days and average costs of 
$21,253 and for MS–DRG 134, there was 
a total of 50 cases reporting procedure 
code 00BM0ZZ (Excision of facial nerve, 

open approach) with an average length 
of stay of 1.4 days and average costs of 
$8,048. 

Our clinical advisors reviewed the 
procedures currently assigned to MS– 
DRGs 129, 130, 131, 132, 133, and 134 
to identify the patient attributes that 
currently define each of these 
procedures and to group them with 
respect to complexity of service and 
resource intensity. For example, 
procedures that we believe represent 
greater treatment difficulty and reflect a 
class of patients who are similar 
clinically with regard to consumption of 
hospital resources were grouped 
separately from procedures that we 
believe to be less complex but still 
reflect patients who are similar 
clinically with regard to consumption of 
hospital resources. This approach 
differentiated the more complex and 
invasive procedures, such as resection 
of cervical lymph nodes, repositioning 
of facial bones, and excision of 
mandible procedures from the less 
complex and less invasive procedures 
such as excisions (biopsies) of lymph 
nodes and facial nerves, drainage 
procedures of the upper respiratory 
system, and tonsillectomies. 

We stated in the proposed rule that 
after this comprehensive review of all 
the procedures currently assigned to 
MS–DRGs 129, 130, 131, 132, 133, and 
134, in combination with the results of 
the data analysis discussed previously, 
our clinical advisors support 
distinguishing the procedures currently 
assigned to those MS–DRGs by clinical 
intensity, complexity of service and 
resource utilization and also support 
restructuring of these MS–DRGs 
accordingly. We noted that during the 
analysis of the procedures currently 
assigned to MS–DRGs 129 and 130, we 
recognized the special logic defined as 
‘‘Major Device Implant’’ for MS–DRG 
129 that identifies procedures 
describing the insertion of a cochlear 
implant or other hearing device. We 
stated that our clinical advisors 
supported the removal of this special 
logic from the definition for assignment 
to any modifications to the MS–DRGs, 
noting the costs of the device have 
stabilized over time and the procedures 
can be appropriately grouped along with 
other procedures involving devices in 
any restructured MS–DRGs. We also 
identified 2 procedure codes currently 
assigned to MS–DRGs 131 and 132, 
00J00ZZ (Inspection of brain, open 
approach) and 0WJ10ZZ (Inspection of 
cranial cavity, open approach), that our 
clinical advisors agreed should not be 
included in any modifications to the 
MS–DRGs in MDC 03, stating that they 
are appropriately assigned to MS–DRGs 
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in MDC 01 (Diseases and Disorders of 
the Nervous System). We further noted 
that during our analysis of the 
procedures currently assigned to MS– 
DRGs 133 and 134, we found 338 
procedure codes that were inadvertently 
included as a result of replication 
during our transition from the ICD–9 to 
ICD–10 based MS–DRGs. We referred 
the reader to Table 6P.2c associated 
with the proposed rule for a detailed list 
of these procedure codes that describe 
procedures performed on various sites, 
such as the esophagus, stomach, 
intestine, skin, and thumb that we 
stated our clinical advisors agree should 
be removed from the definition for 
assignment to any modifications to the 
MS–DRGs under MDC 03. 

As a result of our review, we 
proposed the deletion of MS–DRGs 129, 
130, 131, 132, 133, and 134, and the 
creation of six new MS–DRGs. 
Currently, MS–DRGs 129, 131, and 133 
are defined as base MS–DRGs, each of 
which is split by a two-way severity 
level subgroup. Our proposal includes 
the creation of two new base MS–DRGs 
with a three-way severity level split. As 
discussed in the proposed rule, our 
clinical advisors suggested that based on 
the analysis of procedures currently 
assigned to MS–DRGs 129, 130, 131, 
132, 133, and 134 as described 

previously, only 2 base MS–DRGs were 
needed, each divided into 3 levels 
according to the presence of a CC or 
MCC. The MS–DRGs were developed 
consistent with the analysis to 
differentiate the more complex and 
invasive procedures from the less 
complex and less invasive procedures. 
As noted previously, our analysis of 
MS–DRGs 129, 130, 131, and 132 
demonstrated that the average length of 
stay and average costs for all cases were 
almost identical for each of the severity 
level subgroups and therefore, the 
procedures assigned to these MS–DRGs 
were initially reviewed together as one 
clinical group and then evaluated 
further in comparison to the procedures 
currently assigned to MS–DRGs 133 and 
134. The objective was to better 
differentiate procedures by treatment 
difficulty, clinical similarity, and 
resource use, and to propose a more 
appropriate restructuring. For example, 
based on this analysis, in some 
instances, we proposed to reassign 
procedures described by procedure 
codes that are currently assigned to MS– 
DRGs 129 and 130 or MS–DRGs 131 and 
132 to what is being defined as the less 
complex MS–DRGs. We stated that we 
believe the resulting MS–DRG 
assignments are more clinically 

homogeneous, coherent and better 
reflect hospital resource use. 

We applied the criteria to create 
subgroups for the three-way severity 
level split for the proposed new MS– 
DRGs and found that all five criteria 
were met. We stated that for the 
proposed new MS–DRGs, there is at 
least (1) 500 cases in the MCC group, the 
CC group and the NonCC group; (2) 5 
percent of the cases in the MCC group, 
the CC group and the NonCC group; (3) 
a 20 percent difference in average costs 
between the MCC group, the CC group 
and the NonCC group; (4) a $2,000 
difference in average costs between the 
MCC group, the CC group and the 
NonCC group; and (5) a 3-percent 
reduction in cost variance, indicating 
that the severity level splits increase the 
explanatory power of the base MS–DRG 
in capturing differences in expected cost 
between the MS–DRG severity level 
splits by at least 3 percent and thus 
improve the overall accuracy of the IPPS 
payment system. The following table 
reflects our simulation for the proposed 
new MS–DRGs with a three-way 
severity level split. We stated that our 
findings represent what we would 
expect under the proposed 
modifications and proposed new MS– 
DRGs, based on claims data in the FY 
2019 MedPAR file. 

We proposed to create two new base 
MS–DRGs, 140 and 143, with a three- 
way severity level split for proposed 
new MS–DRGs 140, 141, and 142 (Major 
Head and Neck Procedures with MCC, 
with CC, and without CC/MCC, 
respectively) and proposed new MS– 
DRGs 143, 144, and 145 (Other Ear, 
Nose, Mouth And Throat O.R. 
Procedures with MCC, with CC, and 
without CC/MCC, respectively). 

We referred the reader to Table 6P. 2a 
and Table 6P.2b associated with the 
proposed rule for the list of procedure 
codes we proposed for reassignment 

from MS–DRGs 129, 130, 131, 132, 133, 
and 134 to each of the new MS–DRGs. 
As noted, we also proposed the removal 
of procedure codes 00J00ZZ and 
0WJ10ZZ, and the 338 procedure codes 
listed in Table 6P. 2c associated with 
the proposed rule from the logic for 
MDC 03. 

Comment: Commenters generally 
agreed with the proposal to delete MS– 
DRGs 129, 130, 131, 132, 133, and 134, 
and to create proposed new MS–DRGs 
140, 141, and 142 under proposed new 
base MS–DRG 140, and to create 
proposed new MS–DRGs 143, 144, and 

145 under proposed new base MS–DRG 
143, however, the commenters 
recommended CMS review the list of 
proposed procedure codes for 
assignment to the proposed new MS– 
DRGs. A commenter noted that 
procedure codes describing reposition 
of the left temporal bone were included 
in Table 6P.2a and proposed for 
assignment to MS–DRGs 140,141, and 
142 while procedure codes describing 
reposition of the right temporal bone 
were included in Table 6P.2b and 
proposed for assignment to MS–DRGs 
143, 144, and 145. The commenter also 
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stated their belief that CMS should 
classify all repositions of occipital, 
temporal, frontal and other bones of the 

skull as major surgery and assign them 
to proposed new MS–DRGs 140, 141, 
and 142. The commenter provided the 

following ICD–10–PCS procedure codes 
for CMS’ consideration. 

Another commenter stated there is not 
a clear understanding of the scope of the 
proposed changes because the MedPAR 

data included in the proposed rule 
referred to temporomandibular joint 
replacements; however, the procedure 

listing for the MS–DRGs extended 
beyond those procedures. The 
commenter stated that tables 6P.2a and 

VerDate Sep<11>2014 22:38 Sep 17, 2020 Jkt 250001 PO 00000 Frm 00038 Fmt 4701 Sfmt 4700 E:\FR\FM\18SER2.SGM 18SER2 E
R

18
S

E
20

.0
22

<
/G

P
H

>

jb
el

l o
n 

D
S

K
JL

S
W

7X
2P

R
O

D
 w

ith
 R

U
LE

S
2



58469 Federal Register / Vol. 85, No. 182 / Friday, September 18, 2020 / Rules and Regulations 

6P.2b associated with the proposed rule 
include procedures on vessels, 
lymphatic and other organs in the head 
and neck. The commenter stated the 
procedures noted in the tables cross 
multiple MS–DRGs such as 853, 857, 
856, 571, 264, 570, 463, and 902 which 
were not discussed in the proposed rule. 
The commenter requested that CMS 
provide clarity on this topic. 

A commenter acknowledged that CMS 
proposed removing a number of ICD– 
10–PCS procedure codes from the MDC 
03 logic that had been inadvertently 
included as a result of replication 
during the transition from ICD–9- to 
ICD–10-based MS–DRGs. However, 
according to the commenter there are 
additional procedure codes not 
included on CMS’ list shown in table 
6P.2c that should also be removed from 
the MDC 03 logic. The commenter noted 
an example of where some codes for 
procedures on the esophagus have been 
proposed for removal from the MDC 03 
logic, while other procedures performed 
on the esophagus are still proposed for 
inclusion in the GROUPER logic. The 
commenter also noted that procedures 
performed on the heart, carotid artery, 
chest, back abdomen, buttock, liver, and 
leg are not ear, nose, mouth, or throat 
procedures, but they are included in the 
proposed GROUPER logic for proposed 
new MS–DRGs 143, 144, and 145 (Other 
Ear, Nose, Mouth and Throat O.R. 
Procedures with MCC, with CC, and 
without CC/MCC, respectively). The 
commenter stated that procedures on 
the chest, back, and abdomen are not 
head or neck procedures, but they are 
included in the proposed GROUPER 
logic for proposed new MS–DRGs 140, 
141, and 142 (Major Head and Neck 
Procedures with MCC, with CC, and 
without CC/MCC, respectively). In 
addition, the commenter stated that 
while CMS proposed reassigning 
procedure code 0WJ10ZZ (Inspection of 
cranial cavity, open approach) from 
MDC 03 (Diseases and Disorders of Ear, 
Nose and Throat) to MDC 01 (Diseases 
and Disorders of the Nervous System), 
codes for other procedures performed 
on the cranial cavity are proposed to be 
included in the GROUPER logic for 
proposed new MS–DRGs 140, 141, and 
142. The commenter recommended that 
CMS review the procedure codes listed 
in tables 6P.2a and 6P.2b to identify all 
of the procedure codes that should be 
removed from the GROUPER logic for 
proposed new MS–DRGs 140, 141, 142, 
143, 144, and 145. Lastly, the 
commenter suggested that CMS consider 
whether proposed new MS–DRGs 140, 
141, and 142 (Major Head and Neck 
Procedures with MCC, with CC, and 

without CC/MCC, respectively) belong 
in MDC 03 or whether the title of the 
MDC should be changed since, 
according to the commenter, the MDC 
03 description ‘‘Diseases and Disorders 
of Ear, Nose and Throat’’ covers a more 
limited set of anatomic sites than the 
‘‘major head and neck procedures’’ 
included in proposed new MS–DRGs 
140, 141, and 142. 

Response: We thank the commenters 
for their support of the proposal to 
create two new base MS–DRGs, 140 and 
143, with a three-way severity level split 
for new MS–DRGs 140, 141, and 142 
and new MS–DRGs 143, 144, and 145. 
We appreciate the commenter noting 
that some procedure codes describing 
reposition of the left temporal bone 
were included in Table 6P.2a and 
proposed for assignment to proposed 
new MS–DRGs 140, 141, and 142, while 
procedure codes describing reposition 
of the right temporal bone were 
included in Table 6P.2b and proposed 
for assignment to proposed new MS– 
DRGs 143, 144, and 145. We note that 
this was an inadvertent error, and the 
procedure codes describing reposition 
of the left temporal bone that were 
included in Table 6P.2a were intended 
to be included in Table 6P.2b with the 
codes describing reposition of the right 
temporal bone, as both sets of codes 
were intended to be proposed for 
reassignment to proposed new MS– 
DRGs 143, 144, and 145 because they 
describe procedures that are considered 
to be less complex and less invasive 
compared to the procedures proposed 
for reassignment to proposed new MS– 
DRGs 140, 141, and 142 that describe 
more complex and more invasive 
procedures. In response to the 
commenter’s recommendation to 
classify all repositions of occipital, 
temporal, frontal and other bones of the 
skull as major surgery and assign them 
to proposed new MS–DRGs 140, 141, 
and 142, our clinical advisors do not 
agree. In the comprehensive review of 
all the procedures currently assigned to 
MS–DRGs 129, 130, 131, 132, 133, and 
134, which involved an analysis of 
claims data and clinical judgment, they 
identified and separated out the 
procedures they believed to be more 
clinically complex and resource 
intensive and those are the procedures 
that were proposed to be reassigned to 
proposed new MS–DRGs 140, 141, and 
142 so that payment rates are better 
aligned. Therefore, with respect to the 
procedure codes describing reposition 
of temporal, frontal and other bones of 
the skull identified by the commenter, 
our clinical advisors do not believe 
these procedures reflect the complexity 

or resource utilization consistent with 
the other procedure codes proposed for 
reassignment to proposed new MS– 
DRGs 140, 141, and 142 because they 
are considered to be less complex and 
less resource intensive. We note that 
while the commenter suggested CMS 
review the procedure codes describing 
reposition of the occipital bone, it did 
not include any of those procedure 
codes for CMS’ consideration in its list. 
We further note that procedure codes 
describing reposition of the occipital 
bone were already proposed to be 
reassigned to proposed new MS–DRGs 
140, 141, and 142 as displayed in table 
6P.2a associated with the proposed rule, 
therefore we are unclear as to which 
procedure codes involving the occipital 
bone the commenter is specifically 
referring to. 

In response to the commenter who 
stated there is not a clear understanding 
of the scope of the proposed changes 
because the MedPAR data included in 
the proposed rule referred to other 
procedure codes in addition to the 
procedure code for temporomandibular 
joint replacements, we note that as 
discussed in the proposed rule (85 FR 
32484 through 32490), this was a multi- 
part request involving the reassignment 
of ICD–10–PCS procedure codes 
0RRC0JZ and 0RRD0JZ that describe 
replacement of the right and left 
temporomandibular joint from MS– 
DRGs 133 and 134 to MS–DRGs 131 and 
132, the reassignment of the procedures 
involving the mandible and maxilla 
identified with procedure codes from 
MS–DRGs 129 and 130 to MS–DRGs 131 
and 132, and modifying the surgical 
hierarchy for MS–DRGs 131, 132, 133, 
and 134. We stated that we examined 
claims data for all the procedures 
identified by procedure codes currently 
assigned to MS–DRGs 129, 130, 131, 
132, 133, and 134 and we provided our 
claims analysis in Table 6P.2d 
associated with the proposed rule as 
well as discussion of our analysis and 
the basis for our proposals. In response 
to the comments regarding Tables 6P.2a 
and 6P.2b that included proposals for 
procedure codes describing procedures 
on vessels, lymphatic and other organs 
in the head and neck across multiple 
MS–DRGs such as 853, 857, 856, 571, 
264, 570, 463, and 902 we note that this 
is because certain procedure codes are 
currently assigned to multiple MDCs 
and MS–DRGs as shown in Appendix E- 
Operating Room Procedures and 
Procedure Code/MS–DRG Index of the 
ICD–10 MS–DRGs Definitions Manual. 
For example, procedure code 07B00ZZ 
(Excision of head lymphatic, open 
approach) which is listed in Table 

VerDate Sep<11>2014 22:38 Sep 17, 2020 Jkt 250001 PO 00000 Frm 00039 Fmt 4701 Sfmt 4700 E:\FR\FM\18SER2.SGM 18SER2jb
el

l o
n 

D
S

K
JL

S
W

7X
2P

R
O

D
 w

ith
 R

U
LE

S
2



58470 Federal Register / Vol. 85, No. 182 / Friday, September 18, 2020 / Rules and Regulations 

6P.2b, is currently assigned to the 
following MDCs and MS–DRGs. 

We encourage the commenter to 
review Appendix E of the ICD–10 MS– 
DRG Definitions Manual for further 
clarification and understanding of how 
each procedure code may be assigned to 
multiple MDCs and MS–DRGs under the 
IPPS. 

In response to the commenter who 
stated their belief that there are 
additional codes that should also be 
removed from the MDC 03 logic, such 
as other procedures performed on the 
esophagus that were proposed to be 
included in the GROUPER logic, and 
procedures performed on the heart, 
carotid artery, chest, back abdomen, 
buttock, liver, and leg that are not ear, 
nose, mouth, or throat procedures, but 
were included in the proposed 
GROUPER logic for MS–DRGs 143, 144, 
and 145 (Other Ear, Nose, Mouth And 
Throat O.R. Procedures with MCC, with 
CC, and without CC/MCC, respectively), 
we note that, as stated in the ICD–10 
MS–DRG Definitions Manual, ‘‘In each 
MDC there is usually a medical and a 
surgical class referred to as ‘‘other 
medical diseases’’ and ‘‘other surgical 
procedures,’’ respectively. The ‘‘other’’ 
medical and surgical classes are not as 
precisely defined from a clinical 
perspective. The other classes would 
include diagnoses or procedures which 
were infrequently encountered or not 
well defined clinically. For example, the 
‘‘other’’ medical class for the 
Respiratory System MDC would contain 
the diagnoses ‘‘other somatoform 
disorders’’ and ‘‘congenital 
malformation of the respiratory system,’’ 
while the ‘‘other’’ surgical class for the 
female reproductive MDC would 

contain the surgical procedures 
‘‘excision of liver’’ (liver biopsy in ICD– 
9–CM) and ‘‘inspection of peritoneal 
cavity’’ (exploratory laparotomy in ICD– 
9–CM). The ‘‘other’’ surgical category 
contains surgical procedures which, 
while infrequent, could still reasonably 
be expected to be performed for a 
patient in the particular MDC. There 
are, however, also patients who receive 
surgical procedures which are 
completely unrelated to the MDC to 
which the patient was assigned. An 
example of such a patient would be a 
patient with a principal diagnosis of 
pneumonia whose only surgical 
procedure is a destruction of prostate 
(transurethral prostatectomy in ICD–9– 
CM). Such patients are assigned to a 
surgical class referred to as ‘‘unrelated 
operating room procedures.’’ These 
patients are ultimately never assigned to 
a well-defined DRG.’’ With regard to the 
comment that procedures on the chest, 
back, and abdomen were included in 
the proposed GROUPER logic for 
proposed new MS–DRGs 140, 141, and 
142 (Major Head and Neck Procedures 
with MCC, with CC, and without CC/ 
MCC, respectively), we note that the 
commenter did not provide the specific 
procedure codes for CMS to review and 
therefore we were unable to evaluate the 
commenter’s concerns for FY 2021, 
however, we will take these comments 
under consideration for future 
rulemaking. In response to the 
commenter’s statement that codes for 
other procedures performed on the 
cranial cavity were proposed to be 
included in the GROUPER logic for 
proposed new MS–DRGs 140, 141, and 

142, we note that the logic for proposed 
new MS–DRGs 140, 141, and 142 is 
comprised of a subset of procedure 
codes describing procedures performed 
on the cranial cavity that are currently 
assigned to MS–DRGs 131 and 132 
(Cranial and Facial Procedures with and 
without CC/MCC, respectively). Our 
clinical advisors reviewed the list of 
procedures currently assigned to those 
MS–DRGs and believed that procedure 
codes 00J00ZZ and 0WJ10ZZ could be 
removed from the logic based on the 
analysis of all the procedure codes and 
because these codes are currently 
assigned to MS–DRGs in MDC 01 which 
they stated is clinically more 
appropriate. With respect to the 
commenter’s suggestion that CMS 
consider whether proposed new MS– 
DRGs 140, 141, and 142 (Major Head 
and Neck Procedures with MCC, with 
CC, and without CC/MCC, respectively) 
belong in MDC 03 or whether the title 
of the MDC should be changed since, 
according to the commenter, the MDC 
03 description ‘‘Diseases and Disorders 
of Ear, Nose and Throat’’ covers a more 
limited set of anatomic sites than the 
‘‘major head and neck procedures’’ 
included in proposed new MS–DRGs 
140, 141, and 142, we will take this 
under consideration for future 
rulemaking. 

After consideration of the comments 
we received, we are finalizing our 
proposal to create two new base MS– 
DRGs, 140 and 143, with a three-way 
severity level split for new MS–DRGs 
140, 141, and 142 and new MS–DRGs 
143, 144, and 145 and we are also 
finalizing our proposal to delete MS– 
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DRGs 129, 130, 131, 132, 133, and 134 
for FY 2021. We refer the reader to 
Tables 6P.2a, 6P.2b, and 6P.2c 
associated with this final rule and 
available via the internet at: https://
www.cms.gov/Medicare/Medicare-Fee- 
for-Service-Payment/AcuteInpatientPPS 
for the finalized list of procedure codes 
that define the logic for the finalized 
MS–DRGs. We note that discussion of 
the surgical hierarchy for the 
modifications is discussed in section 
II.E.15. of this final rule. 

5. MDC 5 (Diseases and Disorders of the 
Circulatory System) 

a. Left Atrial Appendage Closure 
(LAAC) 

In the FY 2016 IPPS/LTCH PPS final 
rule (80 FR 49363 through 49367), we 
finalized our proposal to create two new 
MS–DRGs to classify percutaneous 
intracardiac procedures. Specifically, 
we created MS–DRGs 273 and 274 
(Percutaneous Intracardiac Procedures 
with and without MCC, respectfully) for 
cases reporting procedure codes 
describing cardiac ablation and other 
percutaneous intracardiac procedures. 
In that discussion, as FY 2016 was the 
first year of our transition from the ICD– 
9 based MS–DRGs to the ICD–10 based 
MS–DRGs, we provided a list of the 
ICD–9–CM procedure codes that 
identify and describe the cardiac 
ablation procedures and other 
percutaneous intracardiac procedures 
that were the subject of that MS–DRG 
classification change request, one of 
which was ICD–9–CM procedure code 
37.90 (Insertion of left atrial appendage 
device). 

Separately, we also discussed a 
request that we received for new 
technology add-on payments for the 

WATCHMANTM Left Atrial Appendage 
Closure (LAAC) device (80 FR 49480 
through 49488). In that discussion, we 
noted that effective October 1, 2004 (FY 
2005), ICD–9–CM procedure code 37.90 
(Insertion of left atrial appendage 
device) was created to identify and 
describe procedures using the 
WATCHMANTM Left Atrial Appendage 
(LAA) Closure Technology and that 
under ICD–10–PCS, procedure code 
02L73DK (Occlusion of left atrial 
appendage with intraluminal device, 
percutaneous approach) is the 
comparable translation. We also noted 
that at the time of the new technology 
request, under the ICD–9 based MS– 
DRGs, procedure code 37.90 was 
assigned to MS–DRGs 250 and 251 
(Percutaneous Cardiovascular 
Procedures without Coronary Artery 
Stent with MCC and without MCC, 
respectively). We further noted that, as 
stated previously, we finalized our 
proposal to assign procedures 
performed within the heart chambers 
using intracardiac techniques, including 
those identified by ICD–9–CM 
procedure code 37.90, and its 
comparable ICD–10–PCS code 
translations (that specifically identify a 
percutaneous or percutaneous 
endoscopic approach), including 
02L73DK, to new MS–DRGs 273 and 
274. 

As discussed in the FY 2021 IPPS/ 
LTCH PPS proposed rule (85 FR 32490 
through 324950), we received two 
separate, but related requests involving 
the procedure codes that describe the 
technology that is utilized in the 
performance of LAAC procedures. The 
first request was to reassign ICD–10– 
PCS procedure code 02L73DK 
(Occlusion of left atrial appendage with 

intraluminal device, percutaneous 
approach) that identifies the 
WATCHMANTM Left Atrial Appendage 
Closure (LAAC) device, from MS–DRG 
274 (Percutaneous Intracardiac 
Procedures without MCC) to MS–DRG 
273 (Percutaneous Intracardiac 
Procedures with MCC) and revise the 
title for MS–DRG 273 to ‘‘Percutaneous 
Intracardiac Procedures with MCC or 
Major Device Implant for Left Atrial 
Appendage Closure Procedures’’. As 
stated in the proposed rule, cases 
involving LAAC procedures with a 
percutaneous or percutaneous 
endoscopic approach, including cases 
reporting ICD–10–PCS procedure code 
02L73DK, are currently assigned to MS– 
DRGs 273 and 274. 

We stated in the proposed rule that 
according to the requestor’s analysis, the 
average cost for LAAC procedures 
reporting ICD–10–PCS procedure code 
02L73DK is $3,405 higher than the 
average cost for all cases in MS–DRG 
274. The requestor stated that based on 
its analysis, this requested reassignment 
would have minimal impact on MS– 
DRGs 273 and 274 and would ensure 
adequate payments and better resource 
coherency. The requestor stated that 
cases reporting procedure codes 
describing a LAAC procedure with 
procedure code 02L73DK within MS– 
DRG 274 are more clinically similar and 
costs are more closely aligned to cases 
within MS–DRG 273. 

As indicated in the proposed rule, in 
response to the first request, we 
examined claims data from the 
September 2019 update of the FY 2019 
MedPAR file for MS–DRGs 273 and 274 
to identify cases reporting ICD–10–PCS 
procedure code 02L73DK. Our findings 
are shown in the following table. 

In MS–DRG 273, we found a total of 
7,048 cases with an average length of 
stay of 6.1 days and average costs of 
$28,100. Of those 7,048 cases, there 
were 1,126 cases reporting ICD–10–PCS 
procedure code 02L73DK, with an 
average length of stay of 2.7 days and 
average costs of $29,504. In MS–DRG 
274, we found a total of 24,319 cases 

with an average length of stay of 2.0 
days and average costs of $24,048. Of 
those 24,319 cases, there were 13,423 
cases reporting ICD–10–PCS procedure 
code 02L73DK, with an average length 
of stay of 1.2 days and average costs of 
$25,846. 

The data analysis demonstrates that 
the average costs of the cases reporting 

procedure code 02L73DK in MS–DRG 
274 are slightly higher than the average 
costs of all the cases in MS–DRG 274 
($25,846 versus $24,048), with a 
difference of approximately $1,798, 
however, the average length of stay for 
cases reporting procedure code 
02L73DK in MS–DRG 274 is shorter 
compared to all the cases in MS–DRG 
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274 (1.2 days versus 2 days). We stated 
in the proposed rule that if we were to 
reassign cases reporting procedure code 
02L73DK from MS–DRG 274 to MS– 
DRG 273, we would be assigning cases 
with an average length of stay of 1.2 
days to a MS–DRG with an average 
length of stay of 6.1 days, which our 
clinical advisors did not support. As 
indicated in the proposed rule, the 
average costs of the cases reporting 
procedure code 02L73DK in MS–DRG 
274 ($25,846) compared to the average 
costs of all the cases in MS–DRG 273 
($28,100) show a difference of $2,254. 
We stated in the proposed rule that our 
clinical advisors did not support 
reassigning the 13,423 cases reporting 
procedure code 02L73DK without an 
MCC from MS–DRG 274 to MS–DRG 
273, which includes cases reporting a 

MCC, noting that it would impact the 
average costs for all cases in this MS– 
DRG. Lastly, as stated in the proposed 
rule, our clinical advisors expressed 
concern regarding making MS–DRG 
changes based on a specific, single 
technology (WATCHMANTM Left Atrial 
Appendage Closure (LAAC) device), 
identified by only one unique procedure 
code versus considering changes based 
on a group of related procedure codes 
that can be reported to describe that 
same type or class of technology, which 
is more consistent with the intent of the 
MS–DRGs. Therefore, for these reasons, 
we did not propose to reassign cases 
reporting ICD–10–PCS procedure code 
02L73DK (Occlusion of left atrial 
appendage with intraluminal device, 
percutaneous approach) from MS–DRG 
274 to MS–DRG 273. 

In the proposed rule we also 
discussed a second request that we 
received to create a new MS–DRG 
specific to all left atrial appendage 
closure (LAAC) procedures or to map all 
LAAC procedures to a different 
cardiovascular MS–DRG that has 
payment rates aligned with procedural 
costs. The requestor stated that by 
creating a new MS–DRG specific to all 
LAAC procedures or mapping all LAAC 
procedures to a different cardiovascular 
MS–DRG, the MS–DRG would more 
appropriately recognize the clinical 
characteristics and cost differences in 
LAAC cases. 

The 9 ICD–10–PCS procedure codes 
that describe LAAC procedures and 
their corresponding MS–DRG 
assignment are listed in the following 
table. 

Currently, the MS–DRG assignments 
for these procedure codes are based on 
the surgical approach: open approach, 
percutaneous approach, or percutaneous 
endoscopic approach. Procedures 
describing an open approach are 
assigned to MS–DRGs 250 and 251 
(Percutaneous Cardiovascular 
Procedures without Coronary Artery 
Stent with and without MCC, 
respectively); while procedures 

describing a percutaneous or 
percutaneous endoscopic approach are 
assigned to MS–DRGs 273 and 274 
(Percutaneous Intracardiac Procedures 
with and without MCC, respectfully). Of 
the nine listed ICD–10–PCS procedure 
codes, three (02L70CK, 02L70DK, and 
02l70ZK) describe an open approach 
and are currently assigned to MS–DRG 
250 and 251, and six (02L73CK, 
02L73DK, 02L73ZK, 02L74CK, 

02L74DK, 02L74ZK) describe a 
percutaneous or percutaneous 
endoscopic approach and are currently 
assigned to MS–DRG 273 and 274. 

As indicated in the proposed rule, we 
examined claims data from the 
September 2019 update of the FY 2019 
MedPAR file for cases reporting LAAC 
procedures with an open approach in 
MS–DRGs 250 and 251. Our findings are 
shown in the following table. 
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In MS–DRG 250, we found a total of 
4,192 cases with an average length of 
stay of 5.0 days and average costs of 
$18,807. Of those 4,192 cases, there 
were 21 cases reporting a LAAC 
procedure with an open approach, with 
an average length of stay of 7.0 days and 
average costs of $44,012. In MS–DRG 
251, we found a total of 4,941 cases with 
an average length of stay of 2.6 days and 
average costs of $12,535. Of those 4,941 
cases, there were 74 cases reporting a 
LAAC procedure with an open 
approach, with an average length of stay 
of 3.4 days and average costs of $22,711. 
The analysis shows that the cases 
reporting a LAAC procedure with an 

open approach in MS–DRGs 250 and 
251 have higher average costs compared 
to all cases in MS–DRGs 250 and 251 
($44,012 versus $18,807 and $22,711 
versus $12,535, respectively). The 
analysis also shows that the average 
length of stay for cases reporting a 
LAAC procedure with an open approach 
in MS–DRGs 250 and 251 is longer 
compared to all cases in MS–DRGs 250 
and 251 (7.0 days versus 5.0 days and 
3.4 days versus 2.6 days, respectively). 
Overall, there were a total of 95 (21+74) 
cases reporting a LAAC procedure with 
an open approach in MS–DRGs 250 and 
251 with an average length of stay of 4.2 
days and average costs of $27,420. 

Based on the results of the claims data 
described previously, we conducted 
further analysis for the 95 cases 
reporting a LAAC procedure with an 
open approach in MS–DRGs 250 and 
251 to determine if there were 
additional factors that may be 
contributing to the higher average costs 
and longer length of stay. Of those 95 
cases, we found a total of 20 cases in 
which there was another O.R. procedure 
reported on the claim that is also 
currently assigned to MS–DRGs 250 and 
MS–DRG 251 and believed to be 
influencing the average costs and 
average length of stay, as shown in the 
following tables. 

As shown in the table, for MS–DRG 
250, there were a total of 8 cases 
reporting another O.R. procedure with a 
LAAC procedure with an open approach 
with an average length of stay of 8.9 
days and average costs of $63,653. The 
data shows that the average length of 

stay for these 8 cases range from 4.0 
days to 15.0 days and the average costs 
range from $20,650 to $235,720. 

As indicated in the proposed rule, 
overall, the data demonstrates that the 8 
cases reporting another O.R. procedure 
with a LAAC procedure with an open 

approach in MS–DRG 250 have a longer 
length of stay (8.9 days versus 7 days) 
and higher average costs ($63,653 versus 
$44,012) compared to all 21 cases 
reporting a LAAC procedure with an 
open approach in MS–DRG 250. 
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As shown in the table, for MS–DRG 
251, there were a total of 12 cases 
reporting another O.R. procedure with a 
LAAC procedure with an open approach 
with an average length of stay of 6.5 
days and average costs of $31,560. The 
data shows that the average length of 
stay for these 12 cases range from 1.0 
day to 18.0 days and the average costs 
range from $11,052 to $89,682. 

As indicated in the proposed rule, the 
data demonstrates that the 12 cases 
reporting another O.R. procedure with a 
LAAC procedure with an open approach 
in MS–DRG 251 have a longer average 
length of stay (6.5 days versus 3.4 days) 
and higher average costs ($31,560 versus 
$22,711) compared to all 74 cases 
reporting a LAAC procedure with an 
open approach in MS–DRG 251. The 
results of our claims analysis for the 20 
cases reporting a LAAC procedure with 
an open approach and another O.R. 
procedure in MS–DRGs 250 and 251 
indicate that the longer average length 
of stay and higher average costs of the 

95 cases reporting a LAAC procedure 
with an open approach in MS–DRGs 
250 and 251 may be attributed to the 
resource consumption of the additional 
O.R. procedures reported in the subset 
of 20 cases. The claims analysis also 
shows that the majority of the cases 
reporting a LAAC procedure with an 
open approach in MS–DRGs 250 and 
251 (75 cases out of 95 cases) were 
without another O.R. procedure. 

As noted previously, with respect to 
the first LAAC MS–DRG request, our 
analysis of MS–DRG 273 found a total 
of 7,048 cases with an average length of 
stay of 6.1 days and average costs of 
$28,100 and our analysis of MS–DRG 
274 found a total of 24,319 cases with 
an average length of stay of 2.0 days and 
average costs of $24,048. The average 
costs and average length of stay for cases 
reporting a LAAC procedure with an 
open approach in MS–DRGs 250 and 
251 ($44,012 and $22,711, respectively) 
and (7.0 days and 3.4 days, respectively) 
appear to be generally more aligned 

with the average costs and average 
length of stay for all cases in MS–DRGs 
273 and 274 ($28,100 and $24,048, 
respectively) and (6.1 days and 2.0 days, 
respectively) as compared to all cases in 
MS–DRGs 250 and 251 with average 
costs of $18,807 and $12,535, 
respectively and an average length of 
stay of 5.0 days and 2.6 days, 
respectively. In addition, as also noted 
previously, the second LAAC MS–DRG 
request was to create a new MS–DRG 
specific to all left atrial appendage 
closure (LAAC) procedures or to map all 
LAAC procedures to a different 
cardiovascular MS–DRG that has 
payment rates aligned with procedural 
costs. We stated in the proposed rule 
that our clinical advisors suggested that 
because our review of the cases 
reporting a LAAC procedure with an 
open approach in MS–DRGs 250 and 
251 demonstrated that these procedures 
are primarily performed in the absence 
of another O.R. procedure and generally 
are not performed with a more intensive 

VerDate Sep<11>2014 22:38 Sep 17, 2020 Jkt 250001 PO 00000 Frm 00044 Fmt 4701 Sfmt 4700 E:\FR\FM\18SER2.SGM 18SER2 E
R

18
S

E
20

.0
28

<
/G

P
H

>

jb
el

l o
n 

D
S

K
JL

S
W

7X
2P

R
O

D
 w

ith
 R

U
LE

S
2



58475 Federal Register / Vol. 85, No. 182 / Friday, September 18, 2020 / Rules and Regulations 

open chest procedure, that we should 
evaluate cases reporting LAAC 
procedures with the other approaches in 
their assigned MS–DRGs. 

As indicated in the proposed rule, we 
then examined claims data from the 
September 2019 update of the FY 2019 
MedPAR file for cases reporting LAAC 

procedures with a percutaneous or 
percutaneous endoscopic approach in 
MS–DRGs 273 and 274. Our findings are 
shown in the following table. 

In MS–DRG 273, we found a total of 
7,048 cases with an average length of 
stay of 6.1 days and average costs of 
$28,100. Of those 7,048 cases, there 
were 1,180 cases reporting a LAAC 
procedure with a percutaneous or 
percutaneous endoscopic approach, 
with an average length of stay of 2.9 
days and average costs of $29,591. In 
MS–DRG 274, we found a total of 24,319 
cases with an average length of stay of 
2.0 days and average costs of $24,048. 
Of those 24,319 cases, there were 13,774 
cases reporting a LAAC procedure with 
a percutaneous or percutaneous 
endoscopic approach, with an average 
length of stay of 1.2 days and average 
costs of $25,765. 

The analysis shows that the cases 
reporting a LAAC procedure with a 
percutaneous or percutaneous 
endoscopic approach in MS–DRGs 273 
and 274 have very similar average costs 
compared to all the cases in MS–DRGs 
273 and 274 ($29,591 versus $28,100 
and $25,765 versus $24,048, 
respectively). The analysis also shows 
that the average length of stay for cases 
reporting a LAAC procedure with a 
percutaneous or percutaneous 
endoscopic approach in MS–DRGs 273 
and 274 is shorter compared to all cases 
in MS–DRGs 273 and 274 (2.9 days 
versus 6.1 days and 1.2 days versus 2.0 
days, respectively). Overall, there were 
a total of 14,954 (1,180 + 13,774) cases 
reporting a LAAC procedure with a 
percutaneous or percutaneous 
endoscopic approach in MS–DRGs 273 
and 274 with an average length of stay 
of 1.3 days and average costs of $26,067. 

We stated in the proposed rule that 
our clinical advisors did not support 
creating a new MS–DRG for all LAAC 
procedures for FY 2021. Rather, our 
clinical advisors believe that ICD–10– 
PCS codes 02L70CK, 02L70DK, and 
02L70ZK that describe a LAAC 
procedure with an open approach are 
more suitably grouped to MS–DRGs 273 
and 274. As indicated in the proposed 
rule our clinical advisors stated that this 
reassignment would allow all LAAC 
procedures to be grouped together under 
the same MS–DRGs and would improve 
clinical coherence. We noted that all the 
procedure codes describing LAAC 
procedures are designated as non-O.R. 
procedures that affect the MS–DRG to 
which they are assigned. Therefore, in 
the proposed rule, we proposed to 
reassign ICD–10–PCS codes 02L70CK, 
02L70DK, and 02L70ZK from MS–DRGs 
250 and 251 (Percutaneous 
Cardiovascular Procedures without 
Coronary Artery Stent with and without 
MCC, respectively) to MS–DRGs 273 
and 274 (Percutaneous Intracardiac 
Procedures with and without MCC, 
respectively). 

Comment: Several commenters 
supported CMS’ proposal to not reassign 
cases reporting ICD–10–PCS procedure 
code 02L73DK from MS–DRG 274 to 
MS–DRG 273 and to not revise the title 
for MS–DRG 273 to ‘‘Percutaneous 
Intracardiac Procedures with MCC or 
Major Device Implant for Left Atrial 
Appendage Closure Procedures’’. A 
commenter concurred that MS–DRG 
categories should not be based on a 
specific medical technology or unique 
procedure code. The commenter noted 

that the MS–DRGs are intended to group 
procedures with both similar resource 
intensity and clinical characteristics. 
This commenter further noted that the 
MS–DRG categories are not intended to 
benefit a single technology or be 
narrowly constituted such as by singling 
out a device implant in a field with 
multiple other techniques and 
technologies that address a similar 
disease that do not require an implant. 
The commenter stated that if CMS were 
to change its methodology of comparing 
the procedure requested for 
reassignment to all cases, as was 
requested for the WATCHMANTM LAAC 
device, then in fairness, CMS should do 
so for all the other procedure code MS– 
DRG reassignment requests it receives 
and that this kind of methodological 
change should be outlined in the 
proposed rule for comments so 
stakeholders can discuss the 
implications. This commenter also 
stated its belief that it is premature to 
modify the Percutaneous Intracardiac 
Procedures MS–DRGs at this time, 
because there are a number of 
technologies in this field using different 
techniques, including non-implanted 
devices, and are being studied in CMS 
Investigational Device Exemption (IDE) 
approved clinical trials. According to 
the commenter, it is anticipated that 
some of these technologies will receive 
marketing authorization in the near 
future and therefore, they should also be 
considered in any MS–DRGs 
reclassification. In addition, the 
commenter stated that volume, costs, 
and length of stay data for the 
procedures utilizing these technologies 
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may not be fully incorporated in current 
hospital cost data, and current clinical 
trial pricing for these devices, which is 
lower than commercialized pricing, will 
not fully reflect true hospital costs. The 
commenter noted it is critical to ensure 
that as these alternative technologies are 
adopted by hospitals that they are not 
disadvantaged in their MS–DRG 
assignments, particularly relative to 
existing implant technologies. The 
commenter agreed that MS–DRGs 273 
and MS–DRG 274 should continue to be 
broadly constituted to include the full 
range of procedures performed within 
the heart chambers using intracardiac 
techniques. The commenter also agreed 
with CMS that the title of MS–DRG 273 
should remain ‘‘Percutaneous 
Intracardiac Procedures’’ and not 
reference device implants or be limited 
to a particular device approach when 
numerous other options exist and or are 
in clinical trials. The commenter stated 
that to the extent CMS implements MS– 
DRG changes impacting the assignment 
for WATCHMANTM LAAC procedures, 
they request that such policies apply to 
all LAA procedures, regardless of 
specific technique, including whether 
they involve an implant. 

Response: We appreciate the 
commenters’ support of our proposal to 
maintain cases reporting procedure code 
02L73DK in MS–DRG 274 and to retain 
the current titles for MS–DRGs 273 and 
274 by not revising to include 
terminology referencing an implant. As 
discussed in the proposed rule, we agree 
that the MS–DRGs are intended to group 
procedures with both similar resource 
intensity and clinical characteristics, 
rather than to identify a specific, single 
technology, identified by only one 
unique procedure code. We further note 
that we would expect to discuss any 
changes to CMS’ current methodology 
for evaluating MS–DRG requests 
involving reassignment of a procedure 
code in future rulemaking. We 
appreciate the information provided by 
the commenter regarding additional 
technologies and techniques for this 
clinical area that are under study in 
CMS Investigational Device Exemption 
(IDE) approved clinical trials and agree 
they should also be considered in any 
potential future MS–DRG 
reclassification. 

Comment: We received a comment 
(from the requestor) expressing concern 
that in the proposed rule, CMS’ 
summary of the requestor’s analysis for 
the average costs of LAAC procedures 
reporting ICD–10–PCS procedure code 
02L73DK (Occlusion of left atrial 
appendage with intraluminal device, 
percutaneous approach), which 
identifies the WATCHMANTM device, 

may have been misunderstood. The 
commenter clarified that the $3,405 it 
referenced in its analysis represented 
the difference between the average costs 
of the cases identified by procedure 
code 02L73DK in MS–DRGs 273 and 
274 versus all other procedure codes 
that do not identify the WATCHMANTM 
device in MS–DRGs 273 and 274. The 
commenter stated its belief that a 
comparison of the cases reporting 
procedure code 02L73DK 
‘‘WATCHMANTM cases’’ versus ‘‘non- 
WATCHMANTM’’ cases is more 
appropriate to evaluate cost alignment, 
opposed to the comparison of procedure 
code 02L73DK to all cases in MS–DRG 
273 and 274. The commenter noted that 
comparing the cases reporting 
procedure code 02L73DK 
(‘‘WATCHMANTM cases’’) against all 
cases includes cases reporting 
procedure code 02L73DK 
(‘‘WATCHMANTM cases’’) and 
effectively compares ‘‘WATCHMAN 
cases’’ to a pool of procedures in which 
‘‘WATCHMAN cases’’ are a significant 
subgroup, and therefore influences the 
MS–DRGs cost. The commenter stated 
their belief that an accurate cost 
comparison requires an evaluation of 
two distinct groups (that is, 
WATCHMANTM procedures vs. non- 
WATCHMANTM procedures), as 
opposed to comparing one group against 
another of which it is a part (that is, 
WatchmanTM procedures vs. all 
procedures in the MS–DRG category). 
The commenter also stated that if CMS 
intends to use a methodology in which 
clinical/economic coherence is based 
upon a comparison against the group in 
which that procedure is already 
represented, this should be clarified for 
consistency in future rulemaking. The 
commenter provided an updated data 
analysis using FY 2019 MedPAR and 
concluded that there is greater cost 
coherence between WATCHMANTM 
cases currently assigned to DRG 274 and 
Non-WATCHMANTM cases currently 
assigned to DRG 273 (a difference of 
$2,019), as opposed to Non- 
WATCHMANTM cases currently 
assigned to DRG 274 (a difference of 
$4,059). The commenter reiterated its 
request for CMS to reassign all cases 
with procedure code 02L73DK from 
MS–DRG 274 to MS–DRG 273 and 
rename MS–DRG 273 ‘‘Percutaneous 
Intracardiac Procedures with MCC or 
Major Device Implant for LAAC’’. 

Response: We thank the commenter 
for the additional information and 
analysis provided. In response to the 
commenter’s concern that CMS’ 
summary of the requestor’s analysis was 
misunderstood, we note that we 

inadvertently omitted the reference to 
MS–DRG 273 in our statement that read, 
‘‘According to the requestor’s analysis, 
the average cost for LAAC procedures 
reporting ICD–10–PCS procedure code 
02L73DK is $3,405 higher than the 
average cost for all cases in MS–DRG 
274.’’ For clarification, the statement 
should have read, ‘‘According to the 
requestor’s analysis, the average cost for 
LAAC procedures reporting ICD–10– 
PCS procedure code 02L73DK is $3,405 
higher than the average cost for all cases 
in MS–DRG 273 and 274.’’ With regard 
to the commenter’s remarks that an 
accurate cost comparison requires an 
evaluation of two distinct groups, as 
opposed to comparing one group against 
another of which it is a part, we note 
that we consider this information and 
the data in this way to understand the 
impact of the selected cases, however, 
we have generally not included this 
specific information in our discussions 
or summaries of our analysis. The 
claims data that is evaluated as part of 
the overall analysis includes the ‘‘with’’ 
and ‘‘without’’ cases related to the 
specific request where applicable, 
therefore, CMS can consider including 
this additional data analysis information 
in future rulemaking. With respect to 
the commenter’s statement that CMS 
should clarify in future rulemaking if it 
intends to use a methodology in which 
clinical/economic coherence is based 
upon a comparison against the group in 
which that procedure is already 
represented, we note that due to the 
structure of the MS–DRGs and the CC/ 
MCC subgroups that exist, it is not 
entirely feasible to expect that a 
comparison would not include other 
MS–DRGs in which that procedure is 
already assigned. For the reasons 
previously discussed in the FY 2021 
IPPS/LTCH PPS proposed rule, our 
clinical advisors continue to support the 
current structure of MS–DRGs 273 and 
274 where all LAAC procedures, with or 
without an implant, are grouped 
together. Therefore, after consideration 
of the public comments that we 
received, we are finalizing our proposal 
to not reassign cases reporting ICD–10– 
PCS procedure code 02L73DK 
(Occlusion of left atrial appendage with 
intraluminal device, percutaneous 
approach) from MS–DRG 274 
(Percutaneous Intracardiac Procedures 
without MCC) to MS–DRG 273 
(Percutaneous Intracardiac Procedures 
with MCC). 

Comment: Several commenters 
supported CMS’ proposal to reassign 
ICD–10–PCS procedure codes 02L70CK, 
02L70DK, and 02L70ZK from MS–DRGs 
250 and 251 to MS–DRGs 273 and 274. 
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A commenter stated that reassignment 
of these procedure codes is more 
representative of the average costs and 
average length of stay associated with 
procedures in the logic for MS–DRGs 
273 and 274 compared to the 
procedures that are included in the logic 
for MS–DRGs 250 and 251. A 
commenter also suggested that CMS 
revise the titles for MS–DRGs 273 and 
274 to ‘‘Percutaneous and Other 
Intracardiac Procedures with and 
without MCC, respectively’’, since the 
current MS–DRG titles suggest that only 
percutaneous procedures apply to these 
MS–DRGs. However, a commenter did 
not support CMS’ proposal to reassign 
ICD–10–PCS procedure codes 02L70CK, 
02L70DK, and 02L70ZK from MS–DRGs 
250 and 251 to MS–DRGs 273 and 274 
because according to the commenter, it 
would result in an inappropriate 
grouping of open procedures under the 
title of ‘‘percutaneous’’ procedures. The 
commenter asserted that although open 
atrial appendage closures are rarely 
performed as standalone procedures and 
are normally performed in conjunction 
with open coronary bypass and open 
valve procedures, if an open atrial 
appendage closure is actually performed 
standalone, MS–DRGs 228 and 229 
(Other Cardiothoracic Procedures with 
and without MCC, respectively), would 
more appropriately compensate for the 
resources and longer length of stays 
expected with open heart procedures. 

Another commenter stated they 
understood CMS’ rationale for not 
proposing to create a separate MS–DRG 
for the insertion of WATCHMANTM 
devices since the cost reductions 
involved in their shorter length of stay 
balances out the costs of the device. 

Response: We appreciate the 
commenters’ support of the proposal to 
reassign ICD–10–PCS procedure codes 
02L70CK, 02L70DK, and 02L70ZK from 
MS–DRGs 250 and 251 to MS–DRGs 273 
and 274. We also agree with the 
commenter who suggested that the titles 
for MS–DRGs 273 and 274 should be 
revised to ‘‘Percutaneous and Other 
Intracardiac Procedures with and 
without MCC, respectively’’, to reflect 
this reassignment, as the current MS– 

DRG titles refer only to percutaneous 
procedures. In response to the 
commenter who did not agree with the 
proposal to reassign procedure codes 
02L70CK, 02L70DK, and 02L70ZK from 
MS–DRGs 250 and 251 to MS–DRGs 273 
and 274 based on the current titles of 
the MS–DRGs, as we have done in prior 
rulemaking and as another commenter 
suggested, we may revise the title of a 
MS–DRG to better reflect the procedures 
assigned to it. With regard to the 
commenter’s statement that open LAAC 
procedures are normally performed in 
conjunction with open coronary bypass 
and open valve procedures, therefore, if 
an open atrial appendage closure is 
actually performed standalone, it would 
more appropriately compensate for the 
resources and longer length of stays 
expected with open heart procedures if 
assigned to MS–DRGs 228 and 229, we 
consider this comment to be outside the 
scope of the proposal discussed. We can 
consider additional claims data analysis 
for these procedures in future 
rulemaking. With respect to the 
commenter who stated they understood 
CMS’ rationale for not proposing to 
create a separate MS–DRG for the 
insertion of WATCHMANTM devices 
since the cost reductions involved in 
their shorter length of stay balances out 
the costs of the device, we are unclear 
as to what this comment is in reference 
to as there was no discussion in the FY 
2021 IPPS/LTCH PPS proposed rule 
about proposing to create a separate 
MS–DRG for procedures involving the 
insertion of a WATCHMANTM device, 
rather the discussion concerned 
reassigning cases reporting the 
procedure code describing the insertion 
of a WATCHMANTM device. 

After consideration of the public 
comments that we received, we are 
finalizing our proposal to reassign ICD– 
10–PCS procedure codes 02L70CK, 
02L70DK, and 02L70ZK from MS–DRGs 
250 and 251 to MS–DRGs 273 and 274, 
and are finalizing a revision to the titles 
for MS–DRG 273 and 274 to 
Percutaneous and Other Intracardiac 
Procedures with and without MCC, 
respectively to reflect this reassignment 
for FY 2021. 

b. Endovascular Cardiac Valve 
Replacement and Supplement 
Procedures 

In the FY 2021 IPPS/LTCH PPS 
proposed rule (85 FR 32495 through 
32496), we discussed a request we 
received to revise MS–DRGs 266 and 
267 (Endovascular Cardiac Valve 
Replacement and Supplement 
Procedures with and without MCC, 
respectively) by removing the current 
two-way severity level split and creating 
a base MS–DRG without any severity 
level splits. According to the requestor, 
patients treated with an endovascular 
cardiac valve replacement procedure 
have severe heart failure due to a 
valvular disorder, which may be 
documented as either an exacerbation of 
heart failure or as chronic severe heart 
failure. 

The requestor noted that in the cases 
reporting an endovascular cardiac valve 
replacement procedure, a secondary 
diagnosis code describing the specific 
type of heart failure may be the only 
MCC reported on the claim and in 
instances where the heart failure 
diagnosis code is reported as the 
principal diagnosis on a claim, it is 
disregarded from acting as a MCC. In 
both scenarios, the requestor reported 
that the heart failure is treated with the 
endovascular cardiac valve replacement 
procedure, fluid balance, and 
medication. 

The requestor also stated that 
providers are challenged in reaching a 
consensus regarding this subset of 
patients’ symptoms that may be helpful 
in establishing a diagnosis for 
exacerbation of heart failure versus 
chronic severe heart failure and stated 
that a single, base MS–DRG would assist 
in the calculation of costs and charges 
more reliably, regardless of the 
diagnosis reported in combination with 
the endovascular cardiac valve 
replacement procedure. 

We noted in the proposed rule that we 
examined claims data from the 
September 2019 update of the FY 2019 
MedPAR file for MS–DRGs 266 and 267. 
Our findings are shown in the following 
table. 

VerDate Sep<11>2014 22:38 Sep 17, 2020 Jkt 250001 PO 00000 Frm 00047 Fmt 4701 Sfmt 4725 E:\FR\FM\18SER2.SGM 18SER2 E
R

18
S

E
20

.0
30

<
/G

P
H

>

jb
el

l o
n 

D
S

K
JL

S
W

7X
2P

R
O

D
 w

ith
 R

U
LE

S
2



58478 Federal Register / Vol. 85, No. 182 / Friday, September 18, 2020 / Rules and Regulations 

As shown in the table, there was a 
total of 19,012 cases with an average 
length of stay of 5.3 days and average 
costs of $50,879 in MS–DRG 266. For 
MS–DRG 267, there was a total of 
27,084 cases with an average length of 
stay of 2.1 days and average costs of 
$40,471. 

As indicated in the proposed rule, to 
evaluate the request to create a single 
MS–DRG for cases reporting 

endovascular cardiac valve procedures, 
we conducted an analysis of base MS– 
DRG 266. This analysis includes 2 years 
of MedPAR claims data to compare the 
data results from 1 year to the next to 
avoid making determinations about 
whether additional severity levels are 
warranted based on an isolated year’s 
data fluctuation and also, to validate 
that the established severity levels 
within a base MS–DRG are supported. 

Therefore, we reviewed the claims data 
for base MS–DRG 266 using the 
September 2018 update of the FY 2018 
MedPAR file and the September 2019 
update of the FY 2019 MedPAR file, 
which were used in our analysis of 
claims data for MS–DRG reclassification 
requests for FY 2020 and FY 2021. Our 
findings are shown in the table. 

As shown in the table, the data reflect 
that the criteria for a two-way split 
(‘‘with MCC’’ and ‘‘without MCC’’) are 
satisfied using both the data from the 
September 2018 update of the FY 2018 
MedPAR file and the data from the 
September 2019 update of the FY 2019 
MedPAR file: (1) At least 500 cases are 
in the MCC group and in the without 
MCC subgroup; (2) at least 5 percent of 
the cases in the MS–DRG are in the 
MCC group and in the without MCC 
subgroup; (3) at least a 20 percent 
difference in average costs between the 
MCC group and the without MCC group; 
(4) at least a $2,000 difference in average 
costs between the MCC group and the 
without MCC group; and (5) at least a 3- 
percent reduction in cost variance, 
indicating that the current severity level 
splits increase the explanatory power of 
the base MS–DRG in capturing 
differences in expected cost between the 
current MS–DRG severity level splits by 
at least 3 percent and thus improve the 
overall accuracy of the IPPS payment 
system. We stated in the proposed rule 
that our clinical advisors also did not 
agree with the requestor’s assertion that 
a single, base MS–DRG would assist in 
calculating costs more reliably. As 
shown in the claims data and stated 
previously, the criteria are satisfied for 
the current two-way split. We further 
noted that the basis for the MS–DRGs is 
to better recognize severity and 
complexity of services, which is 
accomplished through the CC 
subgroups. 

Based on the results of our analysis, 
for FY 2021, we proposed to maintain 
the current structure of MS–DRGs 266 
and 267 with a two-way severity level 
split and not create a single, base MS– 
DRG. 

Comment: Commenters supported 
CMS’ proposal to retain the structure of 

MS–DRGs 266 and 267 with the current 
two-way severity level split based on 
the information and data analysis 
provided. A commenter also 
acknowledged the requestor’s 
sentiments regarding situations where a 
secondary diagnosis code describing the 
specific type of heart failure may be the 
only MCC reported on the claim and in 
instances where the heart failure 
diagnosis code is reported as the 
principal diagnosis on a claim, it is 
disregarded from acting as a MCC. This 
commenter stated that inconsistencies 
in the MS–DRG CC Exclusion List for 
heart failure also confound the issues 
involving heart failure. The commenter 
suggested that CMS consider the 
following: 

• Allow all acute heart failure codes 
to be sequenced as a principal diagnosis 
to serve as its own MCC in the same 
manner that acute cor pulmonale serves 
as an MCC when sequenced as a 
principal diagnosis with acute 
pulmonary embolism. 

• Amend the CC Exclusion List as to 
eliminate list 682 for all the ICD–10–CM 
codes listed in this section of this rule 
and place all of them in list 2025. The 
commenter stated that if CMS chooses 
not to do this, it recommends that CMS 
transition the I50.23, I50.33, I50.41 and 
I50.43 diagnosis codes into the 2025 
category so that all acute AND acute on 
chronic heart failure (I50.21, I50.23, 
I50.31, I50.33, I50.41, I50.43) codes are 
treated equally. 

I50.21 MCC 2025:29 codes, Acute systolic 
(congestive) heart failure 

I50.22 CC 0682:30 codes, Chronic systolic 
(congestive) heart failure 

I50.23 MCC 0682:30 codes, Acute on chronic 
systolic (congestive) heart failure 

I50.30 CC 0682:30 codes, Unspecified 
diastolic (congestive) heart failure 

I50.31 MCC 2025:29 codes, Acute diastolic 
(congestive) heart failure 

I50.32 CC 0682:30 codes, Chronic diastolic 
(congestive) heart failure 

I50.33 MCC 0682:30 codes, Acute on chronic 
diastolic (congestive) heart failure 

I50.40 CC 0682:30 codes, Unspecified 
combined systolic (congestive) and 
diastolic (congestive) heart failure 

I50.41 MCC 0682:30 codes, Acute combined 
systolic (congestive) and diastolic 
(congestive) heart failure 

I50.42 CC 0682:30 codes, Chronic combined 
systolic (congestive) and diastolic 
(congestive) heart failure 

I50.43 MCC 0682:30 codes, Acute on chronic 
combined systolic (congestive) and 
diastolic (congestive) heart failure 

The commenter also suggested that 
CMS, as a member of the ICD–10 
Coordination and Maintenance 
Committee, advocate to expand ICD–10– 
CM diagnosis code I50.9 Heart failure, 
unspecified, and assign CC and MCC 
status to these suggested expanded 
codes, consistent with how the I50.2-, 
I50.3- and I50.4- series are assigned. 
I50.90—Heart failure, unspecified 
I50.91—Acute heart failure—should serve as 

an MCC 
I50.92—Chronic heart failure—should serve 

as a CC 
I50.93—Acute on chronic heart failure— 

should serve as an MCC 

According to the commenter, this 
action would sufficiently eliminate the 
administrative burden to providers 
regarding querying the physician for the 
specific type of heart failure. 

Response: We appreciate the 
commenters’ support. In response to the 
commenter who suggested modifying 
the logic of all the acute heart failure 
codes to allow them to act as their own 
MCC or to amend the CC Exclusion list, 
we appreciate the commenter’s 
suggestions. However, because we 
consider these public comments to be 
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outside the scope of the proposed rule, 
we are not addressing them in this final 
rule. With regard to the commenter’s 
suggestion to expand diagnosis code 
I50.9 Heart failure, unspecified, as 
discussed in section II.E.16. of the 
preamble of this final rule, the CDC/ 
NCHS has lead responsibility for the 
diagnosis code classification and 
proposals for code updates should be 
directed to nchsicd10CM@cdc.gov for 
consideration at a future ICD–10 
Coordination and Maintenance 
Committee meeting. In addition, as 
discussed in section II.E.1.b. of the 
preamble of this final rule, we are 
maintaining the November 1 deadline 
for the submission of MS–DRG 
classification requests for FY 2022, 
therefore, with regard to the additional 
suggestions to modify the logic of all the 
acute heart failure codes to allow them 
to act as their own MCC or amend the 
CC Exclusion list, we encourage 
individuals with comments about MS– 
DRG classifications to submit these 
comments no later than November 1, 
2020 so that they can be considered for 
possible inclusion in the annual 
proposed rule. We will consider these 
public comments for possible proposals 
in future rulemaking as part of our 
annual review process. 

After consideration of the public 
comments that we received, we are 
finalizing our proposal to maintain the 

structure of MS–DRGs 266 and 277 for 
FY 2021. 

c. Insertion of Cardiac Contractility 
Modulation Device 

As discussed in the FY 2021 IPPS/ 
LTCH PPS proposed rule (85 FR 32496), 
we received a request to review the MS– 
DRG assignment for cases that identify 
patients who receive a cardiac 
contractility modulation (CCM) device 
system for congestive heart failure. CCM 
is indicated for patients with moderate 
to severe heart failure resulting from 
either ischemic or non-ischemic 
cardiomyopathy. CCM utilizes electrical 
signals which are intended to enhance 
the strength of the heart and overall 
cardiac performance. CCM delivery 
device systems consist of a 
programmable implantable pulse 
generator (IPG) and three leads which 
are implanted in the heart. One lead is 
implanted into the right atrium and the 
other two leads are inserted into the 
right ventricle. The lead in the right 
atrium detects atrial electric signals and 
transmits them to the IPG. The IPG, 
which is usually implanted into the 
subcutaneous pocket of the pectoral 
region and secured to the fascia with a 
non-absorbable suture, processes the 
atrial signal and generates the CCM 
signals which are transmitted to the 
right ventricle via the two ventricular 
leads. According to the requestor, MS– 
DRGs 222, 223, 224, 225, 226, and 227 

(Cardiac Defibrillator Implant with and 
without Cardiac Catheterization with 
and without AMI/HF/Shock with and 
without MCC, respectively) include 
code combinations or ‘‘code pairs’’ 
describing the insertion of contractility 
modulation devices. Currently however, 
the MS–DRG GROUPER logic requires 
the combination of the CCM device 
codes and a left ventricular lead to map 
to MS–DRGs 222, 223, 224, 225, 226 and 
227. The requestor stated the CCM 
device is contraindicated in patients 
with a left ventricular lead. Therefore, 
using the current V37 MS–DRG 
GROUPER logic, no case involving 
insertion of the CCM system can be 
appropriately mapped to MS–DRGs 222, 
223, 224, 225, 226 and 227. Instead, the 
cases map to MS–DRG 245 (AICD 
Generator Procedures). According to the 
requestor, to date, the procedure has 
been performed on an outpatient basis, 
but it is expected that some Medicare 
patients will receive CCM devices on an 
inpatient basis. The requestor asked that 
CMS revise the MS–DRG GROUPER 
logic to group cases reporting the use of 
the CCM device appropriately. 

As noted in the proposed rule, the 
ICD–10–PCS procedure code pairs 
currently assigned to MS–DRGs 222, 
223, 224, 225, 226 and 227 that identify 
the insertion of contractility modulation 
devices are shown in the following 
table: 
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We stated in the proposed rule that 
based on our analysis of cases reporting 
ICD–10–PCS procedure codes for CCM 
device systems, we agreed with the 
requestor that a procedure code pair for 
the insertion of a CCM device and right 
ventricular and/or right atrial lead does 
not exist in the logic for MS–DRGs 222, 
223, 224, 225, 226 and 227. We also 
noted that our analysis indicated that 
the ICD–10–PCS procedure code 
combinations for right ventricular and/ 
or right atrial lead insertion with 
insertion of contractility modulation 
devices were inadvertently excluded 
from MS–DRGs 222, 223, 224, 225, 226 
and 227 as a result of replicating the 
ICD–9 based MS–DRGs. 

We then examined claims data from 
the September 2019 update of the FY 
2019 MedPAR file for MS–DRG 245 and 
identified the subset of cases within 
MS–DRG 245 reporting procedure codes 
for the insertion of a rechargeable CCM 
device and the insertion of right 

ventricular and/or right atrium lead. We 
found zero cases in MS–DRG 245 
reporting a procedure code combination 
that identifies the insertion of 
contractility modulation device and the 
insertion of a cardiac lead into the right 
ventricle and/or right atrium lead. 

We stated that our clinical advisors 
agreed that the insertion of a 
rechargeable CCM system always 
involves placement of a right-sided lead, 
and that the code combinations that 
currently exist in the MS–DRG 
GROUPER logic are considered 
clinically invalid. We examined claims 
data from the September 2019 update of 
the FY 2019 MedPAR file for MS–DRGs 
222, 223, 224, 225, 226 and 227 for this 
subset of cases to determine if there 
were any cases that reported one of the 
12 clinically invalid code combinations 
that exist in the GROUPER logic. 
Because the combinations of codes that 
describe the insertion of a rechargeable 
CCM device and the insertion of left 

ventricular lead are considered 
clinically invalid procedures, we stated 
we would not expect these code 
combinations to be reported in any 
claims data. We found zero cases across 
MS–DRGs 222, 223, 224, 225, 226 and 
227 reporting the clinically invalid 
procedure code combination that 
identifies the insertion of contractility 
modulation device and the insertion of 
a cardiac lead into the left ventricle. 

We noted that while our analysis did 
not identify any cases reporting a 
procedure code combination for the 
insertion of contractility modulation 
device and the insertion of a cardiac 
lead into right ventricle or right atrium, 
recognizing that it is expected that some 
Medicare patients will receive CCM 
devices on an inpatient basis, we 
proposed to add the following 24 ICD– 
10–PCS code combinations to MS–DRGs 
222, 223, 224, 225, 226 and 227. 
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We also proposed to delete the 12 
clinically invalid code combinations 
from the GROUPER logic of MS–DRGs 

222, 223, 224, 225, 226 and 227 that 
describe the insertion of contractility 

modulation device and the insertion of 
a cardiac lead into the left ventricle. 
BILLING CODE 4120–01–P 
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BILLING CODE 4120–01–C 

Comments: Commenters supported 
the proposal to modify the GROUPER 
logic of MS–DRGs 222, 223, 224, 225, 
226 and 227 by (1) adding the 24 ICD– 
10–PCS code combinations describing 
the insertion of contractility modulation 
device and the insertion of a cardiac 
lead into right ventricle or right atrium 
to MS–DRGs 222, 223, 224, 225, 226 and 
227; and (2) deleting the 12 clinically 

invalid procedure code combinations 
that describe the insertion of 
contractility modulation device and the 
insertion of a cardiac lead into the left 
ventricle. A commenter specifically 
thanked CMS for consulting with their 
clinical advisors, conducting a thorough 
analysis regarding these codes, and for 
determining the most appropriate MS– 
DRG assignments for cardiac 

contractility modulation devices. While 
indicating its support, one commenter 
questioned why cardiac contractility 
modulation devices qualify for MS– 
DRGs 222, 223, 224, 225, 226 and 227 
and cardiac resynchronization therapy 
pacemakers (CRT–P) without 
defibrillators do not and requested that 
this be investigated in future 
rulemaking. This commenter also 
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suggested that CMS change the name of 
MS- DRGs 222, 223, 224, 225, 226 and 
227 since a cardiac modulation device 
is not used in all circumstances. 
Another commenter noted its intention 
to monitor the deletion of the 12 
clinically invalid code combinations 
from the GROUPER logic in hopes that 
no unintended consequences come from 
this change. 

Response: We appreciate the 
commenters’ feedback and support. 

In response to the commenter that 
questioned why cardiac contractility 
modulation devices qualify for MS– 
DRGs 222, 223, 224, 225, 226 and 227 
and cardiac resynchronization therapy 
pacemakers do not, procedures 
involving CRT–P are assigned to a 
number of MS–DRGs. Specifically, in 
MDC 05 (Diseases and Disorders of the 
Circulatory System), procedures 
involving these pacemakers are assigned 
to MS–DRGs 242, 243, and 244 
(Permanent Cardiac Pacemaker Implant 
with MCC, with CC, and without CC/ 
MCC, respectively), MS–DRGs 258 and 
259 (Cardiac Pacemaker Device 
Replacement with MCC and without 
MCC, respectively), and MS–DRGs 260, 
261 and 262 (Cardiac Pacemaker 
Revision Except Device Replacement 
with MCC, with CC, and without CC/ 
MCC, respectively). 

Procedures codes describing the 
insertion of total contractility 
modulation device systems have been 
assigned to MS–DRGs 222, 223, 224, 
225, 226 and 227 since the initial 
implementation of these procedure 
codes in FY 2010 under ICD–9–CM, 
recognizing that insertion of the CCM 
device might occur alone, in the 
presence of a pre-existing automatic 
implantable cardioverter-defibrillator 
(AICD), or in a combined implantation 
with an AICD. As stated in the proposed 
rule, the ICD–10–PCS procedure code 
combinations for right ventricular and/ 

or right atrial lead insertion with 
insertion of contractility modulation 
devices were inadvertently excluded 
from MS–DRGs 222, 223, 224, 225, 226 
and 227 as a result of replicating the 
ICD–9 based MS–DRGs. Recognizing 
that clinical practice might have 
changed since the creation of codes for 
CCM devices, our clinical advisors 
believe additional analyses are needed 
in MDC 05, specifically for cases 
reporting both contractility modulation 
device systems and pacemakers, as part 
of our efforts toward a broader approach 
to refining MS–DRGs and to address the 
commenters’ request. As such, we also 
do not believe conforming changes to 
the titles of MS–DRGs 222, 223, 224, 
225, 226 and 227 are warranted at this 
time until further review is complete. 

CMS also will monitor claims data for 
unintended consequences as a result of 
the deletion of the 12 clinically invalid 
code combinations from the GROUPER 
logic as we continue our comprehensive 
analysis in future rulemaking. 
Therefore, after consideration of the 
public comments we received, we are 
finalizing our proposal to add the 24 
ICD–10–PCS code combinations as 
previously listed to MS–DRGs 222, 223, 
224, 225, 226 and 227. We are also 
finalizing our proposal to delete the 12 
clinically invalid code combinations 
from the GROUPER logic of MS–DRGs 
222, 223, 224, 225, 226 and 227 that 
describe the insertion of contractility 
modulation device and the insertion of 
a cardiac lead into the left ventricle 
under the ICD–10 MS–DRGs Version 38, 
effective October 1, 2020. 

6. MDC 6 (Diseases and Disorders of the 
Digestive System): Acute Appendicitis 

In the FY 2021 IPPS/LTCH PPS 
proposed rule (85 FR 32500 through 
32503), we discussed a request that we 
received to add ICD–10–CM diagnosis 
code K35.20 (Acute appendicitis with 

generalized peritonitis, without abscess) 
to the list of complicated principal 
diagnoses that group to MS–DRGs 338, 
339 and 340 (Appendectomy with 
Complicated Principal Diagnosis with 
MCC, with CC, and without CC/MCC, 
respectively) so that all ruptured/ 
perforated appendicitis codes in MDC 
06 (Diseases and Disorders of the 
Digestive System) group to MS–DRGs 
338, 339, and 340. ICD–10–CM 
diagnosis code K35.20 currently groups 
to MS–DRGs 341, 342, and 343 
(Appendectomy without Complicated 
Principal Diagnosis with MCC, with CC, 
and without CC/MCC, respectively). 
Under current coding conventions, the 
following inclusion term for subcategory 
K35.2 (Acute appendicitis with 
generalized peritonitis) is: Appendicitis 
(acute) with generalized (diffuse) 
peritonitis following rupture or 
perforation of the appendix. The 
requestor also noted that diagnosis code 
K35.32 (Acute appendicitis with 
perforation and localized peritonitis, 
without abscess) currently groups to 
MS–DRGs 338, 339, and 340, however, 
diagnosis code K35.20 which describes 
a generalized, more extensive form of 
peritonitis does not. The requestor 
stated that ICD–10–CM diagnosis code 
K35.20 is the only ruptured appendicitis 
code not included in the list of 
complicated principal diagnosis codes 
for MS–DRGs 338, 339 and 340 and 
stated that it is clinically appropriate for 
all ruptured/perforated appendicitis 
diagnosis codes to group to MS–DRGs 
338, 339 and 340. 

As indicated in the FY 2021 IPPS/ 
LTCH PPS proposed rule, we analyzed 
claims data from the September 2019 
update of the FY 2019 MedPAR file for 
cases in MS–DRGs 341, 342, and 343 
and claims reporting ICD–10–CM 
diagnosis code K35.20 as a principal 
diagnosis. Our findings are shown in the 
following table. 

As shown in the table, we found a 
total of 718 cases with an average length 

of stay of 5.9 days and average costs of 
$17,270 in MS–DRG 341. Of those 718 

cases, there were 62 cases reporting a 
principal diagnosis code of K35.20 with 
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an average length of stay of 7.8 days, 
and average costs of $20,244. We found 
a total of 2,184 cases with an average 
length of stay of 3.4 days and average 
costs of $10,611 in MS–DRG 342. Of 
those 2,184 cases there were 183 cases 
reporting a principal diagnosis code of 
K35.20 with an average length of stay of 

4.2 days, and average costs of $10,952. 
We found a total of 2,329 cases with an 
average length of stay of 2.0 days and 
average costs of $8,298 in MS–DRG 343. 
Of those 2,329 cases, there were 137 
cases reporting a principal diagnosis 
code of K35.20 with an average length 

of stay of 2.6 days, and average costs of 
$8,088. 

As indicated in the proposed rule, we 
also analyzed claims data from the 
September 2019 update of the FY 2019 
MedPAR file for MS–DRGs 338, 339, 
and 340. Our findings are shown in the 
following table. 

As shown in the table, we found a 
total of 685 cases with an average length 
of stay of 8.1 days and average costs of 
$20,930 in MS–DRG 338. We found a 
total of 2,245 cases with an average 
length of stay of 5.0 days and average 
costs of $12,705 in MS–DRG 339. We 
found a total of 1,840 cases, average 
length of stay 2.9 days, and average 
costs of $9,101 in MS–DRG 340. 

We stated in the proposed rule that 
our clinical advisors agreed that the 
presence of an abscess would clinically 
determine whether a diagnosis of acute 
appendicitis would be considered a 
complicated principal diagnosis. As 
diagnosis code K35.20 is described as 
‘‘without’’ an abscess, we stated our 
clinical advisors recommended that it 
not be added to the list of principal 
diagnoses for MS–DRGS 338, 339, and 

340 (Appendectomy with Complicated 
Principal Diagnosis with MCC, with CC, 
and without CC/MCC, respectively). We 
stated in the proposed rule, that we 
believe that while the average costs for 
cases reporting diagnosis code K35.20 
are similar to the cases in MS–DRGs 
338, 339, and 340, diagnosis codes 
describing acute appendicitis that do 
not indicate the presence of an abscess 
should remain in MS–DRGs 341, 342, 
and 343 (Appendectomy without 
Complicated Principal Diagnosis with 
MCC, with CC, and without CC/MCC, 
respectively). Therefore, we did not 
propose to reassign diagnosis code 
K35.20 from MS–DRGs 341, 342, and 
343 to MS–DRGs 338, 339, and 340. 

As noted previously, the requestor 
pointed out that diagnosis K35.32 
(Acute appendicitis with perforation 

and localized peritonitis, without 
abscess) currently groups to MS–DRGs 
338, 339, and 340 (Appendectomy with 
Complicated Principal Diagnosis with 
MCC, with CC, and without CC/MCC, 
respectively). Therefore, in the proposed 
rule, we identified all the diagnosis 
codes describing acute appendicitis 
within the ICD–10–CM classification 
under subcategory K35.2 (Acute 
appendicitis with generalized 
peritonitis) and subcategory K35.3 
(Acute appendicitis with localized 
peritonitis) and reviewed their 
respective MS–DRG assignments for 
clinical coherence. The diagnosis codes 
in these subcategories are shown in the 
following table. 

As indicated in the proposed rule, we 
analyzed claims data from the 
September 2019 update of the FY 2019 

MedPAR file for cases reporting any one 
of the ICD–10–CM diagnosis codes as 
previously listed as a principal 

diagnosis in MS–DRGs 338, 339, 340, 
341, 342, and 343. Our findings are 
shown in the following table. 
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As shown in the table, the diagnosis 
codes describing ‘‘with abscess’’ (K35.21 
and K35.33) are currently assigned to 
MS–DRGs 338, 339, and 340. In 
addition, the diagnosis codes describing 
‘‘without abscess’’ (K35.20, K35.30, and 
K35.31) are currently assigned to MS– 
DRGs 341, 342, and 343. We stated in 
the proposed rule, that our clinical 
advisors believe that cases reporting 
ICD–10–CM diagnosis codes describing 
‘‘with abscess’’ are associated with 
higher severity of illness and resource 
consumption because of extended 
lengths of stay and treatment with 
intravenous antibiotics. Therefore, in 
the proposed rule, we noted that our 
clinical advisors determined that 
diagnosis code K35.32 should also be 
assigned to MS–DRGs 341, 342, and 343 
for clinical consistency. 

Accordingly, in the proposed rule, we 
proposed to reassign diagnosis code 
K35.32 to MS–DRGs 341, 342, and 343 
(Appendectomy without Complicated 
Principal Diagnosis with MCC, with CC, 
and without CC/MCC, respectively). 

As also noted in the proposed rule, 
the ICD–10 MS–DRG Version 37 
Definitions Manual currently lists the 
following ICD–10–CM diagnosis codes 
as Complicated Principal Diagnoses in 
MS–DRGs 338, 339, 340, 341, 342, and 
343: C18.1 (Malignant neoplasm of 
appendix); C7A.020 (Malignant 
carcinoid tumor of the appendix); 

K35.21 (Acute appendicitis with 
generalized peritonitis, with abscess); 
K35.32 (Acute appendicitis with 
perforation and localized peritonitis, 
without abscess) and K35.33 (Acute 
appendicitis with perforation and 
localized peritonitis, with abscess). For 
the same reasons discussed previously, 
we proposed to remove diagnosis code 
K35.32 from the complicated principal 
diagnosis list to be clinically consistent. 

Therefore, for the reasons discussed, 
in the proposed rule, we proposed to (1) 
maintain the current assignment of 
diagnosis code K35.20 (Acute 
appendicitis with generalized 
peritonitis, without abscess) in MS– 
DRGs 341, 342, and 343 (Appendectomy 
without Complicated Principal 
Diagnosis with MCC, with CC, and 
without CC/MCC, respectively); (2) 
reassign diagnosis code K35.32 from 
MS–DRGs 338, 339 and 340 to MS– 
DRGs 341, 342, and 343; and (3) remove 
diagnosis code K35.32 from the 
complicated principal diagnosis list in 
MS–DRGs 338, 339, and 340 as listed in 
the ICD–10 MS–DRG Version 37 
Definitions Manual. 

Comment: Commenters’ supported 
CMS’ proposal to reassign diagnosis 
code K35.32 from MS–DRGs 338, 339 
and 340 to MS–DRGs 341, 342, and 343 
and to remove K35.32 from the 
complicated principal diagnosis list in 
MS–DRGs 338, 339, and 340. One 

commenter stated that the ‘‘peritonitis’’ 
described by the diagnoses code may be 
just reactive peritonitis from the 
appendicitis and therefore would not be 
associated with an abscess or an 
increased length of stay. Another 
commenter supported CMS’ proposal 
not to reassign ICD–10–CM diagnosis 
code K35.20 (Acute appendicitis with 
generalized peritonitis, without abscess) 
from MS–DRGs 341, 342, and 343 
(Appendectomy without Complicated 
Principal Diagnosis with MCC, with CC, 
and without CC/MCC, respectively) to 
MS–DRGs 338, 339, and 340 
(Appendectomy with Complicated 
Principal Diagnosis with MCC, with CC, 
and without CC/MCC, respectively). The 
commenter stated their agreement with 
CMS clinical advisors that the presence 
of an abscess should clinically 
determine whether a diagnosis of acute 
appendicitis would be considered a 
complicated principal diagnosis, 
therefore all diagnosis codes for acute 
appendicitis ‘‘without’’ abscess should 
be assigned to MS–DRGs 341, 342, and 
343 for clinical consistency. 

Response: We appreciate the 
commenters’ support. 

Comment: One commenter stated that 
they disagreed with CMS on clinical 
grounds that ICD–10–CM code K35.20 is 
not a complicating diagnosis, and that 
all ICD–10–CM codes in subcategory 
K35.2 (Acute appendicitis with 
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generalized peritonitis) should serve as 
an MCC in the same manner that 
unspecified peritonitis serves as an 
MCC. This commenter also stated that 
given that acute appendicitis is more 
commonly encountered in non- 
Medicare patients and that MS–DRGs 
are a common payment methodology for 
private insurance and Medicaid claims, 
CMS should additionally analyze 
Medicaid claims. 

Response: We thank the commenter 
for their feedback. We note diagnosis 
codes for acute appendicitis described 
as ‘‘without abscess’’ or ‘‘without 
perforation’’ were assigned the CC 
severity level designation in FY 2019 
when diagnosis code K35.2 was 
subdivided into diagnosis codes K35.20 
(Acute appendicitis with generalized 
peritonitis, without abscess) and K35.21 
(Acute appendicitis with generalized 
peritonitis, with abscess) because our 
clinical advisors stated cases ‘‘without 
abscess’’ or ‘‘without perforation’’ are 
not as severe clinical conditions 
compared to cases ‘‘with abscess’’ or 
‘‘with perforation’’ as discussed in the 
FY 2019 IPPS/LTCH PPS final rule (83 
FR 41230). However, as noted in section 
II.E.12.b. of the preamble of this final 
rule, we plan to continue a 
comprehensive CC/MCC analysis, using 
a combination of mathematical analysis 
of claims data and the application of 
nine guiding principles. We continue to 
solicit comments regarding these 
guiding principles, as well as other 
possible ways we can incorporate 
meaningful indicators of clinical 
severity. We encourage the commenter 
to provide a detailed explanation of how 
applying a suggested concept or 
principle would ensure that the severity 
designation appropriately reflects 
resource use for diagnosis code K35.20. 
Commenters should submit their 
recommendations to the following email 
address: MSDRGClassificationChange@
cms.hhs.gov by November 1, 2020. 

Comment: Some commenters opposed 
CMS’ proposal to maintain the current 
MS–DRG assignment for ICD–10–CM 
diagnosis code K35.20 (Acute 
appendicitis with generalized 
peritonitis, without abscess). A 
commenter stated that the costs for 
treating acute appendicitis with 
generalized peritonitis are on the higher 
end of the scale as CMS’s data 
demonstrated in the proposed rule and 
requested that CMS reconsider the 
request to move principal diagnosis 
code K35.20 from MS–DRGs 341, 342, 
and 343 to MS–DRGs 338, 339 and 340 
based on the severity of illness and the 
cost of treatment. The commenter stated 
that when ruptured appendicitis results 
in generalized peritonitis, resources are 

greater because the infection is not 
walled off, not localized, and has spread 
to two or more compartments within the 
abdominal cavity. According to the 
commenter, clinical literature supports 
the statement that generalized 
peritonitis is a more morbid (severe) 
presentation than just perforation or 
localized abscess. The commenter also 
stated that close postoperative 
monitoring is required to identify any 
signs of sepsis or organ dysfunction 
indicating persistent abdominal 
infection requiring intra-abdominal 
lavage via postoperative drains or 
relaparotomy. In addition, according to 
the commenter, antibiotics are given to 
the patient for 5–7 days until 
temperature and white blood cell count 
are within normal limits. Another 
commenter stated that the condition 
described by diagnosis code K35.20 
(Acute appendicitis with generalized 
peritonitis, without abscess) can be 
associated with a risk of post-operative 
abscess formation and extended length 
of hospital stay, thereby warranting the 
classification as a complicated 
diagnosis. The commenter urged CMS to 
reassign diagnosis code K35.20 from 
MS–DRGs 341, 342, and 343 to MS– 
DRGs 338, 339 and 340. Another 
commenter stated that diagnosis code 
K35.20, is a complicated diagnosis on 
clinical grounds and strongly believes 
that when sequenced as a principal 
diagnosis along with an appendectomy 
should continue to group to MS–DRGs 
338, 339 and 340. 

Other commenters did not support the 
proposal to reassign diagnosis code 
K35.32 from MS–DRGs 338, 339 and 
340 to MS–DRGs 341, 342, and 343 and 
urged CMS to reconsider reassigning 
diagnosis code K35.32. A commenter 
stated that the condition described by 
ICD–10–CM diagnosis code K35.32 
(Acute appendicitis with perforation 
and localized peritonitis, without 
abscess) represents a complicated 
diagnosis, and asked CMS to maintain 
the current complicated diagnosis 
classification for code K35.32. Another 
commenter analyzed data from their 
facility and found claims reporting a 
principal diagnosis of K35.32 in MS– 
DRGs 338, 339 and 340 had an average 
LOS of 4.18 days and average charges of 
$60,000. This commenter stated when 
compared to claims at their facility 
grouped to MS–DRGs 341, 342 and 343, 
which had an average length of stay of 
1.91 days and average charges of 
$42,000, claims reporting principal 
diagnosis ICD–10–CM diagnosis code 
K35.32 were more congruent with MS– 
DRG’s 338–340. This commenter also 
stated it was the professional opinion of 

the critical care surgical staff of the 
facility that the presence of appendiceal 
perforations resulting in peritonitis 
(with or without abscess) requires 
longer hospitalizations and increased 
resources, such as peritoneal washings, 
intravenous antibiotics, and intravenous 
hydration to care for the increased 
severity of illness. 

Response: We appreciate the 
commenters’ feedback. 

While our clinical advisors continue 
to believe that when peritonitis 
develops in a patient with acute 
appendicitis, the degree and severity of 
the peritonitis can vary greatly, we 
concur that the expansion of diagnosis 
codes K35.2 and K35.3 to introduce 
additional clinical concepts effective 
October 1, 2018 significantly changed 
the scope and complexity of the 
diagnosis codes for this subset of 
patients. As noted in the FY 2019 IPPS/ 
LTCH PPS final rule (83 FR 41236), 
when we consulted with the staff at the 
Centers for Disease Control’s (CDC’s) 
National Center for Health Statistics 
(NCHS), because NCHS has the lead 
responsibility for maintaining the ICD– 
10–CM diagnosis codes, the NCHS’ staff 
acknowledged the clinical concerns 
based on the manner in which diagnosis 
codes K35.2 and K35.3 were expanded 
and confirmed that they would consider 
further review of these newly expanded 
codes with respect to the clinical 
concepts. As such, we believe it would 
be appropriate to maintain the current 
assignments at this time in order to 
further examine the relevant clinical 
factors and similarities in resource 
consumption in order to best represent 
this subset of patients within the MS– 
DRG classification. Therefore, after 
consideration of the public comments 
we received, and for the reasons 
discussed, diagnosis code K35.20 (Acute 
appendicitis with generalized 
peritonitis, without abscess) will be 
maintained in MS–DRGs 341, 342, and 
343 (Appendectomy without 
Complicated Principal Diagnosis with 
MCC, with CC, and without CC/MCC, 
respectively) for FY 2021. We are not 
finalizing our proposal to reassign 
diagnosis code K35.32 (Acute 
appendicitis with perforation and 
localized peritonitis, without abscess) to 
MS–DRGs 341, 342, and 343; and we are 
not finalizing our proposal to remove 
diagnosis code K35.32 from the 
complicated principal diagnosis list in 
MS–DRGs 338, 339, and 340. 
Accordingly, the assignment of ICD–10– 
CM code K35.32 will be maintained in 
MS–DRGs 338, 339, and 340 
(Appendectomy with Complicated 
Principal Diagnosis with MCC, with CC, 
and without CC/MCC, respectively) and 
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ICD–10–CM diagnosis code K35.32 will 
continue to be listed as a Complicated 
Principal Diagnosis in MS–DRGs 338, 
339, and 340, in the ICD–10 MS–DRG 
Version 38 Definitions Manual. As 
additional claims data become available, 
we will continue to analyze the clinical 
nature of each of the diagnoses and their 
MS–DRG assignments to further 
improve the overall accuracy of the IPPS 
payments in future rulemaking. 

7. MDC 8 (Diseases and Disorders of the 
Musculoskeletal System and Connective 
Tissue) 

a. Cervical Radiculopathy 

As discussed in the FY 2021 IPPS/ 
LTCH PPS proposed rule (85 FR 32503 
through 32505), we received a request to 
reassign ICD–10–CM diagnosis codes 
M54.11 (Radiculopathy, occipito- 
atlanto-axial region), M54.12 

(Radiculopathy, cervical region) and 
M54.13 (Radiculopathy, cervicothoracic 
region) from MDC 01 (Diseases and 
Disorders of the Nervous System) to 
MDC 08 (Diseases and Disorders of the 
Musculoskeletal System and Connective 
Tissue). The requestor stated that when 
one of these diagnosis codes describing 
radiculopathy in the cervical/ 
cervicothoracic area of the spine is 
reported as a principal diagnosis in 
combination with a cervical spinal 
fusion procedure code, the case 
currently groups to MDC 01 in MS–DRG 
028 (Spinal Procedures with MCC), MS– 
DRG 029 (Spinal Procedures with CC or 
Spinal Neurostimulators), and MS–DRG 
030 (Spinal Procedures without CC/ 
MCC). The requestor acknowledged that 
radiculopathy results from nerve 
impingement, however, the requestor 
noted it typically also results from a 
musculoskeletal spinal disorder such as 

spondylosis or stenosis. According to 
the requestor, the underlying 
musculoskeletal cause should be 
reported as the principal diagnosis if 
documented. The requestor stated that 
when the medical record documentation 
to support a musculoskeletal cause is 
not available, cases reporting a cervical 
spinal fusion procedure with a principal 
diagnosis of cervical radiculopathy 
would be more consistent with other 
cervical spinal fusion procedures if they 
grouped to MDC 08 in MS–DRGs 471, 
472, and 473 (Cervical Spinal Fusion 
with MCC, with CC, and without CC/ 
MCC, respectively). The requestor stated 
that the following diagnosis codes 
describing radiculopathy of the thoracic 
and lumbar areas of the spine are 
currently assigned to MDC 08 and 
therefore, group appropriately to the 
spinal fusion MS–DRGs in MDC 08. 

We noted that the requestor is correct 
that when diagnosis codes M54.11, 
M54.12 or M54.13 are reported as a 
principal diagnosis in combination with 
a cervical spinal fusion procedure, the 
case currently groups to MDC 01 in MS– 
DRG 028, MS–DRG 029, and MS–DRG 
030. This grouping occurs because the 
diagnosis codes describing 
radiculopathy in the cervical/ 

cervicothoracic area of the spine are 
assigned to MDC 01 and the procedure 
codes describing a cervical spinal fusion 
procedure are assigned to MDC 01 in 
MS–DRGs 028, 029 and 030. We further 
noted that the requestor is also correct 
that diagnosis codes describing 
radiculopathy of the thoracic and 
lumbar areas of the spine (M54.14, 
M54.15, M54.16 and M54.17) are 

currently assigned to MDC 08 and 
therefore, group to the spinal fusion 
MS–DRGs in MDC 08 consistent with 
the GROUPER logic definitions. The 
MS–DRGs that involve spinal fusion 
procedures of the cervical or lumbar 
regions that are currently assigned in 
MDC 01 and MDC 08 are listed in the 
following table. 
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We referred the reader to the ICD–10 
MS–DRG Version 37 Definitions Manual 
(which is available via the internet on 
the CMS website at: https://
www.cms.gov/Medicare/Medicare-Fee- 
for-Service-Payment/ 
AcuteInpatientPPS/MS–DRG- 
Classifications-and-Software for 
complete documentation of the 
GROUPER logic for the listed MS–DRGs. 

As indicated in the FY 2021 IPPS/ 
LTCH PPS proposed rule, we examined 
claims data from the September 2019 
update of the FY 2019 MedPAR file for 
all cases in MS–DRGs 028, 029, and 030 
and for cases reporting any one of the 
diagnosis codes describing 
radiculopathy of the cervical/ 
cervicothoracic area of the spine 
(M54.11, M54.12, or M54.13) in 
combination with a cervical spinal 

fusion procedure. We refer the reader to 
Table 6P.1b associated with the 
proposed rule and this final rule (which 
is available via the internet on the CMS 
website at: https://www.cms.gov/ 
Medicare/Medicare-Fee-for-Service- 
Payment/AcuteInpatientPPS/index/ for 
the list of procedure codes describing a 
cervical spinal fusion procedure. Our 
findings are shown in the following 
table. 

As shown in the table, there were a 
total of 2,105 cases with an average 
length of stay of 11.9 days and average 
costs of $40,866 in MS–DRG 028. Of 

those 2,105 cases, there were 22 cases 
reporting a principal diagnosis of 
cervical radiculopathy with a cervical 
spinal fusion procedure with an average 

length of stay of 8.2 days and average 
costs of $44,980. For MS–DRG 029, 
there were a total of 3,574 cases with an 
average length of stay of 6 days and 
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average costs of $24,026. Of those 3,574 
cases, there were 176 cases reporting a 
principal diagnosis of cervical 
radiculopathy with a cervical spinal 
fusion procedure with an average length 
of stay of 2.6 days and average costs of 
$24,852. For MS–DRG 030, there were a 

total of 1,338 cases with an average 
length of stay of 3.1 days and average 
costs of $17,393. Of those 1,338 cases, 
there were 166 cases reporting a 
principal diagnosis of cervical 
radiculopathy with a cervical spinal 
fusion procedure with an average length 

of stay of 1.7 days and average costs of 
$23,003. 

We also reviewed the claims data for 
MS–DRGs 471, 472, and 473. Our 
findings are shown in the following 
table. 

As shown in the table, there were a 
total of 3,327 cases with an average 
length of stay of 9 days and average 
costs of $36,941 in MS–DRG 471. There 
were a total of 15,298 cases with an 
average length of stay of 3.3 days and 
average costs of $22,539 in MS–DRG 
472. There were a total of 11,144 cases 
with an average length of stay of 2 days 
and average costs of $18,748 in MS– 
DRG 473. 

Based on the claims data, the average 
costs of the cases reporting a principal 
diagnosis of cervical radiculopathy with 
a cervical spinal fusion procedure are 
consistent with the average costs of all 
the cases in MS–DRGs 028, 029, and 030 
in MDC 01. We also noted that the 
average costs of all the cases in MS– 
DRGs 028, 029, and 030 in MDC 01 are 
also comparable to the average costs of 
all the cases in MS–DRGs 471, 472, and 
473, respectively; ($40,886 versus 
$36,941; $24,026 versus $22,539; and 
$17,393 versus $18,748). 

We stated that our clinical advisors do 
not support reassigning diagnosis codes 
M54.11, M54.12, and M54.13 that 
describe radiculopathy in the cervical/ 
cervicothoracic area of the spine from 
MDC 01 to MDC 08 until further 
analysis of the appropriate assignment 
of these and other diagnosis codes 
describing radiculopathy. As the 
requestor pointed out, the diagnosis 
codes describing radiculopathy of the 
thoracic and lumbar areas of the spine 
(M54.14, M54.15, M54.16 and M54.17) 
are currently assigned to MDC 08. We 
noted that there are also two other codes 
to identify radiculopathy within the 
classification, diagnosis code M54.10 
(Radiculopathy, site unspecified) and 
M54.18 (Radiculopathy, sacral and 
sacrococcygeal region), both of which 
are currently assigned to MDC 01. We 
stated that our clinical advisors 

recommended maintaining the current 
assignment of diagnosis codes 
describing cervical radiculopathy in 
MDC 01 until further analysis of 
whether all the diagnosis codes 
describing radiculopathy of a specified 
or unspecified site should be assigned to 
the same MDC and if so, whether those 
codes should be assigned to MDC 01 or 
MDC 08. As part of this analysis, they 
also recommended soliciting further 
input from the public on the appropriate 
assignment for all of the diagnosis codes 
describing radiculopathy, including 
from professional societies and national 
associations for neurology and 
orthopedics. For these reasons, we did 
not propose to reassign diagnosis codes 
M54.11, M54.12, and M54.13 from MDC 
01 to MDC 08 at this time. 

Comment: Commenters agreed with 
the proposal to maintain the current 
assignment of diagnosis codes 
describing cervical radiculopathy in 
MDC 01 until further analysis of 
whether all the diagnosis codes 
describing radiculopathy of a specified 
or unspecified site should be assigned to 
the same MDC, and if so, whether those 
codes should be assigned to MDC 1 or 
MDC 8. Commenters also agreed with 
CMS’ plan to solicit clinical input from 
medical specialty societies on the 
appropriate MDC classification for the 
diagnosis codes describing 
radiculopathy. A commenter thanked 
CMS for the consideration of the request 
and the solicitation for outside support 
from the industry while continuing to 
evaluate. Another commenter 
recommended reclassifying all cervical 
spinal fusion procedures to the same 
MS–DRGs, regardless of the diagnosis 
for which the procedure is performed. 
The commenter stated that the main 
driver for resource utilization is the 
surgical procedure and the ICD–10–CM 

diagnosis codes describing 
radiculopathy of the cervical/ 
cervicothoracic spine would need to be 
classified to MDC 08 in order to group 
clinically similar cases under MS–DRGs 
471, 472, and 473. 

Response: We appreciate the 
commenters’ support. In response to the 
commenter who recommended 
reclassifying all cervical spinal fusion 
procedures to the same MS–DRGs, 
regardless of the diagnosis for which the 
procedure is performed, as noted above 
and stated in the FY 2021 IPPS/LTCH 
PPS proposed rule (85 FR 32505), our 
clinical advisors recommended 
maintaining the current assignment of 
diagnosis codes describing cervical 
radiculopathy in MDC 01 until further 
analysis of whether all the diagnosis 
codes describing radiculopathy of a 
specified or unspecified site should be 
assigned to the same MDC as well as 
further input from the public, including 
professional societies, and national 
associations for neurology and 
orthopedics. We agree with the 
commenter that the main driver for 
resource utilization is the surgical 
procedure and the ICD–10–CM 
diagnosis codes describing 
radiculopathy of the cervical/ 
cervicothoracic spine would need to be 
classified to MDC 08 in order to group 
clinically similar cases under MS–DRGs 
471, 472, and 473, however, it is the 
diagnosis codes and the MDC to which 
they should be clinically classified that 
requires further evaluation. From a 
clinical perspective, cervical 
radiculopathy involves inflammation or 
damage to the nerve root in the cervical 
spine which can affect a patient’s 
neurological function. The underlying 
causes and risk factors vary, and 
depending on the patient’s age, may 
more likely be attributed to a 
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musculoskeletal condition, an infection, 
congenital anomaly, injury or a tumor. 

After consideration of the public 
comments that we received, we are 
maintaining the current assignment of 
diagnosis codes M54.11, M54.12, and 
M54.13 describing cervical 
radiculopathy in MDC 01 for FY 2021, 
and as discussed intend to further 
review and analyze all the diagnosis 
codes describing radiculopathy of a 
specified or unspecified site to 
determine if they should be assigned to 
the same MDC, and if so, whether those 
codes should be assigned to MDC 1 or 
MDC 8. 

b. Hip and Knee Joint Replacements 
In the FY 2021 IPPS/LTCH PPS 

proposed rule (85 FR 32505 through 
32510), we discussed a request we 
received to restructure the MS–DRGs for 
total joint arthroplasty that utilize an 
oxidized zirconium bearing surface 
implant in total hip replacement and 
total knee replacement procedures. 
According to the requestor, several 
international joint replacement 
registries, retrospective claims review, 
and published clinical studies show 
compelling short-term, mid-term and 
long-term clinical outcomes for patients 
receiving these implants. The requestor 
stated that without specific MS–DRGs, 
beneficiary access to these implants is 
restricted and the benefit to patients and 
cost savings cannot be recognized. 

The requestor noted that effective 
October 1, 2017, new ICD–10–PCS 
procedure codes describing hip and 
knee replacement procedures with an 
oxidized zirconium bearing surface 
implant were established, which allow 
greater specificity and provide the 
ability to track costs and clinical 
outcomes for the patients who receive 
the implant. The requestor provided 3 
options for CMS to consider as part of 
its request which are summarized in 
this section of this rule. 

The first option provided by the 
requestor was to create a new MS–DRG 
by reassigning cases reporting a hip or 
knee replacement procedure with an 
oxidized zirconium bearing surface 
implant from MS–DRG 470 (Major Hip 
and Knee Joint Replacement or 
Reattachment of Lower Extremity 
without MCC) to the suggested new 
MS–DRG. The requestor conducted its 
own analysis and noted that there were 
approximately 18,000 cases reporting a 
hip or knee replacement with an 
oxidized zirconium bearing surface 
implant and the average length of stay 
for these cases was shorter in 
comparison to the cases reporting hip 
and knee replacement procedures 
without an oxidized zirconium bearing 

surface implant. The requestor 
suggested that patients receiving an 
oxidized zirconium bearing surface 
implant may be walking earlier after 
surgery and the risk of infection may be 
reduced as a result of the shorter 
hospitalization. 

The requestor stated that separating 
out these cases reporting the use of an 
oxidized zirconium bearing surface 
implant is clinically justified because 
the implants are designed for increased 
longevity. The requestor also stated that 
oxidized zirconium is an entirely 
distinct material from traditional 
ceramic or metal implants, as it is made 
through a unique thermal oxidation 
process which creates a ceramicised 
surface while maintaining the 
biocompatible zirconium alloy 
substrate. According to the requestor, 
this process creates an implant with the 
unique properties of both metals and 
ceramics: Durability, strength and 
friction resistance. Conversely, the 
requestor stated that cobalt chrome used 
in metal implants contains up to 143x 
more nickel (<0.5% vs <0.0035%) than 
oxidized zirconium and that nickel is 
the leading cause of negative reactions 
in patients with metal sensitivities. 

The requestor asserted that creating a 
new MS–DRG for hip and knee 
replacement procedures with an 
oxidized zirconium bearing surface 
implant would be a logical extension of 
the unique procedure codes that CMS 
finalized and stated that other countries 
have established higher government 
reimbursement for these implants to 
reflect the increased value of the 
technology. The requestor also asserted 
that multiple joint replacement 
registries have reported excellent hip 
replacement results, including a 
statistically significant 33 percent 
reduced risk of revision (p<0.001) for 
oxidized zirconium on highly cross- 
linked polyethylene (XLPE), from three 
months compared to the most common 
bearing surface of metal/XLPE. 

Lastly, the requestor stated that 
multiple U.S. data sources, including 
Medicare claims, show strong short- 
term outcomes, reduced 30-day 
readmissions, fewer discharges to 
skilled nursing facilities (SNFs), shorter 
LOS, and more frequent discharges to 
home, resulting in less costly post-acute 
care. 

The second option provided by the 
requestor was to create a new MS–DRG 
by reassigning all cases in MS–DRG 470 
reporting a hip replacement procedure 
(excluding those with an oxidized 
zirconium bearing surface implant) with 
a principal diagnosis of hip fracture and 
all hip replacement procedures with an 
oxidized zirconium bearing surface 

implant, with or without a principal 
diagnosis of hip fracture to the 
suggested new MS–DRG. The requestor 
stated that based on its own analysis, 
this new MS–DRG would have 
approximately 58,000 cases with an 
estimated relative weight between the 
current MS–DRGs for total joint 
arthroplasty (MS–DRGs 469 and 470) to 
reflect the increased resource 
consumption of total hip replacement 
procedures performed due to a hip 
fracture, while also reflecting a higher 
resource grouping for oxidized 
zirconium bearing surface implants 
used in total hip replacement 
procedures, and lastly, to reflect 
statistically significant reductions in 
revision of total hip replacement 
procedure rates. 

The requestor also indicated that a 
new MS–DRG for total hip replacement 
procedures with a hip fracture would 
correspond to differentials recognized in 
the Comprehensive Care for Joint 
Replacement (CJR) model, which 
established a separate target 90-day 
episode price for total hip replacement 
procedures performed due to hip 
fracture cases, as these are typically 
higher severity patients with longer 
lengths of stay than hip replacement 
procedures absent a hip fracture. 

The requestor conducted its own 
analysis of Medicare claims data (Q4 
2017–Q3 2018) for total hip replacement 
procedures and compared cases with an 
oxidized zirconium bearing surface 
implant to cases without an oxidized 
zirconium bearing surface implant. The 
requestor reported that it found 
statistically reduced SNF costs, hospital 
length of stay, 90-day episode costs, and 
55% decreased mortality at 180 days for 
the oxidized zirconium bearing surface 
implant cases. The requestor urged CMS 
to recognize this technology with a 
differentiated payment in the form of a 
new MS–DRG, based on its findings of 
excellent clinical outcomes for total hip 
replacement procedures that utilize an 
oxidized zirconium bearing surface 
implant. 

The third option provided by the 
requestor was to reassign all cases 
reporting a total hip replacement 
procedure using an oxidized zirconium 
bearing surface implant with a principal 
diagnosis of hip fracture from MS–DRG 
470 (Major Hip and Knee Joint 
Replacement or Reattachment of Lower 
Extremity without MCC) to MS–DRG 
469 (Major Hip and Knee Joint 
Replacement or Reattachment of Lower 
Extremity with MCC or Total Ankle 
Replacement). The requestor stated this 
option would maintain the two existing 
MS–DRGs for total joint arthroplasty 
and would only involve moving a small 
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subset of cases (approximately 300) 
from MS–DRG 470 to MS–DRG 469. 

The requestor acknowledged that the 
third option was more limited than the 
first two options, however, the requestor 
stated that it was the least disruptive 
since the two MS–DRGs and estimated 
relative weights would remain 
essentially the same. The requestor also 
stated that reassigning cases reporting a 
total hip replacement procedure using 
an oxidized zirconium bearing surface 
implant with a principal diagnosis of 
hip fracture from MS–DRG 470 to MS– 
DRG 469 would encourage hospitals to 
use these high-quality, proven implants. 

The requestor also asserted that the 
third option focuses the suggested 
payment changes on the population of 
patients that benefit the most from the 

technology. According to the requestor, 
the analysis of Medicare claims data 
suggests that there is potential to 
improve care for the older population of 
patients who receive a total hip 
replacement by encouraging providers 
to use an oxidized zirconium bearing 
surface implant for hip fracture cases. In 
addition, the requestor stated that long- 
term Medicare solvency concerns impel 
consideration of incentives as a means 
to drive better outcomes at lower cost. 
Specifically, the requestor asserted that 
if all of the approximately 150,000 total 
hip replacement procedures performed 
annually in the U.S. for hip fracture 
achieved 90-day episode cost savings 
observed in Medicare claims for 
oxidized zirconium bearing surface 

implants, based on the requestor’s 
analysis, potential annual savings of 
more than $650 million could be 
realized, in addition to longer-term 
savings achieved through reduced 
revisions. 

The requestor also welcomed 
additional analysis by CMS of the 
claims data and consideration of 
alternative configurations that might 
better align patient severity, clinical 
value and payment. 

As indicated by the requestor, October 
1, 2017, new ICD–10–PCS procedure 
codes describing hip and knee 
replacement procedures with an 
oxidized zirconium bearing surface 
implant were created. The procedure 
codes are as follows: 

We indicated in the FY 2021 IPPS/ 
LTCH PPS proposed rule that we 
examined claims data from the 
September 2019 update of the FY 2019 
MedPAR file for MS–DRGs 469 and 470 
where hip and knee replacement 
procedures are currently assigned for 
cases reporting the use of an oxidized 

zirconium bearing surface implant to 
address the three options provided by 
the requestor. 

To evaluate the first option provided 
by the requestor, we analyzed the cases 
reporting a total hip or total knee 
replacement procedure with an oxidized 
zirconium bearing surface implant in 

MS–DRG 470 to determine if a new MS– 
DRG is warranted. To evaluate the 
second option provided by the 
requestor, we analyzed the cases 
reporting a total hip replacement 
procedure without an oxidized 
zirconium bearing surface implant with 
a principal diagnosis of hip fracture and 
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cases reporting a total hip replacement 
procedure with an oxidized zirconium 
implant with or without a principal 
diagnosis of hip fracture in MS–DRG 
470 to determine if a new MS–DRG is 
warranted. We referred the reader to 
Table 6P.1c associated with the 
proposed rule for a list of the procedure 
codes that describe a hip replacement 

without an oxidized zirconium bearing 
surface implant and to Table 6P.1e 
associated with the proposed rule for a 
list of the diagnosis codes describing a 
hip fracture that were provided by the 
requestor for consideration of options 2 
and 3. To evaluate the third option 
provided by the requestor, we analyzed 
the cases reporting a total hip 

replacement procedure with an oxidized 
zirconium bearing surface implant and 
a principal diagnosis of fracture in MS– 
DRG 470 to determine if the cases 
warrant reassignment to MS–DRG 469. 
Our findings are shown in the following 
table. 

As shown in the table, there was a 
total of 25,701 cases with an average 
length of stay of 5.9 days and average 
costs of $22,126 in MS–DRG 469. For 
MS–DRG 470, there was a total of 
386,221 cases with an average length of 
stay of 2.3 days and average costs of 
$14,326. Of those 386,221 cases in MS– 
DRG 470, there was a total of 18,898 
cases reporting a total hip replacement 
or total knee replacement procedure 
with an oxidized zirconium bearing 
surface implant with an average length 
of stay of 2.1 days and average costs of 
$14,808; a total of 47,316 cases reporting 
a total hip replacement procedure with 
a principal diagnosis of hip fracture 
with an average length of stay of 4.5 

days and average costs of $16,077; a 
total of 7,241 cases reporting a total hip 
replacement procedure with an oxidized 
zirconium bearing surface implant with 
or without a principal diagnosis of hip 
fracture with an average length of stay 
of 1.9 days and average costs of $13,875; 
and a total of 316 cases reporting a total 
hip replacement procedure with an 
oxidized zirconium bearing surface 
implant with a principal diagnosis of 
hip fracture with an average length of 
stay of 4 days and average costs of 
$18,304. 

We noted that the data analysis 
performed to evaluate the first option 
provided by the requestor indicated that 
the 18,898 cases reporting a total hip 

replacement or total knee replacement 
procedure with an oxidized zirconium 
bearing surface implant in MS–DRG 470 
have a similar average length of stay (2.1 
days versus 2.3 days) and similar 
average costs ($14,808 versus $14,326) 
compared to all the cases in MS–DRG 
470. The results are also consistent with 
the requestor’s findings that there were 
approximately 18,000 cases reporting a 
hip or knee replacement with an 
oxidized zirconium bearing surface 
implant. Based on the claims analysis, 
our clinical advisors stated that the data 
does not support creating a new MS– 
DRG for these procedures. We stated 
that our clinical advisors also believed 
that the characteristics of the patients 
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and resources used for a case that 
involves a total hip replacement or total 
knee replacement procedure with an 
oxidized zirconium bearing surface 
implant are not clinically distinct from 
the characteristics of the patients and 
resources used for the cases reporting a 
total hip replacement or total knee 
replacement procedure without an 
oxidized zirconium bearing surface 
implant. Therefore, in consideration of 
the first option provided by the 
requestor, we proposed to not create a 
new MS–DRG for cases reporting a total 
hip or knee replacement procedure with 
an oxidized zirconium bearing surface 
implant. 

The data analysis performed to 
evaluate the second option provided by 
the requestor indicated that the 47,316 
cases reporting a total hip replacement 
procedure without an oxidized 
zirconium bearing surface implant with 
a principal diagnosis of hip fracture 
have an average length of stay that is 
longer than the average length of stay for 
all the cases in MS–DRG 470 (4.5 days 
versus 2.3 days) and the average costs 
are higher when compared to all the 
cases in MS–DRG 470 ($16,077 versus 
$14,326). For the 7,241 cases reporting 
a total hip replacement procedure with 
an oxidized zirconium bearing surface 
implant with or without a principal 
diagnosis of hip fracture, the average 
length of stay is shorter than the average 
length of stay for all the cases (1.9 days 
versus 2.3 days) and the average costs 
are slightly lower when compared to all 
the cases in MS–DRG 470 ($13,875 
versus $14,326). Our analysis of the 
combined total number of cases 
identified for the second option 
provided by the requestor indicated that 
the 54,557 cases (47,316 + 7,241) have 
a longer average length of stay compared 
to the average length of stay for all the 
cases in MS–DRG 470 (4.2 days versus 

2.3 days) and the average costs are 
slightly higher ($15,785 versus $14,326) 
when compared to all the cases in MS– 
DRG 470. The results are also consistent 
with the requestor’s findings that there 
were approximately 58,000 cases 
reporting a total hip replacement 
procedure without an oxidized 
zirconium bearing surface implant with 
a principal diagnosis of hip fracture or 
a total hip replacement procedure with 
an oxidized zirconium bearing surface 
implant with or without a principal 
diagnosis of hip fracture. We stated that 
our clinical advisors believed that the 
data does not support creating a new 
MS–DRG for the subset of cases as 
suggested by the requestor. They noted 
the variation in the volume (47,316 
cases and 7,241 cases), average length of 
stay (4.5 days and 1.9 days), and the 
average costs ($16,077 and $13,875) for 
each subset of option 2 and that the total 
average cost for the combined cases 
identified for the second option 
($15,785) is very similar to the costs of 
all the cases in MS–DRG 470 ($14,326). 
Therefore, in consideration of the 
second option provided by the 
requestor, we did not propose to create 
a new MS–DRG for cases reporting a 
total hip replacement procedure without 
an oxidized zirconium bearing surface 
implant with a principal diagnosis of 
hip fracture and cases reporting a total 
hip replacement procedure with an 
oxidized zirconium implant with or 
without a principal diagnosis of hip 
fracture. 

The data analysis performed to 
evaluate the third option provided by 
the requestor indicated that the 316 
cases reporting a total hip replacement 
procedure with an oxidized zirconium 
bearing surface implant with a principal 
diagnosis of hip fracture have a longer 
average length of stay (4.0 days versus 
2.3 days) and higher average costs 

($18,304 versus $14,326) compared to 
all the cases in MS–DRG 470. The 
results are also consistent with the 
requestor’s findings that there were 
approximately 300 cases reporting a 
total hip replacement procedure with an 
oxidized zirconium bearing surface 
implant with a principal diagnosis of 
hip fracture. Our clinical advisors noted 
that while the data shows a longer 
length of stay and higher average costs 
for these cases under option 3, the 
analysis of the cases reporting a total 
hip replacement procedure without an 
oxidized zirconium bearing surface 
implant with a principal diagnosis of 
hip fracture under option 2 also 
demonstrated a longer length of stay and 
higher average costs. They therefore 
recommended we conduct further 
review specifically of those cases 
reporting a total hip replacement 
procedure with a principal diagnosis of 
hip fracture, with or without an 
oxidized zirconium bearing surface 
implant. 

As indicated in the proposed rule, 
based on the advice of our clinical 
advisors and in connection with the 
request for CMS to examine the claims 
data and consider alternative 
configurations, we performed additional 
analysis of those cases reporting a total 
hip replacement procedure with a 
principal diagnosis of hip fracture for 
both MS–DRGs 469 and 470. We stated 
that the procedure codes for the hip 
replacement procedures included in this 
additional analysis are displayed in 
Table 6P.1d associated with the 
proposed rule and the diagnosis codes 
for hip fracture included in this 
additional analysis are displayed in 
Table 6P.1e associated with the 
proposed rule. Our findings are shown 
in the following table. 
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As shown in the table, there was a 
total of 14,163 cases reporting a total hip 
replacement procedure with a principal 
diagnosis of hip fracture with an average 
length of stay of 7.2 days and average 
costs of $21,951 in MS–DRG 469. There 
was a total of 47,632 cases reporting a 
total hip replacement procedure with a 
principal diagnosis of hip fracture with 
an average length of stay of 4.5 days and 
average costs of $16,092 in MS–DRG 
470. The average length of stay for the 
cases reporting a total hip replacement 
procedure with a principal diagnosis of 
hip fracture in MS–DRGs 469 and 470 
were longer (7.2 days versus 5.9 days 
and 4.5 versus 2.3 days, respectively) 
compared to all the cases in their 
assigned MS–DRGs. The average costs of 
the cases reporting a total hip 
replacement procedure with a principal 
diagnosis of hip fracture in MS–DRG 

469 were approximately $175 less when 
compared to the average costs of all 
cases in MS–DRG 469 ($21,951 versus 
$22,126) and slightly more for MS–DRG 
470 ($16,092 versus $14,326). Our 
clinical advisors supported 
differentiating the cases reporting a total 
hip replacement procedure with a 
principal diagnosis of hip fracture from 
those cases without a hip fracture by 
assigning them to a new MS–DRG. They 
noted that clinically, individuals who 
undergo hip replacement following hip 
fracture tend to require greater resources 
for effective treatment than those 
without hip fracture. They further noted 
that the increased complexity associated 
with hip fracture patients can be 
attributed to the post traumatic state and 
the stress of pain, possible peri-articular 
bleeding, and the fact that this subset of 
patients, most of whom have fallen as 

the cause for their fracture, may be on 
average more frail than those who 
require hip replacement because of 
degenerative joint disease. 

We applied the criteria to create 
subgroups in a base MS–DRG as 
discussed in section II.D.1.b. of the FY 
2021 IPPS/LTCH PPS proposed rule and 
section II.E.1.b. of this final rule. We 
noted that, as shown in the table that 
follows, a three-way split of this base 
MS–DRG failed to meet the criterion 
that there be at least a 20% difference 
in average costs between the CC and 
NonCC subgroup and also failed to meet 
the criterion that there be at least a 
$2,000 difference in average costs 
between the CC and NonCC subgroup. 
The following table illustrates our 
findings. 

We then applied the criteria for a two- 
way split for the ‘‘with MCC and 
without MCC’’ subgroups and found 
that all five criteria were met. We stated 
that for the proposed new MS–DRGs, 
there is at least (1) 500 cases in the MCC 
subgroup and 500 cases in the without 
MCC subgroup; (2) 5 percent of the 

cases in the MCC group and 5 percent 
in the without MCC subgroup; (3) a 20 
percent difference in average costs 
between the MCC group and the without 
MCC group; (4) a $2,000 difference in 
average costs between the MCC group 
and the without MCC group; and (5) a 
3-percent reduction in cost variance, 

indicating that the severity level splits 
increase the explanatory power of the 
base MS–DRG in capturing differences 
in expected cost between the MS–DRG 
severity level splits by at least 3 percent 
and thus improve the overall accuracy 
of the IPPS payment system. The 
following table illustrates our findings. 
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For FY 2021, we proposed to create 
new MS–DRG 521 (Hip Replacement 
with Principal Diagnosis of Hip Fracture 
with MCC) and new MS–DRG 522 (Hip 
Replacement with Principal Diagnosis 
of Hip Fracture without MCC). We 
referred the reader to Table 6P.1d 
associated with this proposed rule for 
the list of procedure codes describing 
hip replacement procedures and to 
Table 6P.1e associated with the 
proposed rule for the list of diagnosis 
codes describing hip fracture diagnoses 
that we proposed to define in the logic 
for these new MS–DRGs. 

Comment: Several commenters 
supported the proposal to create 
proposed new MS–DRGs 521 and 522 
for patients undergoing a hip 
replacement due to a hip fracture. The 
commenters stated their belief that the 
proposed new MS–DRGs and payment 
rates will better match the resource 
utilization for these clinically distinct 
patients. Specifically, a commenter 
noted that it is appropriate to 
differentiate hip replacement cases 
based on whether the patient has a hip 
fracture since, as noted in clinical 
literature, total hip arthroplasty (THA) 
for hip fracture cases are subject to 
longer lengths of stay, and more 
postoperative complications, 
readmissions, reoperations, and 
mortality than THA cases performed for 
osteoarthritis of the hip. Another 
commenter stated that combining hip 
fractures in the current MS–DRGs 469 
and 470 with planned hip replacement 
procedures fails to take into 
consideration and adequately 
compensate for the complex nature of 
and additional care fracture patients 
require. The commenter noted that hip 
fracture patients require an increased 
acute length of stay, often have more 
post traumatic stressors due to their fall 
and are on average frailer than those 
patients who choose to have an elective 
hip replacement, therefore, creating two 
new MS–DRGs would help to capture 
the differences in the care required and 
the cost between hip fracture patients 
and elective hip replacement patients. 
Another commenter expressed 
appreciation for CMS’ effort to review 
the analysis and provide results of each 
option and alternative options in detail 
with the associated diagnosis and 

procedure codes in the proposed rule to 
define in the logic for the proposed new 
MS–DRGs. Based on the results, the 
commenter stated they agreed that 
differentiating the cases reporting a total 
hip replacement procedure with a 
principal diagnosis of hip fracture from 
those cases without a hip fracture by 
assigning them to a new MS–DRG 
would better align cases by average 
length of stay and average costs of cases, 
and lead to a more reasonable MS–DRG 
classification of these cases. Lastly, a 
commenter specifically expressed 
support for the establishment of the 
proposed new MS–DRGs, regardless of 
the type of bearing surface implant used 
in the joint replacement procedure. 

However, a couple commenters who 
supported the concept of the proposal to 
create proposed new MS–DRGs 521 and 
522 recommended that CMS not finalize 
the proposal until further analysis could 
be conducted. The commenters 
expressed concern that the relative 
weight and the average length of stay for 
proposed new MS–DRG 521 did not 
appear to align with clinical experience 
and underlying data since it is lower 
than the relative weight and average 
length of stay for MS–DRG 469. The 
commenters suggested that CMS re- 
evaluate and provide clarification on the 
data analysis. 

A commenter expressed appreciation 
for the consideration CMS provided in 
response to the request to create MS– 
DRGs specifically for oxidized 
zirconium implants utilized in hip and 
knee replacement procedures. The 
commenter stated that although CMS’ 
proposal did not explicitly focus on 
oxidized zirconium implants, an 
alternative option for the joint 
replacement procedures was examined 
and presented, resulting in the proposed 
new MS–DRGs 521 and 522. The 
commenter stated that these proposed 
MS–DRGs would improve 
distinguishing this subset of patients 
with a hip fracture who undergo a hip 
replacement procedure, however, the 
ability to differentiate meaningful 
parameters of care quality is not realized 
since the proposal treats all implants the 
same, despite what the commenter 
stated were the important clinical 
improvements demonstrated in the 
Medicare claims data for oxidized 

zirconium implants used for hip 
fracture patients. As a result, the 
commenter stated its belief that CMS 
should revise its proposal and adopt a 
specific MS–DRG for patients with a 
principal diagnosis of hip fracture 
receiving an oxidized zirconium bearing 
surface implant in a hip replacement 
procedure. According to the commenter, 
this would reflect an improvement over 
the proposed MS–DRGs 521 and 522, 
and best advance CMS policy and 
patient care objectives by creating 
incentives that appropriately encourage 
the use of a technology that has been 
shown to have substantial cost-saving 
and quality of care benefits. In addition, 
the commenter asserted that CMS stated 
a separate MS–DRG for oxidized 
zirconium is not warranted because 
certain criteria for establishing MS–DRG 
CC subgroups are not met. The 
commenter indicated CMS has broad 
statutory authority in the design of the 
Medicare inpatient payment system and 
is not required to limit its MS–DRG 
subgroups exclusively to be based on 
severity of co-morbidities or 
complications. The commenter 
remarked CMS should also not be 
limited to its five-step criteria for CC 
subgroups and by allowing for the 
creation of MS–DRG subgroups where 
there is clear evidence of a substantial 
clinical improvement will give CMS 
significantly greater flexibility to 
accomplish its goals of transformative 
quality improvement and cost-savings. 
The commenter stated that CMS has the 
ability and authority to make payment 
policy decisions that it believes will 
advance care and the Social Security 
Act grants CMS broad authority to 
establish a classification of inpatient 
hospital discharges by diagnosis-related 
groups and a methodology for 
classifying specific hospital discharges 
within these groups. The commenter 
maintained that nothing in the statute 
prohibits CMS from creating MS–DRG 
groups or sub-groups based partly upon 
other important policy criteria, such as 
actual improved patient outcomes. 
According to the commenter, CMS 
should use its exceptions and 
adjustments authority to accomplish 
this objective. The commenter provided 
the example that although CMS did not 
propose to create a new MS–DRG for 
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oxidized zirconium implants, it could 
still adjust payment rates for inpatient 
stays involving such implants and 
accomplish similar results. The 
commenter expressed appreciation that 
the IPPS centrally organizes MS–DRGs 
on the basis of resource usage and 
clinical coherence, however, urged CMS 
to incorporate outcomes-based 
consideration. The commenter also 
contended that CMS has the 
opportunity to more fully realize the 
value of proven technologies by making 
incremental MS–DRG changes that lend 
access to the technologies shown to 
provide the most significant clinical 
benefits and signal to hospitals, 
surgeons, private payers, and others that 
CMS sees the value of these implants 
and wants to make sure Medicare 
beneficiaries can access these 
technologies. The commenter suggested 
that CMS consider MS–DRG subgroup 
requests that fall outside of the current 
five-step criteria for CC sub-groups, 
provided that requestors can 
demonstrate a substantial clinical 
improvement since this would allow the 
agency additional flexibility to make 
changes in MS–DRGs for technologies 
that demonstrate substantial clinical 
improvement based on lengthy track 
records of proven performance. The 
commenter noted how CMS utilizes the 
substantial clinical improvement 
criterion as part of assessing whether a 
new technology is eligible for a New 
Technology Add-On Payment or 
Transitional Pass-Through status and 
urged CMS to expand its use of this 
standard as an alternative pathway 
when evaluating certain MS–DRG 
subgroup requests. The commenter 
stated that in reviewing certain 
technologies associated with total joint 
replacement procedures, CMS should 
evaluate implants based on their ability 
to demonstrate significant reductions in 
long-term revision rates which are 
critical in studying improved patient 
outcomes and cost savings within the 
Medicare program. Additional data for 
revision rates from international joint 
replacement registries, reduced 
mortality rates from both international 
registries and Medicare claims data, and 

readmission rates from Medicare claims 
data was also provided by the 
commenter who asserted the 
information compels CMS to determine 
whether to finalize MS–DRGs that 
capture the broad category of hip 
fracture cases, or to create a narrower 
hip fracture MS–DRG based on strong 
outcomes differences observed in 
Medicare claims. The commenter 
asserted that because the data show 
strong results for hip fracture patients 
treated with an oxidized zirconium 
implant, CMS should also consider an 
exception and expand on proposed MS– 
DRGs 521 and 522 by creating a specific 
MS–DRG for hip fracture patients 
treated with an oxidized zirconium 
implant. 

Lastly, the commenter expressed its 
appreciation for the analytical work and 
extensive consideration CMS provided 
to the request and acknowledged 
oxidized zirconium implants are only 
used in a very small portion of total hip 
replacement with hip fracture cases. 
The commenter stated its belief that the 
proposed MS–DRGs 521 and 522 would 
improve the ability to clinically 
distinguish hip fracture cases treated 
with a hip replacement from elective 
hip replacement procedures if CMS 
continues to believe a specific MS–DRG 
for hip fracture patients treated with an 
oxidized zirconium implant is not 
warranted. 

Another commenter stated the 
proposal to create proposed new MS– 
DRGs 521 and 522 to account for 
differences in the cost of the THA 
procedure for a hip fracture appeared to 
be a neutral act in terms of cost. The 
commenter recommended that the 
proposal not be adopted as final policy 
since the current THA MS–DRGs 469 
and 470 already provide similar 
reimbursement for the procedures 
through associated diagnostic codes, 
and the added expense of treating hip 
fractures is accounted for in the 
Comprehensive Care for Joint 
Replacement (CJR) Model. This 
commenter stated their belief that it 
would be inappropriate to make such a 
substantive change to the MS–DRG 
system without a strong body of 
evidence to support proposals which 

directly benefit one device over another. 
The commenter also stated they are not 
aware of any high-quality randomized 
controlled trials which report beneficial 
effects of the oxidized zirconium 
bearing surface. According to the 
commenter, any reported beneficial 
effect is most likely due to selection bias 
(that is, choosing younger, healthier 
patients for the oxidized zirconium 
bearings), rather than any real difference 
in performance. The commenter stated 
that this is true for registry data as well 
as clinical cohort studies. In addition, 
the commenter noted that among their 
society’s hip replacement experts, the 
superiority of oxidized zirconium-alloy 
bearings is not a generally accepted fact. 
The commenter stated that they support 
higher reimbursement for hip 
replacements with a fracture in the 
existing MS–DRGs 469 and 470, 
however, they currently do not support 
creating the new MS–DRGs as proposed. 

Response: We appreciate the 
commenters’ support of the proposal to 
create proposed new MS–DRGs 521 and 
522. We agree with the commenters that 
the proposed new MS–DRGs and 
payment rates will better match the 
resource utilization for these clinically 
distinct patients. 

In response to the commenters who 
supported the concept of the proposal 
however recommended that CMS 
conduct further analysis for proposed 
new MS–DRG 521 because the proposed 
relative weight and average length of 
stay did not appear to align with clinical 
experience and underlying data in 
comparison to MS–DRG 469, we note 
that effective October 1, 2017 (FY 2018) 
the logic for MS–DRG 469 includes total 
ankle replacement procedures, 
therefore, the average length of stay, the 
average costs, and the relative weight of 
MS–DRG 469 continue to reflect the 
resource utilization associated with total 
ankle replacement procedures. In 
addition, total knee replacement 
procedures with a MCC are also 
included in the logic for MS–DRG 469. 

The procedure codes identifying a 
total ankle replacement or total knee 
replacement are as follows: 
BILLING CODE 4120–1–P 
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BILLING CODE 4120–01–C 

We analyzed data from the September 
2019 update of the FY 2019 MedPAR 

file for cases reporting a total ankle 
replacement procedure or a total knee 
replacement procedure in MS–DRG 469 

for comparison to proposed MS–DRG 
521. Our findings are shown in the 
following tables. 
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We found a total of 25,701 cases in 
MS–DRG 469 with an average length of 
stay of 5.9 days and average costs of 
$22,126. Of those 25,701 cases, we 
found a total of 2,819 cases reporting a 
total ankle replacement procedure with 
an average length of stay of 1.7 days and 
average costs of $22,327 and a total of 
4,617 cases reporting a total knee 
replacement procedure with an average 
length of stay of 4.9days and average 
costs of $21,626. 

As discussed in the proposed rule and 
shown in the table above, for proposed 
MS–DRG 521, the average length of stay 
is 7.2 days which is longer than the 
average length of stay of 5.9 days for 
MS–DRG 469, and the average costs for 
proposed MS–DRG 521 are slightly 
lower ($175) compared to the average 
costs of MS–DRG 469 ($21,951 versus 
$22,126, respectively). 

The data demonstrates that the 
average costs of the total ankle 
replacement procedures in MS–DRG 
469 are slightly higher than the average 
costs of all the cases in MS–DRG 469 
($22,327 versus $22,126). The proposal 
to reassign cases reporting a total hip 
replacement procedure with a principal 
diagnosis of a hip fracture from MS– 
DRG 469 to proposed new MS–DRG 521 
includes the reassignment of 14,163 
cases out of the 25,701 cases resulting 
in a total of 11,538 cases proposed to 
remain in MS–DRG 469. Of those 11,538 
cases remaining in MS–DRG 469, a total 
of 2,819 cases reflect a higher utilization 
of resources, thereby continuing to 
impact the relative weight of MS–DRG 
469 such that it is slightly higher than 
the proposed relative weight for 
proposed MS–DRG 521 (3.0844 versus 
3.0634). Therefore, the data appears to 
reflect that the difference in the relative 
weights can be attributed to the fact that 
the total ankle replacement procedures 
continue to have an impact for MS–DRG 
469. 

In response to the commenter who 
stated that CMS should revise its 

proposal and adopt a specific MS–DRG 
for patients with a principal diagnosis of 
hip fracture receiving an oxidized 
zirconium bearing surface implant in a 
hip replacement procedure, we note 
that, our clinical advisors do not 
support the creation of a separate, 
specific MS–DRG for oxidized 
zirconium bearing surface implants for 
reasons previously discussed in the FY 
2021 IPPS/LTCH PPS proposed rule. As 
the commenter stated in its own 
comments, CMS organizes MS–DRGs on 
the basis of resource usage and clinical 
coherence. Consistent with our annual 
process of evaluating MS–DRG 
classification requests, we performed a 
thorough review of the claims data for 
oxidized zirconium bearing surface 
implants utilized in a hip replacement 
procedure and provided a summary of 
that analysis, including input from our 
clinical advisors, as discussed in the 
proposed rule. Our clinical advisors 
believe that hip replacement procedures 
performed for a hip fracture 
demonstrate similar and predictable 
resource demands, regardless of the type 
of bearing surface implant used in the 
performance of the procedure. 
Therefore, we proposed to create new 
MS–DRGs 521 and 522, consistent with 
our efforts to continually refine the ICD– 
10 MS–DRGs while maintaining 
clinically coherent groups that also 
more accurately stratify Medicare 
patients with varying levels of severity. 
Therefore, with respect to the 
commenter’s statement that CMS has 
broad authority to make policy changes, 
including the special exceptions and 
adjustment authority, we do not believe 
such changes would be appropriate or 
necessary for this group of hip 
replacement patients that receive an 
oxidized zirconium bearing surface 
implant. We can consider the 
commenter’s suggestions to incorporate 
additional considerations into our 
analysis of MS–DRG classification 

requests in future rulemaking. We also 
wish to clarify for the commenter that 
the criteria to create subgroups within a 
base MS–DRG was not applied in 
evaluating the request to create a new 
MS–DRG. In other words, the criteria to 
create subgroups is only applied after 
the decision to propose to create a base 
MS–DRG is made. 

Finally, in response to the 
commenter’s statement that CMS should 
expand its use of the substantial clinical 
improvement standard as an alternative 
pathway when evaluating certain MS– 
DRG subgroup requests similar to the 
new technology add-on payment policy 
process, we will take this into future 
consideration. 

In response to the commenter who 
stated their belief that it would be 
inappropriate to make a substantive 
change to the MS–DRG system without 
a strong body of evidence to support 
proposals which directly benefit one 
device over another and that they are 
not aware of any high-quality 
randomized controlled trials which 
report beneficial effects of the oxidized 
zirconium bearing surface, we wish to 
clarify that the CMS proposal did not 
involve proposing to directly benefit the 
oxidized zirconium bearing surface 
implant over other bearing surface 
implants. The CMS proposal presented 
was an alternative option to what the 
requestor submitted for CMS’ 
consideration. Specifically, the CMS 
proposal was to group together all hip 
replacement procedures performed to 
treat a hip fracture, regardless of the 
type of bearing surface implant used, 
and the resulting MS–DRG assignment 
would be further differentiated based on 
the presence of a MCC, hence the 
proposal to create proposed new MS– 
DRGs 521 and 522 (Hip Replacement 
with Principal Diagnosis of Hip Fracture 
with and without MCC, respectively). 

After consideration of the comments 
we received, for the reasons previously 
discussed, we are finalizing our 
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proposal to create MS–DRGs 521 and 
522 (Hip Replacement with Principal 
Diagnosis of Hip Fracture with and 
without MCC, respectively) for FY 2021. 
We refer readers to table 6P.1d for the 
list of procedure codes describing hip 
replacements and table 6P.1e for the list 
of diagnosis codes describing hip 
fractures (available via the internet on 
the CMS web page at: https://
www.cms.gov/Medicare/Medicare-Fee- 
for-Service-Payment/ 
AcuteInpatientPPS) that we are 
finalizing in the GROUPER logic for 
MS–DRGs 521 and 522. 

In the FY 2021 IPPS/LTCH PPS 
proposed rule, we also noted that the 
Comprehensive Care for Joint 
Replacement (CJR) model includes 
episodes triggered by MS–DRG 469 with 
hip fracture and MS–DRG 470 with hip 
fracture. Given the proposal to create 
new MS–DRG 521 and MS–DRG 522, 
we sought public comment on the effect 
this proposal would have on the CJR 
model and whether to incorporate MS– 
DRG 521 and MS–DRG 522, if finalized, 
into the CJR model’s proposed extension 
to December 31, 2023. As discussed in 
the CJR proposed rule ‘‘Comprehensive 
Care for Joint Replacement Model 
Three-Year Extension and Changes to 
Episode Definition and Pricing’’ (85 FR 
10516), we proposed to extend the 
duration of the CJR model. We stated 
that this extension, if finalized, would 
revise certain aspects of the CJR model 
including, but not limited to, the 
episode of care definition, the target 
price calculation, the reconciliation 
process, the beneficiary notice 
requirements and the appeals process. 
Additionally, we stated that the CJR 
proposed rule would allow time to test 
the changes by extending the length of 
the CJR model through December 31, 
2023, for certain participant hospitals. 
The comment period for the CJR 
proposed rule closed on June 23, 2020 
(85 FR 22978). We intend to address the 
comments on the proposed rule and this 
solicitation in the Comprehensive Care 
for Joint Replacement Model Three-Year 
Extension and Changes to Episode 
Definition and Pricing Final Rule. . In 
an interim final rule that we published 
in the April 6, 2020 Federal Register, 
we extended the duration of the CJR 
model through March 31, 2021, in light 
of the COVID–19 pandemic, to ensure 

continuity of CJR model operations in 
participant hospitals during the public 
health emergency so that we did not 
create any additional disruptions to the 
standard of care procedures hospitals 
have in place during this challenging 
time. Because the model will continue 
until at least March 31, 2021, we intend 
to adopt a policy in the CJR final rule 
that incorporates MS–DRG 521 and MS– 
DRG 522 into the CJR model as of the 
effective date of these new MS–DRGs. 
We believe such an approach would 
avoid disruption to the model for the 
remainder of PY5 (as extended) and 
thereafter, if our proposal to extend the 
CJR model to December 31, 2023 is 
finalized. 

8. MDC 11 (Diseases and Disorders of 
the Kidney and Urinary Tract) 

a. Kidney Transplants 
As discussed in the FY 2021 IPPS/ 

LTCH PPS proposed rule (85 FR 32510), 
we received two separate but related 
requests to review the MS–DRG 
assignment for procedures describing 
the transplantation of kidneys. The first 
request was to designate kidney 
transplants as a Pre-MDC MS–DRG in 
the same manner that other organ 
transplants are. The requestor 
performed its own analysis and stated 
that it found that cases with a principal 
diagnosis from MDC 05 (Diseases and 
Disorders of the Circulatory System), for 
example I13.2 (Hypertensive heart and 
chronic kidney disease with heart 
failure and with stage 5 chronic kidney 
disease, or end stage renal disease), 
reported with a kidney transplant from 
MDC 11 (Diseases and Disorders of the 
Kidney and Urinary Tract), grouped to 
MS–DRG 981(Extensive O.R. Procedure 
Unrelated to Principal Diagnosis with 
MCC). The requestor stated it did not 
appear appropriate that a kidney 
transplant would group to MS–DRG 981 
when diagnosis code I13.2 is a 
legitimate principal diagnosis for this 
procedure. This requestor also suggested 
that if there was a proposal for 
designating the MS–DRG for kidney 
transplants as a Pre-MDC MS–DRG, that 
a severity level split should also be 
considered. 

As discussed in the FY 2020 IPPS/ 
LTCH PPS final rule (84 FR 42128 
through 42129), during our review of 
cases that group to MS–DRGS 981 

through 983, we noted that when 
procedures describing transplantation of 
kidneys (ICD–10–PCS procedure codes 
0TY00Z0 (Transplantation of right 
kidney, allogeneic, open approach) and 
0TY10Z0 (Transplantation of left 
kidney, allogeneic, open approach) are 
reported in conjunction with ICD–10– 
CM diagnosis codes in MDC 05 
(Diseases and Disorders of the 
Circulatory System), the cases group to 
MS–DRGs 981 through 983. For the 
reasons discussed, we proposed to add 
ICD–10–PCS procedure codes 0TY00Z0 
and 0TY10Z0 to MS–DRG 264 in MDC 
05. As summarized in the FY 2020 
IPPS/LTCH PPS final rule, commenters 
opposed our proposal to add ICD–10– 
PCS procedure codes 0TY00Z0 and 
0TY10Z0 to MS–DRG 264 in MDC 05. 
Commenters suggested that CMS instead 
assign these cases to MS–DRG 652, 
noting that the length of stay for the vast 
majority of kidney transplant cases 
involving serious cardiac conditions 
approximates the length of stay for 
kidney transplants in general. After 
consideration of public comments, we 
did not finalize our proposal to add 
ICD–10–PCS procedure codes 0TY00Z0 
and 0TY10Z0 to MS–DRG 264 in MDC 
05. We stated that we believed it would 
be appropriate to take additional time to 
review the concerns raised by 
commenters consistent with the 
President’s Executive Order on 
Advancing American Kidney Health 
(see https://www.whitehouse.gov/ 
presidential-actions/executive-order- 
advancing-american-kidney-health/). 
Accordingly, cases reporting a principal 
diagnosis in MDC 05 with a procedure 
describing kidney transplantation (that 
is, procedure code 0TY00Z0 or 
0TY10Z0) continue to group to MS– 
DRGs 981 through 983 under the ICD– 
10 MS–DRGs Version 37, effective 
October 1, 2019. 

In the proposed rule, we stated in 
response to these public comments and 
the request we received on this topic for 
FY 2021 consideration, we examined 
claims data from the September 2019 
update of the FY 2019 MedPAR file for 
MS–DRG 652. In MS–DRG 652, there 
were 11,324 cases reporting one of the 
procedure codes listed describing a 
kidney transplant procedure, with an 
average length of stay of 6 days and 
average costs of $25,424. 
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We then analyzed claims data for 
cases reporting one of the procedure 

codes listed describing the 
transplantation of kidney reported in 

MS–DRGs 981, 982, and 983. We did 
not find any such cases in MS–DRG 983. 

Of the 366 cases reporting procedures 
describing kidney transplants in MS– 

DRGs 981 and 982, all of the cases 
reported a principal diagnosis from 

MDC 05. The diagnoses reported are 
reflected in the table. 
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Our clinical advisors reviewed these 
data. As indicated previously, in MS– 
DRG 652, there were 11,324 cases 
reporting one of the procedure codes 
listed describing a kidney transplant 
procedure, with an average length of 
stay of 6 days and average costs of 
$25,424. Our clinical advisors noted 
that the average costs for cases reporting 
transplantation of kidney with a 
diagnosis from MDC 05 listed 
previously are generally similar to the 
average costs of cases in MS–DRG 652. 
The diagnoses assigned to MDC 05 

reflect conditions associated with the 
circulatory system. We stated that our 
clinical advisors agreed that although 
these diagnoses might also be a 
reasonable indication for kidney 
transplant procedures, it would not be 
appropriate to move these diagnoses 
into MDC 11 because it could 
inadvertently cause cases reporting 
these same MDC 05 diagnoses with a 
circulatory system procedure to be 
assigned to an unrelated MS–DRG. 

To further examine the impact of 
moving MDC 05 diagnoses into MDC 11, 

we analyzed claims data for cases 
reporting a circulatory system O.R. 
procedure and MDC 05 ICD–10–CM 
diagnosis code I13.2 (Hypertensive heart 
and chronic kidney disease with heart 
failure and with stage 5 chronic kidney 
disease, or end stage renal disease). 
Diagnosis code I13.2 was selected since 
this diagnosis was the MDC 05 
diagnosis most frequently reported with 
kidney transplant procedures. Our 
findings are reflected in the following 
table: 
BILLING CODE 4120–01–P 
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BILLING CODE 4120–01–C 

As shown in the table, if we were to 
move diagnosis code I13.2 to MDC 11, 
4,366 cases would be assigned to the 
surgical class referred to as ‘‘unrelated 
operating room procedures’’ as an 
unintended consequence. Therefore, as 
an alternate option, we proposed to 
modify the GROUPER logic for MS–DRG 
652 by allowing the presence of a 
procedure code describing 
transplantation of the kidney to 
determine the MS–DRG assignment 
independent of the MDC of the 
principal diagnosis in most instances. 
The logic for MDC 24 (Multiple 
Significant Trauma) and MDC 25 
(Human Immunodeficiency Virus 
Infections) will remain unchanged, 
meaning there would be two exceptions 
to the modification of the GROUPER 
logic for MS–DRG 652. If a principal 
diagnosis of trauma and at least two 
significant traumas of different body 
sites are present, the appropriate MS– 
DRG in MDC 24 would be assigned 
based on the principal diagnosis and 
procedures reported, instead of MS– 
DRG 652. Also, if either a principal 
diagnosis of HIV infection or a 

secondary diagnosis of HIV infection 
with a principal diagnosis of a 
significant HIV related condition are 
present, the appropriate MS–DRG in 
MDC 25 would be assigned based on the 
principal diagnosis and procedures 
reported instead of MS–DRG 652. The 
diagram found towards the end of this 
discussion illustrates how the MS–DRG 
logic for MS–DRG 652 (Kidney 
Transplant) would function. 

We stated we recognized MS–DRG 
652 is one of the only transplant MS– 
DRGs not currently defined as a Pre- 
MDC. Pre-MDCs were an addition to 
Version 8 of the Diagnosis Related 
Groups. This proposal was the first 
departure from the use of principal 
diagnosis as the initial variable in DRG 
and subsequently MS–DRG assignment. 
For Pre-MDC DRGs, the initial step in 
DRG assignment is not the principal 
diagnosis, but instead certain surgical 
procedures with extremely high costs 
such as heart transplant, liver 
transplant, bone marrow transplant, and 
tracheostomies performed on patients 
on long-term ventilation. When added 
in Version 8, these types of services 

were viewed as being very resource 
intensive. Our clinical advisors have 
noted, however, that treatment practices 
have shifted since the inception of Pre- 
MDCs. We stated that the current 
proposed refinements to MS–DRG 652 
represent the first step in investigating 
how we may consider introducing this 
concept of allowing certain procedures 
to affect the MS–DRG assignment 
regardless of the MDC from which the 
diagnosis is reported in the future, with 
the possibility of removing the Pre-MDC 
category entirely. In other words, we 
would consider having the resource 
intensive procedures currently assigned 
to the Pre-MDC MS–DRGs determine 
assignment to MS–DRGs within the 
clinically appropriate MDC. We are 
making concerted efforts to continue 
refining the ICD–10 MS–DRGs and we 
believe that it is important to include 
the Pre-MDC category as part of our 
comprehensive review. 

Comment: Commenters agreed with 
CMS’ proposal to modify the GROUPER 
logic for MS–DRG 652 (Kidney 
Transplant) to allow the presence of a 
procedure code describing 

VerDate Sep<11>2014 22:38 Sep 17, 2020 Jkt 250001 PO 00000 Frm 00075 Fmt 4701 Sfmt 4700 E:\FR\FM\18SER2.SGM 18SER2 E
R

18
S

E
20

.0
56

<
/G

P
H

>

jb
el

l o
n 

D
S

K
JL

S
W

7X
2P

R
O

D
 w

ith
 R

U
LE

S
2



58506 Federal Register / Vol. 85, No. 182 / Friday, September 18, 2020 / Rules and Regulations 

transplantation of the kidney to 
determine the MS–DRG assignment 
independent of the MDC. A commenter 
also stated they agreed that CMS should 
consider having the resource-intensive 
procedures currently assigned to the 
Pre-MDC MS–DRGs determine 
assignment to MS–DRGs with the 
ultimate goal of perhaps being able to 
eliminate the Pre-MDC category 
entirely. 

Response: We appreciate the 
commenters’ support of the proposal 
and CMS’ plan to include the Pre-MDC 
category as part of our comprehensive, 
systematic review of the ICD–10–PCS 
procedure codes. After consideration of 
the public comments we received, we 
are finalizing the proposal to modify the 

GROUPER logic for MS–DRG 652 to 
allow the presence of a procedure code 
describing transplantation of the kidney 
to determine the MS–DRG assignment 
independent of the MDC of the 
principal diagnosis except in the two 
instances noted above. 

We stated in the proposed rule, in 
response to the request for a severity 
level split, since the request to designate 
kidney transplants as a Pre-MDC MS– 
DRG did not involve a revision of the 
existing GROUPER logic for MS–DRG 
652, we applied the five criteria as 
described in section II.E.1.b. of the 
preamble of this final rule to determine 
if it would be appropriate to subdivide 
cases currently assigned to MS–DRG 
652 into severity levels. This analysis 

includes 2 years of MedPAR claims data 
to compare the data results from 1 year 
to the next to avoid making 
determinations about whether 
additional severity levels are warranted 
based on an isolated year’s data 
fluctuation and also, to validate that the 
established severity levels within a base 
MS–DRG are supported. Therefore, we 
reviewed the claims data for base MS– 
DRG 652 using the September 2018 
update of the FY 2018 MedPAR file and 
the September 2019 update of the FY 
2019 MedPAR file, which were used in 
our analysis of claims data for MS–DRG 
reclassification requests for FY 2020 and 
FY 2021. Our findings are shown in the 
table: 

We applied the criteria to create 
subgroups for the three-way severity 
level split. As discussed in section 
II.D.1.b. of the proposed rule and 
section II.E.1.b. of this final rule, we 
proposed, and are finalizing, the 
expansion of the previously listed 
criteria to also include the NonCC 
group. We found that the criterion that 
there be at least a 20% difference in 
average costs between subgroups failed 
for the average costs between the MCC 
and CC subgroups based on the data in 
both the FY 2018 and FY 2019 MedPAR 
files. The criterion that there be at least 
500 cases for each subgroup also was 
not met, as shown in the table for both 
years. Specifically, for the ‘‘with MCC’’, 
‘‘with CC’’, and ‘‘without CC/MCC’’ 
split, there were only 356 cases in the 
‘‘without CC/MCC’’ subgroup based on 
the data in the FY 2019 MedPAR file 
and only 464 cases in the ‘‘without CC/ 
MCC’’ subgroup based on the data in the 
FY 2018 MedPAR file. We then applied 
the criteria to create subgroups for the 
two-way severity level splits and found 
that the criterion that there be at least 
a 20 percent difference in average costs 
between the ‘‘with MCC’’ subgroup and 
the ‘‘without MCC’’ group failed for 
both years. The criterion that there be at 
least a 3-percent reduction in cost 

variance between the ‘‘with CC/MCC’’ 
and ‘‘without CC/MCC’’ subgroups also 
failed for both years, indicating that the 
current base MS–DRG 652 maintains the 
overall accuracy of the IPPS payment 
system. The claims data do not support 
a three-way or a two-way severity level 
split for MS–DRG 652, therefore for FY 
2021, we did not propose to subdivide 
MS–DRG 652 into severity levels. 

Comment: A commenter supported 
our proposal and expressed 
appreciation for CMS’s examination of 
the GROUPER logic for DRG 652. 

Response: We appreciate the 
commenters’ support. 

After consideration of public 
comments, we are finalizing the 
proposal to not subdivide MS–DRG 652 
into severity levels. We refer the reader 
to section II.E.1.b. of this final rule for 
the comments regarding our proposal to 
expand the previously listed subgroup 
criteria to also include the NonCC 
group, as well as our finalization of that 
proposal. 

As discussed in the proposed rule and 
earlier in this section we received two 
separate but related requests. The 
second request was that a new MS–DRG 
be created for kidney transplant cases 
where the patient received dialysis 
during the inpatient stay and after the 
date of the transplant. According to the 

requestor, transplant hospitals incur 
higher costs related to post-transplant 
care of patients who receive kidneys 
from ‘‘medically complex donors’’ 
(defined by the requestor as coming 
from organ donors over aged 60 and 
donors after circulatory death). The 
requestor also stated that their research 
indicated that studies consistently 
identified organ donors over the age of 
60 and donors after circulatory death as 
the most significant areas for growth in 
increasing the number of organ 
transplantations, but this growth is 
hampered by the underutilization of 
these types of organs. The requestor 
performed its own data analysis and 
stated that total standardized costs were 
32 percent higher for cases where the 
beneficiary received dialysis during the 
inpatient stay and after the date of 
transplant compared to all other kidney 
transplant cases currently in MS–DRG 
652 (Kidney Transplant), with the 
additional costs serving as a 
disincentive to the use of viable kidneys 
for donation. The requestor asserted that 
this financially disadvantages transplant 
centers from using such organs, 
contributing to the kidney discard rate. 

The following ICD–10–PCS procedure 
codes identify the performance of 
hemodialysis. 
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We stated that we acknowledged that 
the request was to review the costs of 
dialysis performed after kidney 
transplantation during the same 
inpatient admission, however our 
clinical advisors pointed out, that while 
not routine, it is not uncommon for a 
patient to require dialysis while 
admitted for kidney transplantation 

before the procedure is performed due 
to factors related to the availability of 
the organ, nor is it uncommon for a 
kidney that has been removed from the 
donor, transported, and then implanted 
to require dialysis before it returns to 
optimal function. Therefore, we 
examined claims data from the 
September 2019 update of the FY 2019 

MedPAR file for all cases in MS–DRG 
652 and compared the results to cases 
representing kidney transplantation 
with dialysis performed during the same 
inpatient admission either before or 
after the date of kidney transplantation. 
The following table shows our findings: 

As shown by the table, for MS–DRG 
652, we identified a total of 11,324 
cases, with an average length of stay of 
6.0 days and average costs of $25,424. 
Of the 11,324 cases in MS–DRG 652, 
there were 3,254 cases describing the 
performance of hemodialysis in an 
admission where the patient received a 
kidney transplant with an average 
length of stay of 7.6 days and average 
costs of $30,606. Our clinical advisors 
noted that the average length of stay and 

average costs of cases in MS–DRG 652 
describing the performance of 
hemodialysis in an admission where the 
patient received a kidney transplant 
were higher than the average length of 
stay and average costs for all cases in 
the same MS–DRG. 

We stated in further analyzing this 
issue, noting that patients can require a 
simultaneous pancreas/kidney 
transplant procedure, we also examined 
claims data from the September 2019 

update of the FY 2019 MedPAR file for 
all cases in Pre-MDC MS–DRG 008 
(Simultaneous Pancreas/Kidney 
Transplant) and compared the results to 
cases representing simultaneous 
pancreas/kidney transplantation with 
dialysis performed during the same 
inpatient admission either before or 
after the date of kidney transplantation. 
The following table shows our findings: 

As shown by the table, for Pre-MDC 
MS–DRG 008, we identified a total of 
374 cases, with an average length of stay 
of 10.9 days and average costs of 
$41,926. Of the 374 cases in Pre-MDC 
MS–DRG 008, there were 84 cases 
describing the performance of 
hemodialysis during an admission 
where the patient received a 
simultaneous pancreas/kidney 

transplant with an average length of stay 
of 13.4 days and average costs of 
$49,001. We stated our clinical advisors 
again noted that the average length of 
stay and average costs of cases in Pre- 
MDC MS–DRG 008 describing the 
performance of hemodialysis during an 
admission where the patient received a 
simultaneous pancreas/kidney 
transplant were higher than the average 

length of stay and average costs for all 
cases in the same Pre-MDC MS–DRG. 

In the proposed rule, we stated our 
clinical advisors believe that these 
hemodialysis procedures either 
performed before or after kidney 
transplant or before or after 
simultaneous pancreas/kidney 
transplant contribute to increased 
resource consumption for these 
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transplant patients. While there is not a 
large number of cases describing a 
simultaneous pancreas/kidney 
transplant with hemodialysis 
procedures either performed before or 
after transplant represented in the 
Medicare data, and we generally prefer 
not to create a new MS–DRG unless it 
would include a substantial number of 
cases, we stated we believe creating 
separate MS–DRGs for these cases 
would appropriately address the 
differential in resource consumption 

consistent with the President’s 
Executive Order on Advancing 
American Kidney Health (see https://
www.whitehouse.gov/presidential- 
actions/executive-order-advancing- 
american-kidney-health/). For these 
reasons, we proposed to create new MS– 
DRGs for the performance of 
hemodialysis during an admission 
where the patient received a kidney 
transplant or simultaneous pancreas/ 
kidney transplant. 

As stated in the proposed rule, to 
compare and analyze the impact of our 

suggested modifications, we ran a 
simulation using the Version 37 ICD–10 
MS–DRG GROUPER and the claims data 
from the September 2019 update of the 
FY 2019 MedPAR file. The following 
table reflects our findings for all 3,254 
cases representing kidney 
transplantation with dialysis performed 
during the same inpatient admission 
either before or after the date of kidney 
transplantation with a two-way severity 
level split. 

As shown in the table, there was a 
total of 2,195 cases for the kidney 
transplant with hemodialysis with MCC 
subgroup, with an average length of stay 
of 8.0 days and average costs of $32,360. 
There was a total of 1,059 cases for the 
kidney transplant with hemodialysis 
without MCC subgroup, with an average 
length of stay of 6.8 days and average 
costs of $26,972. We applied the criteria 
to create subgroups for the two-way 
severity level split for the proposed MS– 
DRGs, including our expansion of the 
criteria to also include the nonCC group, 
and found that all five criteria were met. 
For the proposed MS–DRGs, there is (1) 
at least 500 cases in the MCC subgroup 
and in the without MCC subgroup; (2) 
at least 5 percent of the cases are in the 
MCC subgroup and in the without MCC 
subgroup; (3) at least a 20 percent 
difference in average costs between the 
MCC subgroup and the without MCC 
subgroup; (4) at least a $2,000 difference 
in average costs between the MCC 
subgroup and the without MCC 
subgroup; and (5) at least a 3-percent 
reduction in cost variance, indicating 
that the proposed severity level splits 
increase the explanatory power of the 
base MS–DRG in capturing differences 
in expected cost between the proposed 
MS–DRG severity level splits by at least 
3 percent and thus improve the overall 
accuracy of the IPPS payment system. 

For the cases describing the 
performance of hemodialysis during an 
admission where the patient received a 
simultaneous pancreas/kidney 

transplant, we identified a total of 84 
cases, so the criterion that there are at 
least 500 or more cases in any subgroup 
could not be met. Therefore, for FY 
2021, we did not propose to subdivide 
the proposed new Pre-MDC MS–DRG 
for the performance of hemodialysis in 
an admission where the patient received 
a simultaneous pancreas/kidney 
transplant into severity levels. 

In summary, in the FY 2021 proposed 
rule, taking into consideration that it 
clinically requires greater resources to 
perform hemodialysis during an 
admission where the patient received a 
kidney or simultaneous pancreas/ 
kidney transplant, we proposed to 
create a new Pre-MDC MS–DRG for 
cases describing the performance of 
hemodialysis during an admission 
where the patient received a 
simultaneous pancreas/kidney 
transplant. We also proposed to create 
two new MS–DRGs with a two-way 
severity level split for cases describing 
the performance of hemodialysis in an 
admission where the patient received a 
kidney transplant in MDC 11. These 
proposed new MS–DRGs are new Pre- 
MDC MS–DRG 019 (Simultaneous 
Pancreas/Kidney Transplant with 
Hemodialysis), new MS–DRG 650 
(Kidney Transplant with Hemodialysis 
with MCC) and new MS–DRG 651 
(Kidney Transplant with Hemodialysis 
without MCC). We proposed to add the 
procedure codes from current Pre-MDC 
MS–DRG 008 to the proposed new Pre- 
MDC MS–DRG 019 with the procedure 

codes describing a hemodialysis 
procedure. Similarly, we also proposed 
to add the procedure codes from current 
MS–DRG 652 to the proposed new MS– 
DRGs 650 and 651 with the procedure 
codes describing a hemodialysis 
procedure. In the proposed rule, we 
noted that the procedure codes 
describing hemodialysis procedures are 
designated as non-O.R. procedures, 
therefore, as part of the logic for these 
proposed new MS–DRGs, we also 
proposed to designate these codes as 
non-O.R. procedures affecting the MS– 
DRG. 

Comment: Many commenters 
supported CMS’ proposal. Commenters 
stated that the establishment of new 
MS–DRGs for kidney and simultaneous 
pancreas/kidney transplants with 
hemodialysis will increase the number 
of viable kidneys for transplantation and 
decrease the kidney discard rate by 
reducing the financial disincentive for 
using kidneys from medically complex 
donors. A few commenters stated they 
appreciate CMS’ recognition of the 
higher cost involved in these cases and 
the effort to make kidney transplant 
services more accessible by aligning 
payment rates with the relative cost of 
services for kidney transplants. A 
commenter stated the proposed creation 
of two new MS–DRGs for kidney 
transplant cases with hemodialysis— 
one for cases with major complications 
and comorbidities (MCC) and one for 
cases without MCC, strengthens 
transplant programs and increases 

VerDate Sep<11>2014 22:38 Sep 17, 2020 Jkt 250001 PO 00000 Frm 00078 Fmt 4701 Sfmt 4700 E:\FR\FM\18SER2.SGM 18SER2 E
R

18
S

E
20

.0
61

<
/G

P
H

>

jb
el

l o
n 

D
S

K
JL

S
W

7X
2P

R
O

D
 w

ith
 R

U
LE

S
2

https://www.whitehouse.gov/presidential-actions/executive-order-advancing-american-kidney-health/
https://www.whitehouse.gov/presidential-actions/executive-order-advancing-american-kidney-health/
https://www.whitehouse.gov/presidential-actions/executive-order-advancing-american-kidney-health/


58509 Federal Register / Vol. 85, No. 182 / Friday, September 18, 2020 / Rules and Regulations 

patient access to this vital medical 
service. Another commenter stated the 
inclusion of a MCC subgroup for kidney 
transplant with hemodialysis is vital 
given the documented increase in the 
complexity of transplant patients. One 
commenter specifically stated they 
strongly support efforts to ensure that 
kidney transplant MS–DRGs better 
reflect the cost of all associated care. 

Response: We appreciate the 
commenters’ support. 

Comment: A few commenters 
opposed this proposal. One commenter 
stated they are concerned that the 
proposal would decrease Medicare 
payment for all kidney transplants not 
requiring post-transplant dialysis and 
were against including components in 
the proposal that would result in a 
reduction in inpatient payment for 
kidney transplant in any category. 
Another commenter stated they were 
concerned that CMS will extract money 
from existing MS–DRG 652 and Pre- 
MDC MS–DRG 008 to pay for the 
proposed new MS–DRGs. A different 
commenter stated their facility has a 
low volume of admissions with both 
hemodialysis and kidney transplant 
performed, with only approximately 21 
out of a total of 110 kidney transplants 
having such a combination, and 
therefore would be adversely affected 
should this proposal be finalized. 

Response: We appreciate the 
commenters’ concerns, however as we 
have stated in prior rulemaking, the 
MS–DRGs are a classification system 
intended to group together those 
diagnoses and procedures with similar 
clinical characteristics and utilization of 
resources. We continue to believe that 
consistent with this classification 
system, the proposed new MS–DRGs 
would improve clinical coherence while 
appropriately addressing the differential 
in resource consumption for cases 
where hemodialysis is performed during 
an admission where the patient receives 
a kidney or simultaneous pancreas/ 
kidney transplant. Each year, we 
calculate the relative weights by 
dividing the average cost for cases 
within each MS–DRG by the average 
cost for cases across all MS–DRGs. It is 
to be expected that when MS–DRGs are 
restructured, resulting in a different 
case-mix within the new MS–DRGs, the 
relative weights of the MS–DRGs will 
change as a result. We refer readers to 
section II.E.2. of the preamble of this 

final rule for a discussion of the relative 
weight calculations. 

Therefore, after consideration of the 
public comments received, and for the 
reasons stated above, we are finalizing 
our proposal to create new Pre-MDC 
MS–DRG 019 (Simultaneous Pancreas/ 
Kidney Transplant with Hemodialysis) 
for cases describing the performance of 
hemodialysis during an admission 
where the patient received a 
simultaneous pancreas/kidney 
transplant. We are also finalizing our 
proposal to create new MS–DRG 650 
(Kidney Transplant with Hemodialysis 
with MCC) and new MS–DRG 651 
(Kidney Transplant with Hemodialysis 
without MCC) for cases describing the 
performance of hemodialysis in an 
admission where the patient received a 
kidney transplant in MDC 11. 
Accordingly, we are also finalizing our 
proposal to designate procedure codes 
5A1D70Z, 5A1D80Z, and 5A1D90Z that 
describe hemodialysis as non-O.R. 
procedures affecting the MS–DRG. 

The diagram illustrates how the MS– 
DRG logic for Kidney Transplants will 
function. The diagram (Diagram 1.), 
which is the same Diagram 1 included 
in the proposed rule, begins by asking 
if the criteria for a Pre-MDC MS–DRG is 
met. If yes, the logic asks if the criteria 
for Pre-MDC MS–DRGs 018, 001–006, 
014 or 007 is met. If yes, the logic 
directs the case to either Pre-MDC MS– 
DRG 018, 001–006, 014 or 007 based on 
the principal diagnosis and/or 
procedures reported. If no, the logic asks 
if there is a simultaneous pancreas/ 
kidney transplant with a qualifying 
diagnosis reported on the claim. If no, 
the logic directs the case to either Pre- 
MDC MS–DRGs 016, 017, or 010–013 
based on the principal diagnosis and/or 
procedures reported. If yes, the logic 
asks if there was a hemodialysis 
procedure reported on the claim. If yes, 
the logic assigns the case to new Pre- 
MDC MS–DRG 019 (Simultaneous 
Pancreas/Kidney Transplant with 
Hemodialysis). If no, the logic assigns 
the case to existing Pre-MDC MS–DRG 
008 (Simultaneous Pancreas/Kidney 
Transplant). 

If the criteria for a Pre-MDC MS–DRG 
were not met at the first step, the 
GROUPER logic asks if there was a 
principal diagnosis of trauma and at 
least two significant traumas of different 
body sites. If yes, the logic directs the 
case to the appropriate MS–DRG in 

MDC 24 based on the principal 
diagnosis and procedures reported. If 
no, the logic asks if there was either a 
principal diagnosis of HIV infection or 
a secondary diagnosis of HIV infection 
with a principal diagnosis of a 
significant HIV related condition. If yes, 
the logic directs the case to the 
appropriate MS–DRG in MDC 25 based 
on the principal diagnosis and 
procedures reported. If no, the logic asks 
if there is kidney transplant procedure 
reported on the claim. If no, the logic 
directs the case to the appropriate MDC 
and MS–DRG based on the principal 
diagnosis and procedures reported. If 
yes, the logic asks if there was a 
hemodialysis procedure reported on the 
claim. If yes, the logic assigns the case 
to new MS–DRGs 650 or 651 (Kidney 
Transplant with Hemodialysis with 
MCC or without MCC, respectively). If 
no, the logic assigns the case to existing 
MS–DRG 652 (Kidney Transplant). 

We also received public comments 
regarding a number of kidney and 
hemodialysis related MS–DRG issues 
that were outside the scope of the 
proposals included in the FY 2021 
IPPS/LTCH PPS proposed rule. These 
comments were as follows: 

• One commenter requested that CMS 
establish a new MS–DRG for 
Continuous Renal Replacement Therapy 
(CRRT). 

• One commenter requested that CMS 
review other transplant cases that end 
up in MS–DRGs 981 through 983 for 
reassignment to a more appropriate MS– 
DRG. 

• Two commenters requested that 
CMS evaluate and make modifications 
to any MS–DRG related to the delivery 
of dialysis. 

Because we consider these public 
comments to be outside the scope of the 
proposed rule, we are not addressing 
them in this final rule. As stated in 
section II.E.1.b. of the preamble of this 
final rule, we encourage individuals 
with comments about MS–DRG 
classification to submit these comments 
no later than November 1, 2020 so that 
they can be considered for possible 
inclusion in the annual proposed rule. 
We will consider these public 
comments for possible proposals in 
future rulemaking as part of our annual 
review process. 
BILLING CODE 4120–01–P 
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b. Addition of Diagnoses to Other 
Kidney and Urinary Tract Procedures 
Logic 

As discussed in the FY 2021 IPPS/ 
LTCH PPS proposed rule (85 FR 32519), 
we received a request to add 29 ICD–10– 
CM diagnosis codes to the list of 

principal diagnoses assigned to MS– 
DRGs 673, 674, and 675 (Other Kidney 
and Urinary Tract Procedures with 
MCC, with CC, and without CC/MCC, 
respectively) in MDC 11 (Diseases and 
Disorders of the Kidney and Urinary 
Tract) when reported with procedure 

codes describing the insertion of totally 
implantable vascular access devices 
(TIVADs) and tunneled vascular access 
devices. The list of 29 ICD–10–CM 
diagnosis codes submitted by the 
requestor, as well as their current MDC 
assignments, are found in the table: 

BILLING CODE 4120–01–C 

The requestor stated that by adding 
the codes listed, cases reporting 
principal diagnosis codes describing 
complications of dialysis access sites 
and principal diagnosis codes 
describing kidney disease in the setting 
of diabetes or hypertension, would 
group to MS–DRGs 673, 674, and 675 
when a TIVAD or tunneled vascular 
access device is inserted. The requestor 
stated that patients who have kidney 
transplant complications or dialysis 
catheter complications typically also 
have chronic kidney disease, end stage 
renal disease (ESRD) or resolving acute 
tubular necrosis (ATN) but ICD–10–CM 

coding guidelines require a 
complication code to be sequenced first. 
The requester stated that when reporting 
a diagnosis code describing ESRD and 
diabetes, a diabetes code from ICD–10– 
CM Chapter 4 (Endocrine, Nutritional 
and Metabolic Diseases) must be 
sequenced first and when coding ESRD, 
hypertension, and heart failure, the 
combination code I13.2 (Hypertensive 
heart and chronic kidney disease with 
heart failure and with stage 5 chronic 
kidney disease or end stage renal 
disease) must be sequenced first per 
coding guidelines. The requestor 
pointed out that code I13.11 

(Hypertensive heart and chronic kidney 
disease without heart failure with stage 
5 CKD or ESRD) is currently one of the 
qualifying principal diagnoses in MS– 
DRGs 673, 674, and 675 when reported 
with procedure codes describing the 
insertion of TIVADs or tunneled 
vascular access devices; therefore, 
according to the requestor, diagnosis 
code I13.2 should reasonably be added. 

As discussed in the proposed rule, to 
begin our analysis, we reviewed the 
GROUPER logic for MS–DRGs 673, 674, 
and 675 including the special logic in 
MS–DRGs 673, 674, and 675 for certain 
MDC 11 diagnoses reported with 

VerDate Sep<11>2014 22:38 Sep 17, 2020 Jkt 250001 PO 00000 Frm 00081 Fmt 4701 Sfmt 4700 E:\FR\FM\18SER2.SGM 18SER2 E
R

18
S

E
20

.0
63

<
/G

P
H

>

jb
el

l o
n 

D
S

K
JL

S
W

7X
2P

R
O

D
 w

ith
 R

U
LE

S
2



58512 Federal Register / Vol. 85, No. 182 / Friday, September 18, 2020 / Rules and Regulations 

procedure codes for the insertion of 
tunneled or totally implantable vascular 
access devices. As discussed in the FY 
2003 IPPS/LTCH PPS final rule (67 FR 
49993 through 49994), the procedure 
code for the insertion of totally 
implantable vascular access devices was 
added to the GROUPER logic of DRG 
315 (Other Kidney and Urinary Tract 
O.R. Procedures), the predecessor DRG 
of MS–DRGs 673, 674, and 675, when 
combined with principal diagnoses 
specifically describing renal failure, 
recognizing that inserting these devices 
as an inpatient procedure for the 
purposes of hemodialysis can lead to 
higher average charges and longer 
lengths of stay for those cases. 

We next reviewed the 29 ICD–10–CM 
codes submitted by the requestor. In the 
proposed rule, we stated our clinical 
advisors noted that ICD–10–CM 
diagnosis codes E10.21, E11.21, and 
E13.21 describing diabetes mellitus with 
diabetic nephropathy; codes E10.29, 
E11.29, and E13.29 describing diabetes 
mellitus with other diabetic kidney 
complication; T80.211A, T80.212A, and 
T80.218A describing infection due to 
central venous catheters; and codes 
T82.7XXA, T82.818A, T82.828A, 
T82.838A, T82.848A, T82.858A, 
T82.868A, and T82.898A describing 
complications of cardiac and vascular 
prosthetic devices, implants and grafts, 
are not necessarily indicative of a 
patient having renal (kidney) failure 
requiring the insertion of a TIVAD or a 
tunneled vascular access device to allow 
access to the patient’s blood for 
hemodialysis purposes. TIVADs and 
tunneled vascular access devices are 
widely used to provide central venous 
access for the administration of 
intravenous antibiotics, 
chemotherapeutic agents, parenteral 
nutrition and other treatments. They are 
used in a variety of disease groups, and 
in both children and adults. We stated 
in the proposed rule that as such, our 
clinical advisors do not support adding 
these diagnoses to the list of principal 
diagnosis codes in MS–DRG 673, 674, 
and 675 when reported with procedure 
codes describing the insertion of 

TIVADs and tunneled vascular access 
devices. They noted that TIVADs and 
tunneled vascular access devices may be 
inserted for a variety of principal 
diagnoses, and that adding these 17 
diagnoses that are not specific to renal 
failure would not maintain the clinical 
coherence with other cases in this 
subset of cases in MS–DRGs 673, 674, 
and 675. 

We further stated that our clinical 
advisors also did not support adding 
ICD–10–CM diagnosis code I13.2 
(Hypertensive heart and chronic kidney 
disease with heart failure and with stage 
5 chronic kidney disease, or end stage 
renal disease) to the special logic in 
MS–DRGs 673, 674, and 675. As 
discussed previously, code I13.2 is 
assigned to MDC 05 (Diseases and 
Disorders of the Circulatory System). 
Our clinical advisors agreed it would 
not be appropriate to move this 
diagnosis into MDC 11 because it would 
inadvertently cause cases reporting this 
same MDC 05 diagnosis with circulatory 
system procedures to be assigned to an 
unrelated MS–DRG. 

Therefore, for the reasons described 
previously, we did not propose to add 
the following 18 ICD–10–CM codes to 
the list of principal diagnosis codes for 
MS–DRGs 673, 674, and 675 when 
reported with a procedures code 
describing the insertion of a TIVAD or 
a tunneled vascular access device: 
E10.21, E10.29, E11.21, E11.29, E13.21, 
E13.29, I13.2, T80.211A, T80.212A, 
T80.218A, T82.7XXA, T82.818A, 
T82.828A, T82.838A, T82.848A, 
T82.858A, T82.868A, and T82.898A. 

Comment: Commenters supported our 
proposal to not add the 18 ICD–10–CM 
diagnosis codes listed to the special 
logic in MS–DRGs 673, 674, and 675. 
One commenter specifically agreed 
stating these devices may be inserted for 
a variety of diagnoses, and adding 
diagnosis codes that are not specific to 
renal failure would not maintain 
clinical coherence with other cases in 
these MS–DRGs. 

Response: We appreciate the 
commenters’ support. 

After consideration of the public 
comments received, we are finalizing 

our proposal to not add the following 18 
ICD–10–CM codes to the list of 
principal diagnosis codes for MS–DRGs 
673, 674, and 675 when reported with 
a procedures code describing the 
insertion of a TIVAD or a tunneled 
vascular access device: E10.21, E10.29, 
E11.21, E11.29, E13.21, E13.29, I13.2, 
T80.211A, T80.212A, T80.218A, 
T82.7XXA, T82.818A, T82.828A, 
T82.838A, T82.848A, T82.858A, 
T82.868A, and T82.898A. 

We then reviewed the remaining 11 
diagnosis codes submitted by the 
requestor. Codes T82.41XA, T82.42XA, 
T82.43XA and T82.49XA describe 
mechanical complications of vascular 
dialysis catheters. We stated in the 
proposed rule that our clinical advisors 
believe the insertion of TIVADs or 
tunneled vascular access devices for the 
purposes of hemodialysis is clearly 
clinically related to diagnosis codes 
describing a mechanical complication of 
a vascular dialysis catheter and that for 
clinical coherence, these cases should 
be grouped with the subset of cases that 
report the insertion of totally 
implantable vascular access devices or 
tunneled vascular access devices as an 
inpatient procedure for the purposes of 
hemodialysis for renal failure. 

As discussed in the proposed rule, 
codes T82.41XA, T82.42XA, T82.43XA 
and T82.49XA that describe mechanical 
complications of vascular dialysis 
catheters are currently assigned to MDC 
05 and would require reassignment to 
MDC 11 in MS–DRGs 673, 674, and 675 
to group with the subset of cases that 
report the insertion of totally 
implantable vascular access devices or 
tunneled vascular access devices as an 
inpatient procedure for the purposes of 
hemodialysis for renal failure. We 
examined claims data from the 
September 2019 update of the FY 2019 
MedPAR file for all cases reporting 
procedures describing the insertion of 
TIVADs or tunneled vascular access 
devices with a principal diagnosis from 
the T82.4- series in MDC 05 and 
compared this data to cases in MS– 
DRGs 673, 674 and 675. The following 
table shows our findings: 
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As shown in the table, there were 
13,068 cases in MS–DRG 673 with an 
average length of stay of 11 days and 
average costs of $26,528. There were 
1,025 cases reporting a principal 
diagnosis describing a mechanical 
complication of vascular dialysis 
catheter, with a secondary diagnosis of 
MCC, and a procedure code for the 
insertion of a TIVAD or tunneled 
vascular access device with an average 
length of stay of 4.6 days and average 
costs of $14,882. There were 6,592 cases 
in MS–DRG 674 with an average length 
of stay of 7.6 days and average costs of 
$17,491. There were two cases reporting 
a principal diagnosis describing a 
mechanical complication of vascular 
dialysis catheter, with a secondary 
diagnosis of CC, and a procedure code 
for the insertion of a TIVAD or tunneled 
vascular access device with an average 
length of stay of 6 days and average 
costs of $15,016. There were 437 cases 
in MS–DRG 675 with an average length 
of stay of 3.4 days and average costs of 
$12,506. There was one case reporting a 
principal diagnosis describing a 
mechanical complication of vascular 
dialysis catheter, without a secondary 
diagnosis of CC or MCC, and a 
procedure code for the insertion of a 
TIVAD or tunneled vascular access 
device with a length of stay of 3 days 
and costs of $9,317. Our clinical 
advisors noted that the average length of 

stay and average costs of cases reporting 
a diagnosis describing a mechanical 
complication of a vascular dialysis 
catheter and the insertion of a TIVAD or 
a tunneled vascular access device are 
lower than for all cases in MS–DRGs 
673, 674, and 675, respectively. 

For the reasons discussed, we stated 
in the proposed rule that our clinical 
advisors believe that it is clinically 
appropriate for the four ICD–10–CM 
diagnosis codes describing a mechanical 
complication of a vascular dialysis 
catheter to group to the subset of 
GROUPER logic that recognizes the 
insertion of totally implantable vascular 
access devices or tunneled vascular 
access devices as an inpatient procedure 
for the purposes of hemodialysis. 
Therefore, we proposed to reassign ICD– 
10–CM diagnosis codes T82.41XA, 
T82.42XA, T82.43XA, and T82.49XA 
from MDC 05 in MS–DRGs 314, 315, 
and 316 (Other Circulatory System 
Diagnoses with MCC, with CC, and 
without CC/MCC, respectively) to MDC 
11 (Diseases and Disorders of the 
Kidney and Urinary Tract) assigned to 
MS–DRGs 673, 674, and 675 (Other 
Kidney and Urinary Tract Procedures 
with MCC, with CC, and without CC/ 
MCC, respectively) and 698, 699, and 
700 (Other Kidney and Urinary Tract 
Diagnoses with MCC, with CC, and 
without CC/MCC, respectively). 

Comment: One commenter questioned 
the rationale as to the extent totally 
implantable vascular access devices 
(TIVADs) are considered ‘‘kidney and 
urinary tract procedures’’ when placed 
to address a condition assigned to MDC 
05. 

Response: We appreciate the 
commenters’ concern. 

As discussed in the proposed rule, the 
procedure code for the insertion of 
totally implantable vascular access 
devices was originally added to the 
GROUPER logic of DRG 315 (Other 
Kidney and Urinary Tract O.R. 
Procedures), the predecessor DRG of 
MS–DRGs 673, 674, and 675, when 
combined with principal diagnoses 
specifically describing renal failure, 
recognizing that these devices are 
inserted as an inpatient procedure for 
the purposes of hemodialysis. Our 
clinical advisors believe the four ICD– 
10–CM diagnosis codes describing a 
mechanical complication of a vascular 
dialysis catheter are clearly clinically 
related to diagnosis codes that describe 
renal failure because the complicated 
vascular dialysis catheter described by 
these diagnosis codes would not be in 
place if hemodialysis was not indicated. 
Therefore, our clinical advisors believe 
that it is clinically appropriate for the 
four ICD–10–CM diagnosis codes 
describing a mechanical complication of 
a vascular dialysis catheter to group to 

VerDate Sep<11>2014 22:38 Sep 17, 2020 Jkt 250001 PO 00000 Frm 00083 Fmt 4701 Sfmt 4700 E:\FR\FM\18SER2.SGM 18SER2 E
R

18
S

E
20

.0
64

<
/G

P
H

>

jb
el

l o
n 

D
S

K
JL

S
W

7X
2P

R
O

D
 w

ith
 R

U
LE

S
2



58514 Federal Register / Vol. 85, No. 182 / Friday, September 18, 2020 / Rules and Regulations 

the subset of GROUPER logic that 
recognizes the insertion of totally 
implantable vascular access devices or 
tunneled vascular access devices as an 
inpatient procedure for the purposes of 
hemodialysis. 

Comment: Other commenters 
supported the reassignment of diagnosis 
codes describing a mechanical 
complication of a vascular dialysis 
catheter to MS–DRGs 673, 674, and 675 
(Other Kidney and Urinary Tract 
Procedures with MCC, with CC, and 
without CC/MCC, respectively) and 698, 
699, and 700 (Other Kidney and Urinary 
Tract Diagnoses with MCC, with CC, 
and without CC/MCC, respectively) in 
MDC 11. 

Response: We appreciate the 
commenters’ support. 

After consideration of the public 
comments received, we are finalizing 
our proposal to reassign ICD–10–CM 
diagnosis codes T82.41XA, T82.42XA, 
T82.43XA, and T82.49XA from MDC 05 
in MS–DRGs 314, 315, and 316 (Other 
Circulatory System Diagnoses with 
MCC, with CC, and without CC/MCC, 
respectively) to MDC 11 (Diseases and 
Disorders of the Kidney and Urinary 
Tract) assigned to MS–DRGs 673, 674, 
and 675 (Other Kidney and Urinary 
Tract Procedures with MCC, with CC, 
and without CC/MCC, respectively) and 
698, 699, and 700 (Other Kidney and 
Urinary Tract Diagnoses with MCC, 
with CC, and without CC/MCC, 
respectively) under the ICD–10 MS– 
DRGs Version 38, effective October 1, 
2020. 

In reviewing ICD–10–CM codes 
E10.22, E11.22, and E13.22 describing 
diabetes mellitus with diabetic chronic 
kidney disease, we noted that related 
ICD–10–CM diagnosis code E09.22 
(Drug or chemical induced diabetes 
mellitus with diabetic chronic kidney 
disease) is also not included in the 
current list of diagnosis codes included 
in the special logic in MS–DRGs 673, 
674, and 675 for certain MDC 11 
diagnoses reported with procedure 
codes for the insertion of tunneled or 
totally implantable vascular access 
devices, and therefore we included 
E09.22 in our review. ICD–10–CM 
assumes a causal relationship between 
diabetes mellitus and chronic kidney 
disease. According to the ICD–10–CM 
Official Guidelines for Coding and 
Reporting, the word ‘‘with’’ or ‘‘in’’ 

should be interpreted to mean 
‘‘associated with’’ or ‘‘due to’’ when it 
appears in a code title, the Alphabetic 
Index (either under a main term or 
subterm), or an instructional note in the 
Tabular List, meaning these conditions 
should be coded as related even in the 
absence of provider documentation 
explicitly linking them, unless the 
documentation clearly states the 
conditions are unrelated. To code 
diabetic chronic kidney disease in ICD– 
10–CM, instructional notes direct to 
‘‘code first any associated diabetic 
chronic kidney disease’’ (that is, E09.22, 
E10.22, E11.22, and E13.22) with a 
second code from subcategory of N18 
listed after the diabetes code to specify 
the stage of chronic kidney disease. 
Recognizing that coding guidelines 
instruct to code E09.22, E10.22, E11.22, 
and E13.22 before codes that specify the 
stage of chronic kidney disease, our 
clinical advisors recommended adding 
diabetic codes E09.22, E10.22, E11.22, 
and E13.22 when reported with a 
secondary diagnosis of either N18.5 
Chronic kidney disease, stage 5) or 
N18.6 (End stage renal disease) to the 
special logic in MS–DRGs 673, 674, and 
675 since these diagnosis code 
combinations describe an indication 
that could require the insertion of a 
totally implantable vascular access 
device or a tunneled vascular access 
device to allow access to the patient’s 
blood for hemodialysis purposes. 

ICD–10–CM codes T86.11, T86.12, 
T86.13, and T86.19 describe 
complications of kidney transplant and 
are currently assigned to MDC 11. We 
stated our clinical advisors believe these 
diagnoses are also indications for 
hemodialysis and these cases represent 
a distinct, recognizable clinical group 
similar to those cases in the subset of 
cases assigned to the special logic in 
MS–DRGs 673, 674, and 675 when 
reported with procedure codes 
describing the insertion of totally 
implantable vascular access devices or 
tunneled vascular access devices for 
hemodialysis. 

To summarize, we proposed to add 
ICD–10–CM codes E09.22, E10.22, 
E11.22, and E13.22, when reported with 
a secondary diagnosis of N18.5 or 
N18.6, to the list of principal diagnosis 
codes in the subset of GROUPER logic 
in MS–DRGs 673, 674, and 675 that 
recognizes the insertion of totally 

implantable vascular access devices or 
tunneled vascular access devices as an 
inpatient procedure for the purposes of 
hemodialysis. We also proposed to add 
ICD–10–CM codes T86.11, T86.12, 
T86.13, and T86.19 to the list of 
principal diagnosis codes in this subset 
of GROUPER logic in MS–DRGs 673, 
674, and 675. 

Comment: Commenters supported our 
proposal to add ICD–10–CM codes 
E09.22, E10.22, E11.22, and E13.22, 
when reported with a secondary 
diagnosis of N18.5 or N18.6, to the list 
of principal diagnosis codes in the 
subset of GROUPER logic in MS–DRGs 
673, 674, and 675. The commenters 
stated they agreed that these diagnosis 
code combinations describe an 
indication that could require the 
insertion of a totally implantable 
vascular access device or a tunneled 
vascular access device for hemodialysis 
purposes. Commenters also supported 
the addition of ICD–10–CM codes for 
complications of kidney transplant to 
the list of principal diagnosis codes in 
the subset of GROUPER logic in MS– 
DRGs 673, 674, and 675 that recognizes 
the insertion of totally implantable 
vascular access devices or tunneled 
vascular access devices as an inpatient 
procedure for the purposes of 
hemodialysis. 

Response: We appreciate the 
commenters’ support. 

After consideration of the public 
comments received, we are finalizing 
our proposal to add ICD–10–CM codes 
E09.22, E10.22, E11.22, and E13.22, 
when reported with a secondary 
diagnosis of N18.5 or N18.6, to the list 
of principal diagnosis codes in the 
subset of GROUPER logic in MS–DRGs 
673, 674, and 675. We are also finalizing 
our proposal to add ICD–10–CM codes 
T86.11, T86.12, T86.13, and T86.19 to 
the list of principal diagnosis codes in 
this subset of GROUPER logic in MS– 
DRGs 673, 674, and 675. 

Lastly, we reviewed the current list of 
20 MDC 11 diagnoses assigned to the 
special logic in MS–DRGs 673, 674, and 
675 when reported with procedure 
codes for the insertion of tunneled or 
totally implantable vascular access 
devices. The list of MDC 11 diagnosis 
codes currently included in the special 
logic of MS–DRGs 673, 674, and 675 are 
found in the following table: 
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As stated in the proposed rule, our 
clinical advisors pointed out that ICD– 
10–CM codes I12.9, I13.10, N18.1, 
N18.2, N18.3, N18.4, and N18.9 do not 
describe renal failure and they do not 
describe indications that would 
generally require the insertion of totally 
implantable vascular access devices or 
tunneled vascular access devices for the 
purposes of hemodialysis. Our advisors 
noted hemodialysis replicates the 
function of the kidneys. In cases of 
acute kidney failure and anuria, 
hemodialysis is indicated to prevent 
urea and other waste material from 
building up in the blood until the 
kidneys return to normal function. A 
diagnosis of chronic kidney disease 

stages 1 through 4, however, means the 
kidneys still have the ability to filter 
waste and extra fluid out of the blood. 
Dialysis is not often initiated in chronic 
kidney disease until the chronic kidney 
disease progresses to stage 5 or ESRD, 
which is defined as when kidney 
function drops to 15 percent or less. Our 
clinical advisors stated that these seven 
codes do not describe indications 
requiring the insertion of totally 
implantable vascular access devices or 
tunneled vascular access devices for 
hemodialysis and recommended these 
codes be removed from the special logic 
in MS–DRGs 673, 674, and 675. 

We examined claims data from the 
September 2019 update of the FY 2019 

MedPAR file for MS–DRGs 673, 674, 
and 675 for this subset of cases to 
determine if there were any cases that 
reported one of the seven ICD–10–CM 
codes in the special logic of MS–DRGs 
673, 674, and 675 that do not 
necessarily describe indications 
requiring the insertion of totally 
implantable vascular access devices or 
tunneled vascular access devices for 
hemodialysis, the frequency with which 
they were reported and the relative 
resource use as compared with all cases 
assigned to the special logic in MS– 
DRGs 673, 674, and 675. The following 
table shows our findings: 
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As shown by the table, for MS–DRG 
673, we identified a total of 7,391 cases 
assigned to the special logic within this 
MS–DRG with an average length of stay 
of 12.1 days and average costs of 
$28,273. Of these 7,391 cases in the 
subset of MS–DRG 673, there were 34 
cases describing insertion of a TIVAD or 
tunneled vascular access device with a 
principal diagnosis of I12.9, I13.10, 
N18.1, N18.2, N18.3, N18.4, or N18.9 
with an average length of stay of 14.2 
days and average costs of $27,844. For 
MS–DRG 674, we identified a total of 
3,055 cases assigned to the special logic 
within this MS–DRG with an average 
length of stay of 7.8 days and average 
costs of $17,107. Of these 3,055 cases in 
the subset of MS–DRG 674, there were 
30 cases describing insertion of a TIVAD 
or tunneled vascular access device with 
a principal diagnosis of I12.9, I13.10, 
N18.1, N18.2, N18.3, N18.4, or N18.9 
with an average length of stay of 7.2 
days and average costs of $11,227. For 
MS–DRG 675, we identified a total of 58 
cases assigned to the special logic 
within this MS–DRG with an average 
length of stay of 6.1 days and average 
costs of $12,582. Of these 58 cases in the 
subset of MS–DRG 675, there was one 

case describing insertion of a TIVAD or 
tunneled vascular access device with a 
principal diagnosis of I12.9, I13.10, 
N18.1, N18.2, N18.3, N18.4, or N18.9 
with a length of stay of 4 days and costs 
of $6,549. Overall, for MS–DRGs 673, 
674 and 675, there were a relatively 
small number of cases reporting a 
principal diagnosis of I12.9, I13.10, 
N18.1, N18.2, N18.3, N18.4, or N18.9 
and a procedure code describing the 
insertion of a TIVAD or tunneled 
vascular access device demonstrating 
that these conditions are not typically 
addressed by insertion of these devices. 

As stated previously, TIVADs and 
tunneled vascular access devices may be 
inserted for a variety of principal 
diagnoses. We stated in the proposed 
rule that our clinical advisors believe 
that continuing to include these seven 
diagnoses that are not specific to renal 
failure or that do not otherwise describe 
indications requiring the insertion of 
totally implantable vascular access 
devices or tunneled vascular access 
devices for hemodialysis would not 
maintain clinical coherence with other 
cases in this subset of cases in MS– 
DRGs 673, 674, and 675. Therefore, for 
the reasons stated, we proposed to 

remove ICD–10–CM codes I12.9, I13.10, 
N18.1, N18.2, N18.3, N18.4, and N18.9 
from the subset of GROUPER logic in 
MS–DRGs 673, 674, and 675 that 
recognizes the insertion of totally 
implantable vascular access devices or 
tunneled vascular access devices as an 
inpatient procedure for the purposes of 
hemodialysis. 

Comment: One commenter expressed 
concerns about the proposal and did not 
fully agree with this change. This 
commenter described a scenario in 
which a patient with stage 3 chronic 
kidney disease develops acute kidney 
failure and has totally implantable 
vascular access device inserted for the 
purpose of hemodialysis during an 
inpatient hospitalization. The 
commenter questioned if this scenario 
would qualify for the subset of 
GROUPER logic in MS–DRGs 673, 674, 
and 675 that recognizes the insertion of 
totally implantable vascular access 
devices or tunneled vascular access 
devices as an inpatient procedure for 
the purposes of hemodialysis. 

Response: We appreciate the 
commenter’s concern. 

As discussed in the proposed rule, 
ICD–10–CM diagnosis codes N17.0, 
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N17.1 N17.2, N17.8 and N17.9 which 
describe acute kidney failure are 
currently included in the special logic 
of MS–DRGs 673, 674, and 675. These 
codes were not listed in the seven codes 
proposed to be removed. In the 
hypothetical scenario described by the 
commenter, the case would qualify for 
the subset of GROUPER logic in MS– 
DRGs 673, 674, and 675 that recognizes 
the insertion of totally implantable 
vascular access devices or tunneled 
vascular access devices as long as the 
diagnosis of acute kidney failure met the 
definition of principal diagnosis. We 
encourage the commenter to review the 
Official ICD–10–CM Coding Guidelines, 
which can be found on the CDC website 
at: http://www.cdc.gov/nchs/icd/ 
icd10.htm. 

Comment: Other commenters 
supported our proposal and stated they 
agreed that the seven ICD–10–CM codes 
that do not describe renal failure or 
indications that would generally require 
the insertion of totally implantable 
vascular access devices for the purpose 
of hemodialysis should be removed 
from the special logic in MS–DRGs 673, 
674, and 675. 

Response: We appreciate the 
commenters’ support. 

After consideration of the public 
comments received, we are finalizing 
our proposal to remove ICD–10–CM 
codes I12.9, I13.10, N18.1, N18.2, N18.3, 
N18.4, and N18.9 from the subset of 
GROUPER logic in MS–DRGs 673, 674, 
and 675 that recognizes the insertion of 
totally implantable vascular access 
devices or tunneled vascular access 
devices as an inpatient procedure for 
the purposes of hemodialysis under the 
ICD–10 MS–DRGs Version 38, effective 
October 1, 2020. 

9. MDC 17 (Myeloproliferative Diseases 
and Disorders, Poorly Differentiated 
Neoplasms): Inferior Vena Cava Filter 
Procedures 

As discussed in the FY 2021 IPPS/ 
LTCH PPS proposed rule (85 FR 32524), 
we received a request to review the 
GROUPER logic in MDC 17. The 
requester stated that cases reporting the 
introduction of a high dose 
chemotherapy agent, or reporting a 
chemotherapy principal diagnosis with 
a secondary diagnosis describing acute 
leukemia, are assigned to medical MS– 
DRGs 837 (Chemotherapy with Acute 
Leukemia as Secondary Diagnosis or 
with High Dose Chemotherapy Agent 
with MCC), MS–DRG 838 

(Chemotherapy with Acute Leukemia as 
Secondary Diagnosis with CC or High 
Dose Chemotherapy Agent), and MS– 
DRG 839 (Chemotherapy with Acute 
Leukemia as Secondary Diagnosis 
without CC/MCC). However, when 
procedure codes describing the 
placement of an inferior vena cava (IVC) 
filter, namely 06H03DZ (Insertion of 
intraluminal device into inferior vena 
cava, percutaneous approach), are also 
reported with the same codes describing 
the introduction of a high dose 
chemotherapy agent or report a 
chemotherapy principal diagnosis with 
a secondary diagnosis describing acute 
leukemia, the cases are assigned to 
surgical MS–DRGs 829 and 830 
(Myeloproliferative Disorders or Poorly 
Differentiated Neoplasms with Other 
Procedure with and without CC/MCC, 
respectively). According to the 
requestor, the additional resources used 
by the hospital to place an IVC filter 
should not result in assignment to 
lower-weighted MS–DRGs. 

As stated in the proposed rule, the 
ICD–10–PCS codes that describe the 
insertion of an infusion device or the 
insertion of an intraluminal device into 
the inferior vena cava are listed in the 
following table. 

We stated our analysis of this 
grouping issue confirmed that, when 
procedure code 06H03DZ (Insertion of 
intraluminal device into inferior vena 
cava, percutaneous approach) is 
reported with a procedure code 
describing the introduction of a high 
dose chemotherapy agent, or when it is 
reported with a chemotherapy principal 
diagnosis code with a secondary 
diagnosis code describing acute 

leukemia, these cases group to surgical 
MS–DRGs 829 and 830. ICD–10–PCS 
procedure code 06H03DZ identifies the 
placement of an IVC filter and is 
designated as an extensive O.R. 
procedure for purposes of MS–DRG 
assignment. We then examined the 
GROUPER logic for medical MS–DRGs 
837, 838 and 839. The GROUPER logic 
for MS–DRGs 837, 838, and 839 is 
defined by a principal diagnosis of 

chemotherapy identified with ICD–10– 
CM diagnosis codes Z08 (Encounter for 
follow-up examination after completed 
treatment for malignant neoplasm), 
Z51.11 (Encounter for antineoplastic 
chemotherapy) or Z51.112 (Encounter 
for antineoplastic immunotherapy) 
along with a secondary diagnosis of 
acute leukemia or a procedure code for 
the introduction of a high dose 
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chemotherapy agent as reflected in the 
logic table: 

We refer the reader to the ICD–10 MS- 
DRG Version 37 Definitions Manual 
(which is available via the internet on 
the CMS website at: https://
www.cms.gov/Medicare/Medicare-Fee- 
for-Service-Payment/ 
AcuteInpatientPPS/MS–DRG- 
Classifications-and-Software for 

complete documentation of the 
GROUPER logic for the listed MS–DRGs. 

We examined claims data from the 
September 2019 update of the FY 2019 
MedPAR file for all cases in MS–DRGs 
829 and 830 and for cases reporting the 
insertion of an IVC filter (procedure 
codes 06H00DZ, 06H03DZ, and 

06H04DZ) with a procedure code 
describing the introduction of a high 
dose chemotherapy agent, or with a 
chemotherapy principal diagnosis code 
with a secondary diagnosis code 
describing acute leukemia. Our findings 
are shown in the following table. 

As shown in the table, there were a 
total of 1,697 cases with an average 
length of stay of 9.2 days and average 
costs of $24,188 in MS–DRG 829. Of 
those 1,697 cases, there were 18 cases 
reporting procedure code 06H03DZ with 
a procedure code describing the 
introduction of a high dose 
chemotherapy agent, or with a 
chemotherapy principal diagnosis code 

with a secondary diagnosis code 
describing acute leukemia with an 
average length of stay of 25.6 days and 
average costs of $83,861. We noted that 
there were no cases reporting procedure 
codes 06H00DZ or 06H04DZ. For MS– 
DRG 830, there were a total of 311 cases 
with an average length of stay of 2.9 
days and average costs of $10,885. We 
found zero cases in MS–DRG 830 

reporting a procedure code for the 
insertion of an IVC filter with a 
procedure code describing the 
introduction of a high dose 
chemotherapy agent, or with a 
chemotherapy principal diagnosis code 
with a secondary diagnosis code 
describing acute leukemia. Based on the 
claims data, the cases reporting 
procedure code 06H03DZ with a 
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procedure code describing the 
introduction of a high dose 
chemotherapy agent, or with a 
chemotherapy principal diagnosis code 
with a secondary diagnosis code 

describing acute leukemia have higher 
average costs ($83,861 versus $24,188) 
and a longer average length of stay (25.6 
days versus 9.2 days) than all the cases 
in MS–DRG 829. 

We also reviewed the claims data for 
MS–DRGs 837, 838, and 839. Our 
findings are shown in the following 
table. 

As shown in the table, there were a 
total of 1,776 cases with an average 
length of stay of 17 days and average 
costs of $40,667 in MS–DRG 837. There 
were a total of 1,172 cases with an 
average length of stay of 7.3 days and 
average costs of $16,594 in MS–DRG 
838. There were a total of 810 cases with 
an average length of stay of 5 days and 
average costs of $10,994 in MS–DRG 
839. Based on the claims data, the cases 
reporting procedure code 06H03DZ with 
a procedure code describing the 
introduction of a high dose 
chemotherapy agent, or with a 
chemotherapy principal diagnosis code 
with a secondary diagnosis code 
describing acute leukemia again have 
higher average costs ($83,861 versus 
$40,667, $16,594, and $10,994 
respectively) and a longer average 
length of stay (25.6 days versus 17 days, 
7.3 days and 5 days, respectively) than 
all the cases in MS–DRG 837, 838, and 
839. We stated our clinical advisors 
reviewed the claims data and noted 
there were only a small number of cases 
reporting procedure code 06H03DZ with 
a procedure code describing the 
introduction of a high dose 
chemotherapy agent, or with a 
chemotherapy principal diagnosis code 
with a secondary diagnosis code 
describing acute leukemia, and believe 
there may have been other factors 
contributing to the higher costs for these 
cases. Our clinical advisors stated the 
procedure to insert an IVC filter is not 
surgical in nature and recommended 
further analysis. 

We performed further analysis on the 
other ICD–10–PCS codes describing the 
insertion of a device into the inferior 
vena cava to identify if they have a 
similar extensive O.R. designations and 
noted inconsistencies among the O.R. 
and non-O.R. designations. In Version 
37 of the ICD–10 MS–DRGs, ICD–10– 
PCS procedure codes 06H003T, 
06H003Z, 06H033T, 06H033Z, and 
06H043Z identify the insertion of an 

infusion device into the inferior vena 
cava with various approaches and are 
classified as Non-O.R. procedures. ICD– 
10–PCS procedure codes 06H00DZ, 
06H03DZ, and 06H04DZ identify the 
insertion of an intraluminal device into 
the inferior vena cava (IVC filter 
procedure) with various approaches and 
are classified as extensive O.R. 
procedures. We stated that our clinical 
advisors indicated that codes 06H00DZ, 
06H03DZ, and 06H04DZ describing the 
insertion of an intraluminal device into 
the inferior vena cava do not require the 
resources of an operating room, that the 
procedure to insert an IVC filter is not 
surgical in nature and that these 
procedures are comparable to the 
related ICD–10–PCS procedure codes 
that describe the insertion of infusion 
devices into the inferior vena cava that 
are currently designated as Non-O.R. 
procedures. We stated our clinical 
advisors believe that, given the 
similarity in factors such as complexity, 
resource utilization, and lack of a 
requirement for anesthesia 
administration between all procedures 
describing insertion of a device into the 
inferior vena cava, it would be more 
appropriate to designate these three 
ICD–10–PCS codes describing the 
insertion of an intraluminal device into 
the inferior vena cava as Non-O.R. 
procedures. Therefore, we proposed to 
remove ICD–10–PCS procedure codes 
06H00DZ, 06H03DZ, and 06H04DZ 
from the FY 2021 ICD–10 MS–DRG 
Version 38 Definitions Manual in 
Appendix E—Operating Room 
Procedures and Procedure Code/MS– 
DRG Index as O.R. procedures. Under 
this proposal, these procedures would 
no longer impact MS–DRG assignment. 

Comment: A few commenters 
supported CMS’ proposal and agreed 
ICD–10–PCS procedure codes 06H00DZ, 
06H03DZ, and 06H04DZ describing the 
insertion of an intraluminal device into 
the inferior vena cava should be 
designated as non-O.R. procedures since 

these procedures are not surgical in 
nature, and related ICD–10–PCS codes 
are currently designated as non-O.R. 
procedures. 

Response: We appreciate the 
commenters’ support. 

Comment: A commenter stated that 
they recommend that CMS remove code 
Z08 from the GROUPER logic for MS– 
DRGs 837, 838, and 839. The 
commenter stated that ICD–10–CM code 
Z08 identifies a follow-up visit after 
completed treatment for a malignant 
neoplasm which implies that the 
condition has been fully treated and no 
longer exists. Therefore, ICD–10–CM 
code Z08 does not describe an 
admission for chemotherapy. This 
commenter also noted that code Z08 is 
on the Unacceptable Principal diagnosis 
edit code list. 

Response: We appreciate the 
commenters’ concern. 

The GROUPER logic assignment for 
each diagnosis code as a principal 
diagnosis is for grouping purposes only. 
As discussed in the FY 2019 IPPS/LTCH 
PPS final rule (83 FR 41227), because 
the diagnoses are codes listed under the 
heading of ‘‘Principal Diagnosis’’ in the 
ICD–10 MS–DRG Definitions Manual, it 
may appear to indicate that these codes 
are to be reported as a principal 
diagnosis for assignment to these MS– 
DRGs. However, the Definitions Manual 
display of the GROUPER logic 
assignment for each diagnosis code does 
not correspond to coding guidelines for 
reporting the principal diagnosis. The 
MS–DRG logic must specifically require 
a condition to group based on whether 
it is reported as a principal diagnosis or 
a secondary diagnosis, and consider any 
procedures that are reported, in addition 
to consideration of the patient’s age, sex 
and discharge status in order to affect 
the MS–DRG assignment. In other 
words, cases will group according to the 
GROUPER logic, regardless of any 
coding guidelines or coverage policies. 
It is the Medicare Code Editor (MCE) 
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and other payer-specific edits that 
identify inconsistencies in the coding 
guidelines or coverage policies. The 
MCE is designed to identify cases that 
require further review before 
classification into an MS–DRG. These 
data integrity edits address issues such 
as data validity, coding rules, and 
coverage policies. Since the inception of 
the IPPS, the data editing function has 
been a separate and independent step in 
the process of determining a DRG 
assignment. The separation of the MS– 
DRG grouping and data editing 
functions allows the MS–DRG 
GROUPER to remain stable even though 
coding rules and coverage policies may 
change during the fiscal year. 

Comment: Other commenters opposed 
CMS’ proposal. A commenter stated the 
insertion of vena cava filters requires 
the use of specialized interventional 
radiology suites and in other hospitals 
without such specialized suites, the 
procedure may be performed in a 
multipurpose operating room. A few 
commenters stated that that the 
insertion of an inferior vena cava filter 
is not comparable to the insertion of an 
infusion device and that while it may be 
true that in some hospitals the 
procedure may be done at bedside 
similar to the insertion of infusion 
devices, this is not universally true and 
facilities incur significant costs beyond 
those for infusion devices to 
compensate for the costly implanted 
devices, specialized procedure rooms, 
equipment, and skill. A commenter 
stated that they believe that this 
proposed change will result in 
insufficient reimbursement for the 
resources utilized in delivering care to 
these patients. One commenter 
specifically noted that the costs of vena 
cava filters are higher than infusion 
catheters because filters can easily add 
over $4,000 to the cost of the procedure. 
Another commenter stated all open and 
laparoscopic vascular procedures 
should always be designated as O.R. 
procedures strictly because of the 
approach. 

Response: We appreciate the 
commenters’ feedback and concern. 

With regard to the comments about 
the implications for reimbursement, we 
note that the goals of changing the 
designation of procedures from non- 
O.R. to O.R., or vice versa, are to better 
clinically represent the resources 
involved in caring for these patients and 
to enhance the overall accuracy of the 
system. Therefore, decisions to change 
an O.R. designation are based on 
whether such a change would 
accomplish those goals and not whether 
the change in designation would impact 
the payment in a particular direction. 

Our clinical advisors reviewed the 
commenters’ concerns and continue to 
support changing the O.R. designation 
of procedures describing insertion of an 
intraluminal device into the inferior 
vena cava performed via a percutaneous 
approach for consistency with the other 
procedure codes describing the 
insertion of a device into the inferior 
vena cava that are currently designated 
as non-O.R procedures because, as 
commenters noted in their own 
comments, inferior vena cava filters are 
most often placed in Interventional 
Radiology suites. The resources 
involved in furnishing these procedures 
are consistent with non-O.R. procedures 
and our clinical advisors noted it is not 
uncommon for anesthesia to be used in 
the radiology suite. Our clinical 
advisors also disagree with the assertion 
that these procedures are dissimilar to 
procedures describing the insertion of 
infusion devices into the inferior vena 
cava and believe that these procedures 
involve similar technical complexity. 

Our clinical advisors do, however, 
concur with the commenters that while 
the procedure to insert an IVC filter is 
not surgical in nature, procedures 
describing the insertion of an 
intraluminal device into the inferior 
vena cava performed via an open or a 
percutaneous endoscopic approach 
could require greater resources than a 
procedure describing insertion of an 
intraluminal device into the inferior 
vena cava performed via a percutaneous 
approach. As such, we believe that at 
this time it would be appropriate to take 
additional time to further examine the 
relevant clinical factors and similarities 
in resource consumption between 
procedures describing the insertion of 
an intraluminal device into the inferior 
vena cava performed via an open or a 
percutaneous endoscopic approach. As 
discussed in section II.E.11. of the 
preamble of this final rule, we are 
exploring alternatives on how we may 
restructure the current O.R. and non- 
O.R. designations for procedures by 
leveraging the detail that is now 
available in the ICD–10 claims data. We 
continue to develop our process and 
methodology, and will provide more 
detail in future rulemaking. 

Therefore, after consideration of the 
public comments we received, and for 
the reasons stated above, under the ICD– 
10 MS–DRGs Version 38, effective 
October 1, 2020, we are (1) finalizing 
our proposal to change the designation 
of ICD–10–PCS procedure code 
06H03DZ from O.R. procedure to non- 
O.R. procedure and (2) maintaining the 
O.R. designation of procedure codes 
06H00DZ and 06H04DZ. Accordingly, 
procedure codes 06H00DZ and 

06H04DZ will continue to impact MS– 
DRG assignment. 

10. Review of Procedure Codes in MS– 
DRGs 981 Through 983 and 987 
Through 989 

We annually conduct a review of 
procedures producing assignment to 
MS–DRGs 981 through 983 (Extensive 
O.R. Procedure Unrelated to Principal 
Diagnosis with MCC, with CC, and 
without CC/MCC, respectively) or MS– 
DRGs 987 through 989 (Non-Extensive 
O.R. Procedure Unrelated to Principal 
Diagnosis with MCC, with CC, and 
without CC/MCC, respectively) on the 
basis of volume, by procedure, to see if 
it would be appropriate to move cases 
reporting these procedure codes out of 
these MS–DRGs into one of the surgical 
MS–DRGs for the MDC into which the 
principal diagnosis falls. The data are 
arrayed in two ways for comparison 
purposes. We look at a frequency count 
of each major operative procedure code. 
We also compare procedures across 
MDCs by volume of procedure codes 
within each MDC. We use this 
information to determine which 
procedure codes and diagnosis codes to 
examine. We identify those procedures 
occurring in conjunction with certain 
principal diagnoses with sufficient 
frequency to justify adding them to one 
of the surgical MS–DRGs for the MDC in 
which the diagnosis falls. We also 
consider whether it would be more 
appropriate to move the principal 
diagnosis codes into the MDC to which 
the procedure is currently assigned. 

In addition to this internal review, we 
also consider requests that we receive to 
examine cases found to group to MS– 
DRGs 981 through 983 or MS–DRGs 987 
through 989 to determine if it would be 
appropriate to add procedure codes to 
one of the surgical MS DRGs for the 
MDC into which the principal diagnosis 
falls or to move the principal diagnosis 
to the surgical MS DRGs to which the 
procedure codes are assigned. 

Based on the results of our review of 
the claims data from the September 
2019 update of the FY 2019 MedPAR 
file, as well as our review of the requests 
that we received to examine cases found 
to group to MS–DRGs 981 through 983 
or MS–DRGs 987 through 989, we 
proposed to move the cases reporting 
the procedures and/or principal 
diagnosis codes described in this 
section of this rule from MS–DRGs 981 
through 983 or MS–DRGs 987 through 
989 into one of the surgical MS–DRGs 
for the MDC into which the principal 
diagnosis or procedure is assigned. 
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a. Horseshoe Abscess With Drainage 

As discussed in the proposed rule, we 
received a request to reassign cases 
reporting a principal diagnosis of a 
horseshoe abscess with a procedure 
involving open drainage of perineum 
subcutaneous tissue and fascia from 
MS–DRGs 987, 988, and 989 (Non- 
Extensive O.R. Procedure Unrelated to 
Principal Diagnosis with MCC, with CC, 
and without CC/MCC, respectively) to 
MS–DRGs 356, 357, and 358 (Other 
Digestive System O.R. Procedures with 
MCC, with CC, and without CC/MCC, 
respectively) in MDC 06. ICD–10–CM 
diagnosis code K61.31 (Horseshoe 
abscess) is used to report a horseshoe 
abscess and is currently assigned to 
MDC 06 (Diseases and Disorders of the 

Digestive System). A horseshoe abscess 
is a specific type of ischiorectal abscess 
caused by an abscessed anal gland 
located in the posterior midline of the 
anal canal with suppuration found in 
the ischiorectal fossae. ICD–10–PCS 
procedure code 0J9B0ZZ (Drainage of 
perineum subcutaneous tissue and 
fascia, open approach) may be reported 
to describe drainage of an abscess in the 
ischiorectal space and is currently 
assigned to MDC 08 (Diseases and 
Disorders of the Musculoskeletal System 
and Connective Tissue), MDC 09 
(Diseases and Disorders of the Skin, 
Subcutaneous Tissue and Breast), MDC 
21 (Injuries, Poisonings and Toxic 
Effects of Drugs) and MDC 24 (Multiple 
Significant Trauma). 

We stated in the proposed rule that 
our analysis of this grouping issue 
confirmed when a horseshoe abscess is 
reported as a principal diagnosis with 
ICD–10–PCS procedure code 0J9B0ZZ, 
these cases group to MS–DRGs 987, 988, 
and 989. As previously noted, whenever 
there is a surgical procedure reported on 
the claim that is unrelated to the MDC 
to which the case was assigned based on 
the principal diagnosis, it results in an 
MS–DRG assignment to a surgical class 
referred to as ‘‘unrelated operating room 
procedures’’. 

We first examined the claims data to 
identify cases reporting procedure code 
0J9B0ZZ with a principal diagnosis of 
K61.31 that are currently grouping to 
MS–DRGs 987, 988, and 989. Our 
findings are shown in this table: 

As previously noted, the requester 
asked that we reassign these cases to 

MS–DRGs 356, 357, and 358. We 
therefore examined the data for all cases 

in MS–DRGs 356, 357, and 358. Our 
findings are shown in this table: 

We stated while our clinical advisors 
noted that the average length of stay and 
average costs of cases in MS–DRGs 356, 
357, and 358 are higher than the average 
length of stay and average costs for the 
small subset of cases reporting 
procedure code 0J9B0ZZ and a principal 
diagnosis code of K61.31 in MS–DRGs 
987, 988, and 989, they believe that the 
procedure is clearly clinically related to 
the principal diagnosis and is a logical 
accompaniment of the diagnosis. 
Therefore, they believe it is clinically 
appropriate for the procedure to group 
to the same MS–DRGs as the principal 
diagnosis. 

Therefore, we proposed to add ICD– 
10–PCS procedure code 0J9B0ZZ to 

MDC 06 in MS–DRGs 356, 357, and 358. 
Under this proposal, cases reporting 
procedure code 0J9B0ZZ in conjunction 
with a principal diagnosis from MDC 
06, such as diagnosis code K61.31, 
would group to MS–DRGs 356, 357, and 
358. 

Comment: Commenters supported our 
proposal to add ICD–10–PCS procedure 
code 0J9B0ZZ to MDC 06 in MS–DRGs 
356, 357, and 358. 

Response: We appreciate the 
commenters’ support. 

After consideration of the public 
comments received, we are finalizing 
our proposal to add ICD–10–PCS 
procedure code 0J9B0ZZ to MDC 06 in 
MS–DRGs 356, 357, and 358. 

b. Chest Wall Deformity With 
Supplementation 

We received a request to reassign 
cases reporting a principal diagnosis of 
acquired deformity of chest and rib with 
a procedure involving the placement of 
a biological or synthetic material that 
supports or strengthens the body part 
from MS–DRGs 981, 982, and 983 
(Extensive O.R. Procedure Unrelated to 
Principal Diagnosis with MCC, with CC, 
and without CC/MCC, respectively) to 
MS–DRGs 515, 516, and 517 (Other 
Musculoskeletal System and Connective 
Tissue O.R. Procedures, with MCC, with 
CC, and without CC/MCC, respectively) 
in MDC 08. 

VerDate Sep<11>2014 22:38 Sep 17, 2020 Jkt 250001 PO 00000 Frm 00091 Fmt 4701 Sfmt 4700 E:\FR\FM\18SER2.SGM 18SER2 E
R

18
S

E
20

.0
72

<
/G

P
H

>
E

R
18

S
E

20
.0

73
<

/G
P

H
>

jb
el

l o
n 

D
S

K
JL

S
W

7X
2P

R
O

D
 w

ith
 R

U
LE

S
2



58522 Federal Register / Vol. 85, No. 182 / Friday, September 18, 2020 / Rules and Regulations 

As discussed in the proposed rule, 
ICD–10–CM diagnosis code M95.4 
(Acquired deformity of chest and rib) is 
used to report this condition and is 
currently assigned to MDC 08 (Diseases 
and Disorders of the Musculoskeletal 
System and Connective Tissue). ICD– 
10–PCS procedure codes 0WU807Z 
(Supplement chest wall with autologous 
tissue substitute, open approach), 
0WU80JZ (Supplement chest wall with 
synthetic substitute, open approach) 
and 0WU80KZ (Supplement chest wall 
with nonautologous tissue substitute, 
open approach) may be reported to 
describe procedures to supplement or 
reinforce the chest wall with biologic or 
synthetic material. ICD–10–PCS 
procedure codes 0WU807Z and 
0WU80KZ are currently assigned to 
MDC 04 (Diseases and Disorders of the 
Respiratory System). We noted that 

ICD–10–PCS procedure code 0WU80JZ 
is already assigned to MDC 08 (Diseases 
and Disorders of the Musculoskeletal 
System and Connective Tissue) as well 
as MDC 04 (Diseases and Disorders of 
the Respiratory System), so these cases 
already group to MS–DRGs 515, 516, 
and 517 when reported with a principal 
diagnosis of ICD–10–CM diagnosis code 
M95.4. 

We stated in the proposed rule that 
our analysis of this grouping issue 
confirmed that when diagnosis code 
M95.4 is reported as a principal 
diagnosis with ICD–10–PCS procedure 
codes 0WU807Z or 0WU80KZ, these 
cases group to MS–DRGs 981, 982, and 
983. As noted in the previous 
discussion, whenever there is a surgical 
procedure reported on the claim that is 
unrelated to the MDC to which the case 
was assigned based on the principal 

diagnosis, it results in an MS–DRG 
assignment to a surgical class referred to 
as ‘‘unrelated operating room 
procedures’’. 

We examined the claims data to 
identify cases reporting procedure codes 
0WU807Z or 0WU80KZ with principal 
diagnosis code M95.4 that are currently 
grouping to MS–DRGs 981, 982, and 
983. Our analysis showed one case 
reporting a principal diagnosis of code 
M95.4 with procedure code 0WU807Z, 
with a length of stay of 2.0 days and 
average costs of $11,594 in MS–DRG 
983. We found zero cases in MS–DRGs 
981 and 982 reporting procedure codes 
0WU807Z or 0WU80KZ and a principal 
diagnosis of M95.4. 

We also examined the data for cases 
in MS–DRGs 515, 516, and 517, and our 
findings are shown in this table. 

While there was only one case 
reporting procedure codes 0WU807Z or 
0WU80KZ with principal diagnosis 
M95.4 in MS–DRGs 981, 982, and 983, 
we stated our clinical advisors reviewed 
this request and believe that the cases 
involving procedures of chest wall 
supplementation with a principal 
diagnosis of acquired deformity of chest 
and rib represent a distinct, 
recognizable clinical group similar to 
those cases in MS–DRGs 515, 516, and 
517, and that procedures reporting 
0WU80JZ and 0WU80KZ are clearly 
related to the principal diagnosis code. 
They believe that it is clinically 
appropriate for the three ICD–10–PCS 
codes describing procedures to 
supplement or reinforce the chest wall 
with biologic or synthetic material to 
group to the same MS–DRGs as the 
principal diagnoses. 

Therefore, we proposed to add ICD– 
10–PCS procedure codes 0WU807Z and 
0WU80KZ to MDC 08 in MS–DRGs 515, 
516, and 517. Under this proposal, cases 
reporting procedure codes 0WU807Z or 
0WU80KZ in conjunction with a 
principal diagnosis code from MDC 08 
would group to MS–DRGs 515, 516, and 
517. 

Comments: Commenters supported 
the proposal to add ICD–10–PCS 
procedure codes 0WU807Z and 

0WU80KZ to MDC 08 in MS–DRGs 515, 
516, and 517. The commenters stated 
that the proposal was reasonable, given 
the ICD–10–CM code and the 
information provided. One commenter 
specifically stated this reassignment 
would allow procedures describing 
chest wall supplementation to be 
assigned to the appropriate MS–DRG 
when reported with the principal 
diagnosis of acquired deformity of chest 
and rib instead of one of the unrelated 
operating room procedure MS–DRGs. 
Another commenter stated this would 
improve clinical consistency since one 
of the codes describing these procedures 
is already assigned to MDC 08. 

Response: We appreciate the 
commenters’ support. 

After consideration of the public 
comments we received, we are 
finalizing our proposal to add ICD–10– 
PCS procedure codes 0WU807Z and 
0WU80KZ to MDC 08 in MS–DRGs 515, 
516, and 517. 

c. Hepatic Malignancy With Hepatic 
Artery Embolization 

As discussed in the proposed rule, we 
received a request to reassign cases for 
hepatic malignancy when reported with 
procedures involving the embolization 
of a hepatic artery from MS–DRGs 987, 
988, and 989 (Non-Extensive O.R. 

Procedure Unrelated to Principal 
Diagnosis with MCC, with CC, and 
without CC/MCC, respectively) to MS– 
DRGs 423, 424, and 425 (Other 
Hepatobiliary or Pancreas Procedures 
with MCC, with CC, and without CC/ 
MCC, respectively) in MDC 08. 

We stated in the proposed rule that 
ICD–10–PCS procedure code 04V33DZ 
(Restriction of hepatic artery with 
intraluminal device, percutaneous 
approach) may be reported to describe 
embolization procedures to narrow or 
partially occlude a hepatic artery with 
an intraluminal device and is currently 
assigned to MDC 05 (Diseases and 
Disorders of the Circulatory System). 
ICD–10–PCS procedure code 04L33DZ 
(Occlusion of hepatic artery with 
intraluminal device, percutaneous 
approach) may be reported to describe 
embolization procedures to completely 
close off a hepatic artery with an 
intraluminal device and is currently 
assigned to MDC 05 (Diseases and 
Disorders of the Circulatory System) and 
MDC 06 (Diseases and Disorders of the 
Digestive System). 

The requestor did not provide an 
ICD–10–CM diagnosis code in its 
request so we reviewed ICD–10–CM 
diagnosis codes in the C00 through D49 
code range to identify conditions that 
describe hepatic malignancies. We 
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identified the following fourteen ICD– 
10–CM diagnosis codes, all currently 
assigned to MDC 07 (Diseases and 

Disorders of the Hepatobiliary System & 
Pancreas): 

Our analysis of this grouping issue 
confirmed that, when one of the 
fourteen hepatic malignancy ICD–10– 
CM diagnosis codes previously listed is 
reported as a principal diagnosis with 
ICD–10–PCS procedure code 04L33DZ, 
these cases group to MS–DRGs 987, 988, 
and 989. However, we noted that when 
one of these fourteen hepatic 
malignancy ICD–10–CM diagnosis codes 
is reported as a principal diagnosis with 
ICD–10–PCS procedure code 04V33DZ, 

these cases currently group to MS DRGs 
981, 982, and 983 (Extensive O.R. 
Procedure Unrelated to Principal 
Diagnosis with MCC, with CC, and 
without CC/MCC, respectively). As 
noted in the previous discussion, 
whenever there is a surgical procedure 
reported on the claim that is unrelated 
to the MDC to which the case was 
assigned based on the principal 
diagnosis, it results in an MS–DRG 
assignment to a surgical class referred to 

as ‘‘unrelated operating room 
procedures’’. 

To understand the resource use for 
the subset of cases reporting procedure 
code 04V33DZ with a principal 
diagnosis of hepatic malignancy that are 
currently grouping to MS–DRGs 981, 
982, and 983, we examined claims data 
for the average length of stay and 
average costs for these cases. Our 
findings are shown in the following 
table: 

We then examined the claims data to 
identify cases reporting procedure code 
04L33DZ reported with a principal 

diagnosis of hepatic malignancy that are 
currently grouping to MS–DRGs 987, 

987, and 989. Our findings are shown in 
the following table: 
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We also examined the data for cases 
in MS–DRGs 423, 424, and 425, and our 

findings are shown in the following 
table: 

While the average lengths of stay of 
cases in MS–DRGs 423, 424, and 425 are 
longer than the average lengths of stay 
for the subset of cases reporting 
procedure codes 04V33DZ or 04L33DZ 
and a principal diagnosis of hepatic 
malignancy, the average costs of these 
same cases are generally similar. We 
stated our clinical advisors also believe 
that these procedures are clearly related 
to the principal diagnoses, as they are 
an appropriate treatment for a number 
of hepatobiliary diagnoses, including 
cancer and it is clinically appropriate 
for the procedures to group to the same 
MDC as the principal diagnoses. 

Therefore, we proposed to add ICD– 
10–PCS procedure codes 04V33DZ and 
04L33DZ to MDC 07 in MS–DRGs 423, 
424 and 425. Under this proposal, cases 
reporting procedure codes 04V33DZ or 
04L33DZ in conjunction with a 
principal diagnosis code for a hepatic 
malignancy from MDC 07 would group 
to MS–DRGs 423, 424 and 425. 

Comments: Commenters supported 
our proposal to add ICD–10–PCS 
procedure codes 04V33DZ and 04L33DZ 
to MDC 07 in MS–DRGs 423, 424 and 
425. 

Response: We appreciate the 
commenters’ support. 

After consideration of the public 
comments received, we are finalizing 
our proposal to add ICD–10–PCS 

procedure codes 04V33DZ and 04L33DZ 
to MDC 07 in MS–DRGs 423, 424 and 
425. 

d. Hemoptysis With Percutaneous 
Artery Embolization 

We received a request to reassign 
cases for hemoptysis when reported 
with a procedure describing 
percutaneous embolization of an upper 
artery with an intraluminal device from 
MS–DRGs 981, 982, and 983 (Extensive 
O.R. Procedure Unrelated to Principal 
Diagnosis with MCC, with CC, and 
without CC/MCC, respectively) to MS– 
DRGs 163, 164, and 165 (Major Chest 
Procedures with MCC, with CC, and 
without CC/MCC, respectively) in MDC 
04. As discussed in the proposed rule, 
hemoptysis is the expectoration of blood 
from some part of the respiratory tract. 
ICD–10–CM diagnosis code R04.2 
(Hemoptysis) is used to report this 
condition and is currently assigned to 
MDC 04 (Diseases and Disorders of the 
Respiratory System). ICD–10–PCS 
procedure code 03LY3DZ (Occlusion of 
upper artery with intraluminal device, 
percutaneous approach) may be 
reported to describe percutaneous 
embolization of an upper artery with an 
intraluminal device and is currently 
assigned to MDC 05 (Diseases and 
Disorders of the Circulatory System), 
MDC 21 (Injuries, Poisonings and Toxic 

Effects of Drugs) and MDC 24 (Multiple 
Significant Trauma). 

Our analysis of this grouping issue 
confirmed that when a procedure 
describing percutaneous embolization of 
an upper artery with an intraluminal 
device (such as ICD–10–PCS procedure 
code 03LY3DZ) is reported with a 
principal diagnosis from MDC 04, such 
as R04.2, these cases group to MS–DRGs 
981, 982, and 983. We stated during our 
review of this issue, we also examined 
claims data for similar procedures 
03LY0DZ (Occlusion of upper artery 
with intraluminal device, open 
approach) and 03LY4DZ (Occlusion of 
upper artery with intraluminal device, 
percutaneous endoscopic approach) and 
noted the same pattern. As noted in the 
previous discussion, whenever there is 
a surgical procedure reported on the 
claim that is unrelated to the MDC to 
which the case was assigned based on 
the principal diagnosis, it results in an 
MS–DRG assignment to a surgical class 
referred to as ‘‘unrelated operating room 
procedures’’. 

We examined the claims data to 
identify cases reporting procedure codes 
03LY0DZ, 03LY3DZ or 03LY4DZ with a 
principal diagnosis from MDC 04 that 
are currently grouping to MS–DRGs 981, 
982, and 983. Our findings are shown in 
this table: 
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As indicated earlier, the requestor 
suggested that we move ICD–10–PCS 
procedure code 03LY3DZ to MS–DRGs 
163, 164, and 165. We stated, however, 
our clinical advisors believe that, within 
MDC 04, procedure codes describing 
percutaneous embolization of an upper 

artery with an intraluminal device are 
more clinically aligned with the 
procedure codes assigned to MS–DRGs 
166, 167, and 168 (Other Respiratory 
System O.R. Procedures with MCC, with 
CC and without CC/MCC, respectively), 
as these procedures would not be 

considered major chest procedures. 
Therefore, we examined claims data to 
identify the average length of stay and 
average costs for cases assigned to MS– 
DRGs 166, 167 and 168. Our findings 
are shown in the following table. 

While our clinical advisors noted that 
the average costs of cases in MS–DRGs 
166, 167, and 168 are lower than the 
average costs for the subset of cases 
reporting procedure codes 03LY0DZ, 
03LY3DZ or 03LY4DZ and a principal 
diagnosis code from MDC 04, they 
believe that these procedures are clearly 
related to the principal diagnoses as 
these procedures are appropriate for 
certain respiratory tract diagnoses. We 
stated that therefore, it is clinically 
appropriate for the procedures to group 
to the same MDC as the principal 
diagnoses. 

Therefore, we proposed to add ICD– 
10–PCS procedure codes 03LY0DZ, 
03LY3DZ and 03LY4DZ to MDC 04 in 
MS–DRGs 166, 167, and 168. Under this 
proposal, cases reporting procedure 
codes 03LY0DZ, 03LY3DZ or 03LY4DZ 
in conjunction with a principal 
diagnosis code from MDC 04 such as 
hemoptysis (R04.2) would group to MS– 
DRGs 166, 167, and 168. 

Comment: A few commenters 
supported our proposal. 

Response: We appreciate the 
commenters’ support. 

Comment: A commenter stated that 
ICD–10–PCS does not have procedure 
codes with a root operation of control in 
association with these upper arteries 
and there are times when an 
embolization procedure to control acute 
bleeding manifested as hemoptysis is 

necessary. This commenter also stated 
that the correct ICD–10–PCS root 
operation involving an intervention to 
address current acute or postprocedural 
bleeding or to prevent future bleeding is 
control involving the organ that is 
bleeding. 

Response: We appreciate the 
commenter raising its concerns. 

While we agree that the ICD–10–PCS 
Official Guidelines for Coding and 
Reporting define the root operation 
‘‘control’’ as ‘‘stopping or attempting to 
stop, postprocedural or other acute 
bleeding’’, the guidelines also state that 
if a more definitive root operation is 
required to stop the bleeding then the 
more definitive root operation is coded 
instead of ‘‘control’’. That is, when 
embolization is performed to stop acute 
postprocedural or other acute bleeding 
of a tubular body part, the more 
definitive root operations that should be 
coded in those instances are restriction 
(if the intent is to partially close) or 
occlusion (if the intent is to completely 
occlude) the tubular body part, and not 
the root operation ‘‘control’’. We 
encourage this commenter to review the 
posted ICD–10–PCS Guidelines on the 
CMS website at: https://www.cms.gov/ 
medicare/icd-10/2021-icd-10-pcs.html. 

Comment: Another commenter 
disagreed with our proposal and stated 
hemoptysis could be due to other non- 
respiratory reasons and believed these 

procedures should be assigned to a 
‘‘circulatory’’ over a ‘‘respiratory’’ DRG 
if the source of bleeding is not known 
and a non-respiratory artery or 
circulatory vessel is occluded to stop 
the bleeding. 

Response: We disagree with the 
commenter that hemoptysis can be due 
to other non-respiratory reasons and 
note that the term ‘‘hemoptysis’’ 
specifically refers to the expectoration 
of blood originating from the respiratory 
tract. The expectoration of blood from a 
source other than the respiratory tract is 
not defined as hemoptysis and would 
not be coded with ICD–10–CM 
diagnosis code R04.2 (Hemoptysis). 

As stated in the proposed rule, ICD– 
10–CM diagnosis code R04. 2 
(Hemoptysis) is currently assigned to 
MDC 04 (Diseases & Disorders of the 
Respiratory System), not MDC 05 
(Diseases & Disorders of the Circulatory 
System). We proposed to add these 
procedures to MDC 04, to address the 
matter of these procedures producing 
assignment to MS–DRGs 981 through 
983 when coded with this diagnosis. 

We note that under this proposal ICD– 
10–PCS procedure codes 03LY0DZ, 
03LY3DZ and 03LY4DZ will continue to 
also be assigned to several MS–DRGs in 
three other MDCs (including MDC 05 
(Diseases & Disorders of the Circulatory 
System)) as discussed in the proposed 
rule. With the exception of the pre- 
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MDC, assignment to MDCs is driven by 
the principal diagnosis and not by the 
procedure. We also note that according 
to the ICD–10–CM Official Guidelines 
for Coding and Reporting, diagnoses 
described by codes from Chapter 18 
(Symptoms, Signs and Abnormal 
Clinical and Laboratory Findings) of 
ICD–10–CM, such as R04.2, are 
acceptable for reporting when a related 
definitive diagnosis has not been 
established (confirmed) by the provider. 
If the expectoration of blood from the 
respiratory tract or another source is 
determined to be due another condition, 
that condition should be coded as 
principal diagnosis instead and 
assignment to a MDC will be driven by 
that principal diagnosis. 

Our clinical advisors continue to 
believe that these procedures are also 
clearly related to ICD–10–CM diagnosis 
code R04.2 (Hemoptysis) assigned to 
MDC 04 and believe that it is 
appropriate to add these procedures to 
MDC 04. Therefore, after consideration 
of the public comments received, we are 

finalizing our proposal to add ICD–10– 
PCS procedure codes 03LY0DZ, 
03LY3DZ and 03LY4DZ to MDC 04 in 
MS–DRGs 166, 167, and 168. 

e. Acquired Coagulation Factor 
Deficiency With Percutaneous Artery 
Embolization 

As discussed in the proposed rule, we 
received a request to reassign cases for 
acquired coagulation factor deficiency 
when reported with a procedure 
describing the complete occlusion of an 
artery with an intraluminal device from 
MS–DRGs 981, 982, and 983 (Extensive 
O.R. Procedure Unrelated to Principal 
Diagnosis with MCC, with CC, and 
without CC/MCC, respectively) to MS– 
DRGs 252, 253 and 254 (Other Vascular 
Procedures with MCC, with CC, and 
without CC/MCC, respectively) or 270, 
271, and 272 (Other Major 
Cardiovascular Procedures with MCC, 
with CC, and without CC/MCC, 
respectively) in MDC 05 (Diseases and 
Disorders of the Circulatory System). 
The requestor asked that we reassign 

ICD–10–CM diagnosis code D68.4 
(Acquired coagulation factor deficiency) 
from MDC 16 (Diseases and Disorders of 
Blood, Blood Forming Organs, 
Immunologic Disorders) in MS–DRG 
813 (Coagulation Disorders), to MDC 05. 
The requestor provided the following 
list of 59 ICD–10–PCS procedure codes 
describing the complete occlusion of an 
artery with an intraluminal device in its 
request for consideration to reassign the 
ICD–10–CM diagnosis code for acquired 
coagulation factor deficiency to MDC 
05. The requester noted that the 
diagnosis of Hemorrhage, not elsewhere 
classified (ICD–10–CM diagnosis code 
R58) groups to MS–DRGs 252, 253 and 
254 or 270, 271, and 272 in MDC 05 
when reported with one of the 59 ICD– 
10–PCS procedure codes listed and 
requested that cases reporting a 
diagnosis describing acquired 
coagulation factor deficiency also group 
to those MS–DRGs when reported with 
one of the 59 ICD–10–PCS procedure 
codes listed. 
BILLING CODE 4120–01–P 
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BILLING CODE 4120–01–C 

We stated our analysis of this 
grouping issue confirmed that, when 
diagnosis code D68.4 is reported as a 
principal diagnosis with one of the 59 
ICD–10–PCS procedure codes provided 
by the requestor, these cases group to 
MS–DRGs 981, 982, and 983. As noted 
in the previous discussion, whenever 
there is a surgical procedure reported on 
the claim that is unrelated to the MDC 
to which the case was assigned based on 
the principal diagnosis, it results in an 
MS–DRG assignment to a surgical class 
referred to as ‘‘unrelated operating room 

procedures’’. We examined the claims 
data to identify cases involving the 59 
procedure codes in MDC 05 reported 
with a principal diagnosis of code D68.4 
that are currently grouping to MS–DRGs 
981, 982, and 983. Our analysis showed 
one case reported a principal diagnosis 
of D68.4 with a procedure code in MDC 
05, with a length of stay of 2.0 days and 
costs of $21,890 in MS–DRG 981. We 
found zero cases in MS–DRGs 982 and 
983 reporting a procedure code from 
MDC 05 and a principal diagnosis of 
code D68.4. 

Overall, for MS–DRGs 981, 982 and 
983, there was a total of one case 
reporting a principal diagnosis of 
acquired coagulation factor deficiency 
with any of the procedures from MDC 
05 provided by the requestor, 
demonstrating that acquired coagulation 
factor deficiency is not typically 
corrected surgically by occlusion of an 
artery with an intraluminal device. 

As discussed in the proposed rule, we 
also examined the data for cases in MS– 
DRG 813, and our findings are shown in 
this table: 

As shown in this table, there were a 
total of 16,680 cases in MS–DRG 813, 
with an average length of stay of 4.7 
days and average costs of $11,286. In 
MS–DRG 813, we found 142 cases 
reporting a principal diagnosis of an 
acquired coagulation factor deficiency 
with an average length of stay of 6.41 
days and average costs of $17,822. We 
note that the average costs for the subset 
of cases in MS–DRG 813 reporting a 
principal diagnosis of an acquired 
coagulation factor deficiency are higher 
than the average costs of all cases that 
currently group to MS–DRG 813. 

We are clarifying in this final rule that 
cases reporting a principal diagnosis of 
acquired coagulation factor deficiency 
group to MS–DRGs 813, which is the 
medical MS–DRG that contains 
coagulation disorders, in the absence of 
a surgical procedure. We note that every 
diagnosis code is assigned to a medical 
MS–DRG to define the logic of the MS– 
DRG either as a principal or secondary 
diagnosis. As discussed in section 
II.E.12.a., certain procedure codes may 
affect the MS–DRG and result in a 
surgical MS–DRG assignment. Cases 
reporting a principal diagnosis of 
acquired coagulation factor deficiency 

group to MS–DRGs 799, 800 and 801 
(Splenectomy with MCC, with CC, and 
without CC/MCC, respectively) or MS– 
DRGs 802, 803, and 804 (Other O.R. 
Procedures of the Blood and Blood 
Forming Organs with MCC, with CC, 
and without CC/MCC, respectively) in 
the presence of a surgical procedure 
such as the procedures listed by the 
requestor. We refer the reader to the 
ICD–10 MS–DRG Version 37 Definitions 
Manual for complete documentation of 
the logic for case assignment to surgical 
MS–DRGs 799, 800, 801, 802, 803, and 
804 and to medical MS–DRG 813 
(which is available via the internet on 
the CMS website at: https://
www.cms.gov/Medicare/Medicare-Fee- 
for-Service-Payment/ 
AcuteInpatientPPS/MS-DRG- 
Classifications-and-Software.html). 

However, as stated in the proposed 
rule, our clinical advisors believe that 
diagnosis code D68.4 describes acquired 
bleeding disorders in which the affected 
person lacks the necessary coagulation 
factors for proper clot formation and 
wound healing, and therefore, is most 
clinically aligned with the diagnosis 
codes assigned to MDC 16 (where it is 
currently assigned). Our clinical 

advisors further note that a diagnosis of 
an acquired bleeding disorder is not 
comparable to conditions described by 
the ICD–10–CM code R58 (Hemorrhage, 
not elsewhere classified) as suggested by 
the requestor. Diagnoses described by 
codes from Chapter 18 (Symptoms, 
Signs and Abnormal Clinical and 
Laboratory Findings) of ICD–10–CM, 
such as R58, can be the result of a 
variety of underlying conditions, or 
describe conditions of an unexplained 
etiology. We stated that as an ill-defined 
condition, our clinical advisors do not 
believe it is appropriate to equate this 
diagnosis code with a bleeding disorder. 
Therefore, we did not propose to 
reassign ICD–10–CM diagnosis code 
D68.4 from MDC 16 to MDC 05. 

Comments: Commenters agreed with 
CMS’ proposal not to reassign ICD–10– 
CM diagnosis code D68.4 from MDC 16 
to MDC 05. One commenter stated a 
diagnosis of an acquired bleeding 
disorder is not comparable to conditions 
described by the ICD–10–CM code R58, 
Hemorrhage, not elsewhere classified, 
and ICD–10–CM code D68.4 is most 
clinically aligned with the diagnosis 
codes in MDC 16. 
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Response: We appreciate the 
commenters’ support. 

After consideration of the public 
comments we received, we are 
finalizing our proposal to maintain the 
assignment of ICD–10–CM diagnosis 
code D68.4 in MDC 16. 

f. Epistaxis with Percutaneous Artery 
Embolization 

We received a request to consider 
adding cases for a hemorrhage of the 
nose when reported with a procedure 

describing percutaneous arterial 
embolization to MDC 03 (Disease and 
Disorders of the Ear, Nose, Mouth and 
Throat) in MS–DRGs 133 and 134 (Other 
Ear, Nose, Mouth and Throat O.R. 
Procedures with CC/MCC and without 
CC/MCC, respectively). ICD–10–CM 
diagnosis code R04.0 (Epistaxis) is used 
to describe a hemorrhage of the nose or 
‘‘nosebleed’’ and is currently assigned to 
MDC 03. ICD–10–PCS procedure codes 
describing percutaneous arterial 

embolization may be reported with 
procedure codes 03LM3DZ (Occlusion 
of right external carotid artery with 
intraluminal device, percutaneous 
approach), 03LN3DZ (Occlusion of left 
external carotid artery with intraluminal 
device, percutaneous approach), or 
03LR3DZ (Occlusion of face artery with 
intraluminal device, percutaneous 
approach) and are currently assigned to 
several MS–DRGs in five MDCs as 
illustrated in the table. 

According to the requestor, when 
diagnosis code R04.0 is reported as a 
principal diagnosis with any one of the 
procedure codes describing a 
percutaneous arterial embolization 
(03LM3DZ, 03LN3DZ, or 03LR3DZ), 
these cases are grouping to MS–DRGs 
981, 982, and 983 (Extensive O.R. 
Procedure Unrelated to Principal 
Diagnosis with MCC, with CC, and 
without CC/MCC, respectively). 

As stated in the proposed rule, our 
analysis of this grouping issue 
confirmed that, when epistaxis (ICD– 

10–CM diagnosis code R04.0) is 
reported as a principal diagnosis with 
ICD–10–PCS procedure codes 
03LM3DZ, 03LN3DZ, or 03LR3DZ, these 
cases group to MS–DRGs 981, 982, and 
983. The reason for this grouping is 
because whenever there is a surgical 
procedure reported on a claim that is 
unrelated to the MDC to which the case 
was assigned based on the principal 
diagnosis, it results in an MS–DRG 
assignment to a surgical class referred to 
as ‘‘unrelated operating room 
procedures.’’ 

For our review of this grouping issue 
and the request to have cases reporting 
procedure codes 03LM3DZ, 03LN3DZ, 
or 03LR3DZ added to MDC 03 in MS– 
DRGs 133 through 134, we first 
examined claims data from September 
2019 update of the FY 2019 MedPAR 
file for cases reporting ICD–10–PCS 
procedure codes 03LM3DZ, 03LN3DZ, 
or 03LR3DZ with a principal diagnosis 
of R04.0 from MDC 03 that currently 
group to MS–DRGs 981 through 983. 
Our findings are shown in the following 
table. 

We then examined the claims data to 
identify the average length of stay and 
average costs for all cases in MS–DRGs 

133 and 134. Our findings are shown in 
the table. 
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As shown in the table, for MS–DRG 
133, there were a total of 1,757 cases 
with an average length of stay of 5.6 
days and average costs of $15,337. For 
MS–DRG 134, there were a total of 849 
cases with an average length of stay of 
2.5 days and average costs of $9,512. 
Our clinical advisors believe that 
procedure codes 03LM3DZ, 03LN3DZ, 
and 03LR3DZ are appropriate 
procedures to treat commonly occurring 
ear, nose, and throat bleeding diagnoses 

and expressed support for these 
procedure codes to group to MDC 03. 

We noted that, as discussed in section 
II.D.4 of the preamble of the proposed 
rule and section II.E.4. of this final rule, 
we proposed to delete MS–DRGs 133 
and 134 and create new MS–DRGs 143, 
144, and 145 (Other Ear, Nose, Mouth 
and Throat O.R. Procedures with MCC, 
with CC, and without CC/MCC, 
respectively). Therefore, we proposed to 
add ICD–10–PCS procedure codes 
03LM3DZ, 03LN3DZ, and 03LR3DZ to 

MDC 03 in new MS–DRGs 143, 144, and 
145, if finalized. Under this proposal, 
cases reporting ICD–10–PCS procedure 
codes 03LM3DZ, 03LN3DZ, or 03LR3DZ 
with a principal diagnosis from MDC 03 
would group to new MS–DRGs 143, 144, 
and 145. 

The following table reflects our 
simulation for ICD–10–PCS procedure 
codes 03LM3DZ, 03LN3DZ, and 
03LR3DZ in new MS–DRGs 143, 144, 
and 145. 

Comment: A commenter supported 
our proposal to add procedure codes 
describing a percutaneous arterial 
embolization to MDC 03. This 
commenter also stated CMS should 
expand ICD–10–PCS to include 
procedure codes describing the control 
of bleeding of the nasal passages 
performed using a percutaneous and 
percutaneous endoscopic approach so 
the resources involved in addressing 
acute or postprocedural bleeding in this 
manner can be assessed. 

Response: We appreciate the 
commenter’s support. As discussed in 
section II.E.16. of the preamble of this 
final rule, the ICD–10 Coordination and 
Maintenance Committee addresses 
updates to the ICD–10–CM and ICD–10– 
PCS coding systems. We encourage 
commenters to submit proposals for 
procedure coding changes via Email to: 
ICDProcedureCodeRequest@
cms.hhs.gov. 

Comment: Another commenter 
questioned CMS’s proposal and stated 
these procedures should be classified to 
the circulatory MS–DRGs if the bleed is 
due to an artery or vessel and a 
procedure is performed on that artery/ 
vessel. 

Response: We appreciate the 
comment and concerns raised on our 
proposal. 

As explained in the proposed rule, 
when conducting the review of 
procedures producing assignment to 
MS–DRGs 981 through 983 or MS–DRGs 
987 through 989, the objective is to 
identify those procedures occurring in 
conjunction with certain principal 
diagnoses with sufficient frequency to 
justify adding them to one of the 
surgical MS–DRGs for the MDC in 
which the diagnosis falls, or to move the 
principal diagnosis codes to the MDC in 
which the procedure falls. 

As stated in the proposed rule, ICD– 
10–CM diagnosis code R04.0 (Epistaxis) 
is used to describe a hemorrhage of the 
nose or ‘‘nosebleed’’ and is currently 
assigned to MDC 03 (Diseases & 
Disorders of the Ear, Nose, Mouth & 
Throat), not MDC 05 (Diseases & 
Disorders of the Circulatory System). 
We proposed to add these procedures to 
MDC 03, to address the matter of these 
procedures producing assignment to 
MS–DRGs 981 through 983 when 
performed for a diagnosis of epistaxis. 

We note that under this proposal ICD– 
10–PCS procedure codes 03LM3DZ, 
03LN3DZ, and 03LR3DZ will continue 
to also be assigned to several MS–DRGs 
in five other MDCs (including MDC 05 
(Diseases & Disorders of the Circulatory 
System)) as discussed in the proposed 
rule. With the exception of the pre- 
MDC, assignment to MDCs is driven by 
the principal diagnosis and not by the 
procedure. We also note that according 
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to the ICD–10–CM Official Guidelines 
for Coding and Reporting, diagnoses 
described by codes from Chapter 18 
(Symptoms, Signs and Abnormal 
Clinical and Laboratory Findings) of 
ICD–10–CM, such as R04.0, are 
acceptable for reporting when a related 
definitive diagnosis has not been 
established (confirmed) by the provider. 
If the nasal bleeding is determined to be 
due another condition, that condition 
should be coded as principal diagnosis 
instead and assignment to a MDC will 
be driven by that principal diagnosis. 
Our clinical advisors continue to believe 
that these procedures are also clearly 
related to the principal diagnoses ICD– 
10–CM diagnosis code R04.0 (Epistaxis), 
assigned to MDC 03 and believe that it 
is appropriate to add these procedures 
to MDC 03. 

Therefore, after consideration of the 
public comments we received, we are 

finalizing our proposal to add ICD–10– 
PCS procedure codes 03LM3DZ, 
03LN3DZ, and 03LR3DZ to MDC 03 in 
new MS–DRGs 143, 144, and 145. We 
refer the reader to section II.E.4. of this 
final rule for the comments regarding 
our proposal to create new MS–DRGs 
143, 144, and 145, as well as our 
finalization of that proposal. 

g. Revision or Removal of Synthetic 
Substitute in Peritoneal Cavity 

As discussed in the proposed rule, 
during our review of the cases that 
group to MS–DRGs 981 through 983, we 
noted that when several ICD–10–PCS 
procedure codes describing revision or 
removal of synthetic substitute in the 
peritoneal cavity are reported in 
conjunction with ICD–10–CM diagnosis 
codes in MDC 01 (Diseases and 
Disorders of the Nervous System), such 
as complications of intracranial shunts, 

the cases group to MS–DRGs 981 
through 983. ICD–10–PCS procedure 
codes 0WWG0JZ (Revision of synthetic 
substitute in peritoneal cavity, open 
approach), 0WWG4JZ (Revision of 
synthetic substitute in peritoneal cavity, 
percutaneous endoscopic approach), 
and 0WPG0JZ (Removal of synthetic 
substitute from peritoneal cavity, open 
approach) are currently assigned to 
MDC 06 (Diseases and Disorders of the 
Digestive System) in MS–DRGs 356, 
357, and 358 (Other Digestive System 
O.R. Procedures with MCC, with CC, 
and without CC/MCC, respectively). 

As stated in the proposed rule, we 
examined cases that reported a principal 
diagnosis in MDC 01 and procedure 
code 0WWG0JZ, 0WWG4JZ, or 
0WPG0JZ that currently group to MS– 
DRGs 981 through 983. Our findings are 
shown in the following table. 

Within MDC 01, our clinical advisors 
believe that these procedures, which 
describe revision or removal of 
synthetic substitute in peritoneal cavity, 

are most clinically similar to those in 
MS–DRGs 031, 032, and 033 
(Ventricular Shunt Procedures with 
MCC, with CC, and without CC/MCC, 

respectively). We therefore examined 
the data for all cases in MS–DRGS 031, 
032, and 033. 

The average costs for the subset of 
cases in MS–DRGs 981, 982, and 983 
that report procedures describing 
revision or removal of synthetic 
substitute in the peritoneal cavity with 
a principal diagnosis from MDC 01 are 
lower than the average costs of cases in 
MS–DRGs 031, 032, and 033 as a whole, 
and the average length of stay for this 
subset of cases is also lower in two of 
the MS–DRGs and higher in one. Our 
clinical advisors believe the procedure 
codes describing revision or removal of 
synthetic substitute in the peritoneal 

cavity are clearly related to the principal 
diagnosis codes describing 
complications of intracranial shunts 
and, therefore, it is clinically 
appropriate for the procedures to group 
to the same MS–DRGs (031, 032, and 
033) as the principal diagnoses 
describing complications of intracranial 
shunts. We proposed to add ICD–10– 
PCS procedure codes 0WWG0JZ, 
0WWG4JZ, and 0WPG0JZ to MDC 01 
(Diseases and Disorders of the Nervous 
System) in MS–DRGs 031, 032, and 033. 

Comments: Commenters supported 
our proposal to add ICD–10–PCS 
procedure codes 0WWG0JZ, 0WWG4JZ, 
and 0WPG0JZ to MDC 01 (Diseases and 
Disorders of the Nervous System) in 
MS–DRGs 031, 032, and 033. One 
commenter stated that ICD–10–PCS 
procedure codes describing revision or 
removal of synthetic substitute in the 
peritoneal cavity are related to the 
principal diagnosis codes describing 
complications of intracranial shunts, 
and so it is appropriate for the 
procedures to group to the same MS– 
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DRGs as the principal diagnoses 
describing complications of intracranial 
shunts. Another commenter noted that 
another indication for shunt revision is 
most commonly complications of 
ventriculoperitoneal shunts, and ICD– 
10–CM diagnosis codes describing 
complication of the ventriculoperitoneal 
shunts are assigned to MDC 01. 

Response: We appreciate the 
commenters’ support. 

After consideration of the public 
comments received, we are finalizing 
our proposal to add ICD–10–PCS 
procedure codes 0WWG0JZ, 0WWG4JZ, 
and 0WPG0JZ to MDC 01 (Diseases and 

Disorders of the Nervous System) in 
MS–DRGs 031, 032, and 033. 

h. Revision of Totally Implantable 
Vascular Access Devices 

As discussed in the proposed rule, 
during our review of the cases currently 
grouping to MS–DRGs 981 through 983, 
we noted that when procedure codes 
describing Totally Implantable Vascular 
Access Devices (TIVADs) are reported 
with ICD–10–CM diagnosis codes 
assigned to MDC 04 (Diseases and 
Disorders of the Respiratory System), 
MDC 06 (Diseases and Disorders of the 
Digestive System), MDC 07 (Diseases 

and Disorders of the Hepatobiliary 
System and Pancreas), MDC 08 
(Diseases and Disorders of the 
Musculoskeletal System and Connective 
Tissue), MDC 13 (Diseases and 
Disorders of the Female Reproductive 
System), or MDC 16 (Diseases and 
Disorders of Blood, Blood Forming 
Organs, Immunologic Disorders), the 
cases group to MS–DRGs 981 through 
983. 

TIVADs are port catheter devices 
inserted for chemotherapy treatment. 
The nine ICD–10–PCS procedure codes 
describing TIVADs are listed in this 
table. 

We examined claims data to identify 
the average length of stay and average 
costs for cases in MS–DRGs 981 through 

983 reporting ICD–10–PCS procedure 
codes describing TIVADs in conjunction 
with a principal diagnosis from MDCs 

04, 06, 07, 08, 13, or 16. Our findings 
are shown in the following table. 
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We stated our clinical advisors 
believe that cases reporting TIVADs 
with a principal diagnosis in MDCs 04, 
06, 07, 08, 13, or 16 would most suitably 
group to the MS–DRGs describing 
‘‘Other’’ procedures for each of these 
MDCs. These TIVAD procedures cannot 
be assigned to the specific surgical MS– 

DRGs within these MDCs since they are 
not performed on the particular 
anatomical areas described by each of 
the specific surgical MS–DRGs. For 
example, in MDC 04, TIVADs could not 
be assigned to MS–DRGs 163, 164, and 
165 (Major Chest Procedures with MCC, 
with CC, and without CC/MCC, 

respectively) because they are not major 
chest procedures. 

We therefore examined the claims 
data for each of these MS–DRGs. Our 
findings are shown in the following 
table. 
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In the proposed rule, we noted that 
while the average costs and length of 
stay are similar in some cases and in 
some cases vary between the subset of 
cases currently grouping to MS–DRGs 
981 through 983 and the cases currently 
grouping to the MS–DRGs describing 
‘‘Other’’ procedures as set forth in the 
table, our clinical advisors noted that 
TIVADs are frequently inserted in order 
to administer chemotherapy for a 
variety of malignancies. MDCs 04, 06, 
07, 08, 13, or 16 each contain ICD–10– 
CM diagnosis codes that describe a 
variety of malignancies. Therefore, our 
clinical advisors believe that the TIVAD 
procedures are clearly related to the 
principal diagnoses within MDCs 04, 
06, 07, 08, 13, and 16. For the reasons 
previously indicated, our clinical 
advisors believe that cases reporting 
TIVADs with a principal diagnosis in 
MDCs 04, 06, 07, 08, 13, or 16 would 
mostly suitably group to the MS–DRGs 
describing ‘‘Other’’ procedures for each 
of these MDCs. 

Therefore, we proposed to add the 
nine ICD–10–PCS procedure codes 
describing TIVADs as set forth in the 
table to the MS–DRGs describing 
‘‘Other’’ procedures within each of 
MDCs 04, 06, 07, 08, 13, and 16, 
specifically: MDC 04 in MS–DRGs 166, 
167, and 168, MDC 06 in MS–DRGs 356, 

357, and 358, MDC 07 in MS–DRGs 423, 
424, and 425, MDC 08 in MS–DRGs 515, 
516, and 517, MDC 13 in MS–DRGs 749 
and 750, and MDC 16 in MS–DRGs 802, 
803, and 804. Under this proposal, cases 
reporting a principal diagnosis in MDCs 
04, 06, 07, 08, 13, or 16 with a TIVAD 
procedure would group to the respective 
MS–DRGs within the MDC. 

Comments: Commenters supported 
the addition of ICD–10–PCS procedure 
codes describing insertion of totally 
implantable vascular access devices to 
the MS–DRGs describing ‘‘Other’’ 
procedures within MDCs 04, 06, 07, 08, 
13, and 16. 

Response: We appreciate the 
commenters’ support. 

After consideration of the public 
comments received, we are finalizing 
our proposal to add the nine ICD–10– 
PCS procedure codes describing 
TIVADs as set forth in the table to the 
MS–DRGs describing ‘‘Other’’ 
procedures within each of MDCs 04, 06, 
07, 08, 13, and 16, specifically: MDC 04 
in MS–DRGs 166, 167, and 168, MDC 06 
in MS–DRGs 356, 357, and 358, MDC 07 
in MS–DRGs 423, 424, and 425, MDC 08 
in MS–DRGs 515, 516, and 517, MDC 13 
in MS–DRGs 749 and 750, and MDC 16 
in MS–DRGs 802, 803, and 804. 

i. Multiple Trauma With Internal 
Fixation of Joints 

As discussed in the proposed rule, for 
FY 2020, we received a request to 
reassign cases involving diagnoses that 
identify multiple significant trauma 
combined with internal fixation of joint 
procedures from MS–DRGs 981, 982, 
and 983 (Extensive O.R. Procedure 
Unrelated to Principal Diagnosis with 
MCC, with CC, and without CC/MCC, 
respectively) to MS–DRGs 957, 958, and 
959 (Other O.R. Procedures for Multiple 
Significant Trauma with MCC, with CC, 
and without CC/MCC, respectively) in 
MDC 24 (Multiple Significant Trauma). 
The requestor provided an example of 
several ICD–10–CM diagnosis codes that 
together described multiple significant 
trauma in conjunction with ICD–10– 
PCS procedure codes beginning with the 
prefix ‘‘0RH’’ and ‘‘0SH’’ that describe 
internal fixation of upper and lower 
joints. The requestor provided several 
suggestions to address this 
reassignment, including: Adding all 
ICD–10–PCS procedure codes from 
MDC 08 (Diseases and Disorders of the 
Musculoskeletal System and Connective 
Tissue) with the exception of codes that 
group to MS–DRG 956 (Limb 
Reattachment, Hip and Femur 
Procedures for Multiple Significant 
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Trauma) to MS DRGs 957, 958, and 959; 
adding codes with the prefix ‘‘0RH’’ and 
‘‘0SH’’ to MDC 24; and adding ICD–10– 
PCS procedure codes from all MDCs 
except those that currently group to 
MS–DRG 955 (Craniotomy for Multiple 
Significant Trauma) or MS–DRG 956 
(Limb Reattachment, Hip and Femur 
Procedures for Multiple Significant 
Trauma) to MS–DRGs 957, 958, and 959 
in MDC 24. In the FY 2020 IPPS/LTCH 
PPS proposed rule, we stated that we 
believe any potential reassignment of 

these cases requires significant analysis. 
We therefore did not propose any 
changes to the cases identified by the 
requestor. 

For FY 2021, as the first step of the 
comprehensive analysis needed to 
assess the reassignment of cases 
involving diagnoses that identify 
multiple significant trauma combined 
with internal fixation of joint 
procedures, we stated in the proposed 
rule, our clinical advisors reviewed the 
list of procedure codes in the ‘‘0RH’’ 

and ‘‘0SH’’ code ranges, as suggested by 
the requestor. Our clinical advisors 
identified 161 ICD–10–PCS codes, 
which are listed in table 6P.1f., that they 
believe are clinically related to 
diagnoses assigned to MDC 24. We 
examined the claims data for cases that 
would be assigned to MDC 24 based on 
their diagnoses, but currently group to 
MS–DRGs 981 through 983 based on the 
presence of procedure codes in the 
‘‘0RH’’ and ‘‘0SH’’ code ranges. Our 
findings are shown in this table. 

In the proposed rule, we noted that 
we found only 8 claims, with varying 

lengths of stay and average costs. We 
also examined the claims data for all 

cases in MS–DRGs 957, 958, and 959. 
Our findings are shown in this table. 
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The very small number of claims we 
identified for cases that would be 
assigned to MDC 24 based on their 
diagnoses, but grouped to MS–DRGs 981 
through 983 based on the presence of 
procedure codes in the ‘‘0RH’’ and 
‘‘0SH’’ code ranges, have varying 
resource use relative to MS–DRGs 957, 
958, and 959 as a whole. The average 
costs of the cases found in MS–DRGs 
981–983 range from $7,015 to $72,331 
with average lengths of stay ranging 
from 3 days to 14 days. The average 
costs of the cases found in MS–DRGs 
957–959 range from $20,563 to $54,771 
with average lengths of stay ranging 
from 5 days to 13.2 days. We stated 
given the nature of trauma cases, the 
resource use would be expected to vary 
based on the nature of the patient’s 
injuries. In addition, as noted, our 
clinical advisors believe that these 
procedure codes are clinically related to 
the diagnoses in MDC 24. Therefore, we 
proposed to add the 161 ICD–10–PCS 
codes shown in Table 6P.1f associated 
with the proposed rule to MDC 24 in 
MS–DRGs 957, 958, and 959. Under this 
proposal, cases that would be assigned 
to MDC 24 based on their diagnoses, 
that also report one of the 161 ICD–10– 
PCS codes included in table 6P.1f, will 
group to MDC 24 in MS–DRGs 957, 958, 
and 959, rather than to MS–DRGs 981 
through 983. 

In the proposed rule, we noted that 
while we made this proposal to address 
the grouping issue for internal fixation 
of upper and lower joint procedures 
identified by the requestor, our clinical 
advisors believe that a more 
comprehensive analysis is required 
within MDC 24 to address the 
differences in severity level of diagnoses 
as well as the assignment of procedure 
codes to the MS–DRGs within MDC 24. 
We plan to continue this comprehensive 
analysis in future rulemaking. 

Comment: Commenters supported our 
proposal to add the 161 ICD–10–PCS 
codes shown in Table 6P.1f to MDC 24 
in MS–DRGs 957, 958, and 959. A 
commenter specifically stated they 
endorse the proposal as a means of more 
accurately representing the costs 
associated with the care and treatment 
of multi trauma patients. Commenters 
also stated they agreed that a more 
comprehensive analysis of the diagnoses 
and procedures assigned to MDC 24 
should be undertaken. 

Response: We appreciate the 
commenters’ support. 

After consideration of the public 
comments received, we are finalizing 
our proposal to add the 161 ICD–10– 
PCS codes shown in Table 6P.1f 
associated with this final rule to MDC 
24 in MS–DRGs 957, 958, and 959. 

Accordingly, cases that would be 
assigned to MDC 24 based on their 
diagnoses, that also report one of the 
161 ICD–10–PCS codes included in 
table 6P.1f, will group to MDC 24 in 
MS–DRGs 957, 958, and 959 under the 
ICD–10 MS–DRGs Version 38, effective 
October 1, 2020. As noted in the 
proposed rule, we plan to continue this 
comprehensive analysis in future 
rulemaking. 

j. Reassignment of Procedures Among 
MS–DRGs 981 Through 983 and 987 
Through 989 

We also review the list of ICD–10– 
PCS procedures that, when in 
combination with their principal 
diagnosis code, result in assignment to 
MS–DRGs 981 through 983, or 987 
through 989, to ascertain whether any of 
those procedures should be reassigned 
from one of those two groups of MS– 
DRGs to the other group of MS–DRGs 
based on average costs and the length of 
stay. We look at the data for trends such 
as shifts in treatment practice or 
reporting practice that would make the 
resulting MS–DRG assignment illogical. 
If we find these shifts, we would 
propose to move cases to keep the MS– 
DRGs clinically similar or to provide 
payment for the cases in a similar 
manner. Generally, we move only those 
procedures for which we have an 
adequate number of discharges to 
analyze the data. 

Based on the results of our review of 
claims data in the September 2019 
update of the FY 2019 MedPAR file, we 
proposed to reassign three procedure 
codes from MS–DRGs 981, 982, and 983 
(Extensive O.R. Procedure Unrelated to 
Principal Diagnosis with MCC, with CC, 
without CC/MCC, respectively) to MS– 
DRGs 987, 988, and 989 (Non-Extensive 
Procedure Unrelated to Principal 
Diagnosis with MCC, with CC, without 
CC/MCC, respectively). We also 
proposed to reassign three procedure 
codes from MS–DRGs 987, 988, and 989 
(Non-Extensive Procedure Unrelated to 
Principal Diagnosis with MCC, with CC, 
without CC/MCC, respectively) to MS– 
DRGs 981, 982, and 983 (Extensive O.R. 
Procedure Unrelated to Principal 
Diagnosis with MCC, with CC, without 
CC/MCC, respectively). 

In conducting our review of the 
request to designate ICD–10–PCS 
procedure code 0W3G0ZZ (Control 
bleeding in peritoneal cavity, open 
approach) as an O.R. procedure (as 
described in section II.E.11.c.5. of this 
final rule), our clinical advisors noted 
that ICD–10–PCS codes 0W3G3ZZ 
(Control bleeding in peritoneal cavity, 
percutaneous approach) and 0W3G4ZZ 
(Control bleeding in peritoneal cavity, 

percutaneous endoscopic approach) are 
currently assigned to MS–DRGs 981 
through 983 when reported with a 
principal diagnosis that is not assigned 
to one of the MDCs to which these 
procedure codes are assigned. We stated 
that our clinical advisors believe that 
these procedures would be more 
appropriately assigned to MS–DRGs 987 
through 989 because they are on average 
less complex and difficult than the same 
procedure performed by an open 
approach, and therefore should be 
assigned to the ‘‘less extensive’’ DRG. 
Therefore, we proposed to reassign ICD– 
10–PCS codes 0W3G3ZZ and 0W3G4ZZ 
from MS–DRGs 981 through 983 to 987 
through 989. 

Comment: A commenter supported 
our proposal. 

Response: We appreciate the 
commenter’s support. 

After consideration of the public 
comments we received, we are 
finalizing our proposal to reassign ICD– 
10–PCS codes 0W3G3ZZ and 0W3G4ZZ 
from MS–DRGs 981 through 983 to 987 
through 989, effective October 1, 2020. 

In conducting our review of the 
request to designate ICD–10–PCS 
procedure codes 0WBC4ZX (Excision of 
mediastinum, percutaneous endoscopic 
approach, diagnostic) and 0WBC3ZX 
(Excision of mediastinum, percutaneous 
approach, diagnostic) as O.R. 
procedures (as described in section 
II.E.11.c.1. of this final rule), our clinical 
advisors noted that ICD–10–PCS code 
0WBC0ZX (Excision of mediastinum, 
open approach, diagnostic) is currently 
assigned to MS–DRGs 981 through 983 
when reported with a principal 
diagnosis that is not assigned to one of 
the MDCs to which the procedure code 
is assigned. We stated that our clinical 
advisors believe that this procedure 
would be more appropriately assigned 
to MS–DRGs 987 through 989 because 
this assignment is consistent with the 
assignment of other procedures that 
describe excision of the mediastinum 
performed by an open, percutaneous, or 
percutaneous endoscopic approach, and 
is consistent with the proposal for 
procedure codes 0WBC4ZX and 
0WBC3ZX (with diagnostic qualifier) as 
discussed in section II.E.11.c.1. of this 
final rule. Therefore, we proposed to 
reassign ICD–10–PCS code 0WBC0ZX 
from MS–DRGs 981 through 983 to 987 
through 989. 

Comment: A commenter supported 
our proposal. 

Response: We appreciate the 
commenter’s support. 

After consideration of the public 
comments we received, we are 
finalizing our proposal to reassign ICD– 
10–PCS code 0WBC0ZX from MS–DRGs 
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981 through 983 to 987 through 989, 
effective October 1, 2020. 

As discussed in the proposed rule, we 
received a request to examine cases 
reporting a procedure describing the 
open excision of gastrointestinal body 
parts in the gastrointestinal body 
system. The requester stated that when 
procedures describing the open excision 
of a specific gastrointestinal body part 
in the gastrointestinal body system are 
reported with a principal diagnosis such 
as C49.A3 (Gastrointestinal stromal 

tumor of small intestine (GIST)), the 
cases are assigned to MS–DRGs 987, 
988, and 989 (Non-Extensive O.R. 
Procedure Unrelated to Principal 
Diagnosis with MCC, with CC, and 
without CC/MCC, respectively). 
However, when procedures describing 
the excision of a general gastrointestinal 
body part in the gastrointestinal body 
system are reported with the same 
principal diagnosis of GIST, the cases 
are assigned to MS–DRGs 981, 982, and 
983 (Extensive O.R. Procedure 

Unrelated to Principal Diagnosis with 
MCC, with CC, and without CC/MCC, 
respectively). The requestor stated that 
procedures describing a specific body 
part value should be assigned to the 
same MS–DRG as procedures describing 
a general body part value. 

The requestor provided four ICD–10– 
PCS procedure codes in its request. 
These four ICD–10–PCS procedure 
codes, as well as their MDC 
assignments, are listed in the table: 

In the proposed rule, we noted that in 
the FY 2020 IPPS/LTCH PPS final rule 
(84 FR 42120 through 42122), we 
finalized our proposal to move seven 
ICD–10–CM diagnosis codes describing 
gastrointestinal stromal tumors (GIST), 
including C49.A3, from MDC 08 to MDC 
06, under the ICD–10 MS–DRGs Version 
37, effective October 1, 2019. As a 
result, cases reporting a principal 
diagnosis of GIST and a procedure code 
that is assigned to MDC 06 (such as 
ICD–10–PCS codes 0DBA0ZZ, 
0DBB0ZZ, 0DB80ZZ, and 0DB90ZZ) 
group to MS–DRGs in MDC 06. 

We stated in the proposed rule that 
our analysis of this grouping issue 
found that these four ICD–10–PCS codes 
describing related procedures have 
dissimilar designations that determine 
whether and in what way the presence 
of the procedure impacts the MS–DRG 
assignment. We noted ICD–10–PCS code 
0DB80ZZ is classified as an extensive 
O.R. procedure and ICD–10–PCS codes 
0DB90ZZ, 0DBA0ZZ, and 0DBB0ZZ are 
classified as non-extensive O.R. 
procedures. As a result, whenever ICD– 
10–PCS code 0DB80ZZ is reported with 
a principal diagnosis that is assigned to 

a different MDC than the procedure 
code, the case would be assigned to 
MS–DRGs 981 through 983. When ICD– 
10–PCS codes 0DB90ZZ, 0DBA0ZZ, or 
0DBB0ZZ are reported with a principal 
diagnosis that is assigned to a different 
MDC than the procedure code, the case 
would be assigned to MS–DRGs 987 
through 989. 

We examined the claims data to 
identify cases reporting procedure code 
0DB80ZZ that are currently grouping to 
MS–DRGs 981, 982 and 983. Our 
findings are shown in this table: 

We also examined the claims data to 
identify cases reporting procedure codes 

0DB90ZZ, 0DBA0ZZ, and 0DBB0ZZ that 
are currently grouping to MS–DRGs 987, 

988 and 989. Our findings are shown in 
this table: 
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We stated the results of our data 
analysis indicated that cases reporting 
procedure codes 0DB90ZZ, 0DBA0ZZ, 
and 0DBB0ZZ describing the open 
excision of a specific gastrointestinal 
body part in MS–DRGs 987, 988, and 
989 generally have a longer length of 
stay and higher average costs when 
compared to all the cases in their 
assigned MS–DRG. The subset of cases 
reporting 0DB90ZZ, 0DBA0ZZ, and 
0DBB0ZZ and the subset of cases in 
MS–DRGs 981, 982 and 983 reporting 
0DB80ZZ are more closely aligned in 
terms of the lengths of stay and average 
costs. Further we stated, our clinical 
advisors believed that, given the 
similarity in resource use required for 
procedures describing an open excision 
of a gastrointestinal body part in terms 
of the use of an operating room, 
anesthesia and skills required, for 
clinical coherence and consistency in 
assignment with ICD–10–PCS code 
0DB80ZZ, it would be appropriate to 
also designate ICD–10–PCS codes 
0DB90ZZ, 0DBA0ZZ, and 0DBB0ZZ as 
extensive O.R. procedures. 

Therefore, we proposed to change the 
designation of ICD–10–PCS codes 
0DB90ZZ, 0DBA0ZZ and 0DBB0ZZ 
from non-extensive O.R. procedures to 
extensive O.R. procedures for FY 2021. 
Under this proposal, cases reporting 
procedure codes 0DB90ZZ, 0DBA0ZZ 
and 0DBB0ZZ, which are unrelated to 
the MDC to which the case would 
otherwise be assigned based on the 
principal diagnosis, will group to MS– 
DRGs 981, 982 and 983. 

Comment: A commenter supported 
our proposal to change the designation 
of the three procedure codes so that 
when cases reporting procedure codes 
0DB90ZZ, 0DBA0ZZ and 0DBB0ZZ, 
which are unrelated to the MDC to 
which the case would otherwise be 
assigned based on the principal 
diagnosis, will group to MS–DRGs 981, 
982 and 983 instead of MS–DRGs 987, 
988, and 989. 

Response: We appreciate the 
commenter’s support. 

After consideration of the public 
comments we received, we are 
finalizing our proposal to change the 
designation of ICD–10–PCS codes 
0DB90ZZ, 0DBA0ZZ and 0DBB0ZZ 
from non-extensive O.R. procedures to 
extensive O.R. procedures, effective 
October 1, 2020. 

11. Operating Room (O.R.) and Non-O.R. 
Issues 

a. Background 
Under the IPPS MS–DRGs (and former 

CMS MS–DRGs), we have a list of 
procedure codes that are considered 
operating room (O.R.) procedures. 
Historically, we developed this list 
using physician panels that classified 
each procedure code based on the 
procedure and its effect on consumption 
of hospital resources. For example, 
generally the presence of a surgical 
procedure which required the use of the 
operating room would be expected to 
have a significant effect on the type of 
hospital resources (for example, 
operating room, recovery room, and 

anesthesia) used by a patient, and 
therefore, these patients were 
considered surgical. Because the claims 
data generally available do not precisely 
indicate whether a patient was taken to 
the operating room, surgical patients 
were identified based on the procedures 
that were performed. Generally, if the 
procedure was not expected to require 
the use of the operating room, the 
patient would be considered medical 
(non-O.R.). 

Currently, each ICD–10–PCS 
procedure code has designations that 
determine whether and in what way the 
presence of that procedure on a claim 
impacts the MS–DRG assignment. First, 
each ICD–10–PCS procedure code is 
either designated as an O.R. procedure 
for purposes of MS–DRG assignment 
(‘‘O.R. procedures’’) or is not designated 
as an O.R. procedure for purposes of 
MS–DRG assignment (‘‘non-O.R. 
procedures’’). Second, for each 
procedure that is designated as an O.R. 
procedure, that O.R. procedure is 
further classified as either extensive or 
non-extensive. Third, for each 
procedure that is designated as a non- 
O.R. procedure, that non-O.R. procedure 
is further classified as either affecting 
the MS–DRG assignment or not affecting 
the MS–DRG assignment. We refer to 
these designations that do affect MS– 
DRG assignment as ‘‘non-O.R. affecting 
the MS–DRG.’’ For new procedure codes 
that have been finalized through the 
ICD–10 Coordination and Maintenance 
Committee meeting process and are 
proposed to be classified as O.R. 
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procedures or non-O.R. procedures 
affecting the MS–DRG, our clinical 
advisors recommend the MS–DRG 
assignment which is then made 
available in association with the 
proposed rule (Table 6B.—New 
Procedure Codes) and subject to public 
comment. These proposed assignments 
are generally based on the assignment of 
predecessor codes or the assignment of 
similar codes. For example, we 
generally examine the MS–DRG 
assignment for similar procedures, such 
as the other approaches for that 
procedure, to determine the most 
appropriate MS–DRG assignment for 
procedures to be newly designated as 
O.R. procedures. As discussed in 
section II.E.13. of the preamble of this 
final rule, we are making Table 6B.— 
New Procedure Codes—FY 2021 
available on the CMS website at: https:// 
www.cms.gov/Medicare/Medicare-Fee- 
for-Service-Payment/ 
AcuteInpatientPPS/index.html. We also 
refer readers to the ICD–10 MS–DRG 
Version 37 Definitions Manual at: 
https://www.cms.gov/Medicare/ 
Medicare-Fee-for-Service-Payment/ 
AcuteInpatientPPS/MS–DRG- 
Classifications-and-Software.html for 
detailed information regarding the 
designation of procedures as O.R. or 
non-O.R. (affecting the MS–DRG) in 
Appendix E—Operating Room 
Procedures and Procedure Code/MS– 
DRG Index. In the FY 2020 IPPS/LTCH 
PPS proposed rule, we stated that, given 
the long period of time that has elapsed 
since the original O.R. (extensive and 
non-extensive) and non-O.R. 
designations were established, the 
incremental changes that have occurred 
to these O.R. and non-O.R. procedure 
code lists, and changes in the way 
inpatient care is delivered, we plan to 
conduct a comprehensive, systematic 
review of the ICD–10–PCS procedure 
codes. This will be a multi-year project 
during which we will also review the 
process for determining when a 
procedure is considered an operating 
room procedure. For example, we may 
restructure the current O.R. and non- 
O.R. designations for procedures by 
leveraging the detail that is now 
available in the ICD–10 claims data. We 
refer readers to the discussion regarding 
the designation of procedure codes in 
the FY 2018 IPPS/LTCH PPS final rule 
(82 FR 38066) where we stated that the 
determination of when a procedure code 
should be designated as an O.R. 
procedure has become a much more 
complex task. This is, in part, due to the 
number of various approaches available 
in the ICD–10–PCS classification, as 
well as changes in medical practice. 

While we have typically evaluated 
procedures on the basis of whether or 
not they would be performed in an 
operating room, we believe that there 
may be other factors to consider with 
regard to resource utilization, 
particularly with the implementation of 
ICD–10. 

We discussed in the FY 2020 IPPS/ 
LTCH PPS proposed rule that as a result 
of this planned review and potential 
restructuring, procedures that are 
currently designated as O.R. procedures 
may no longer warrant that designation, 
and conversely, procedures that are 
currently designated as non-O.R. 
procedures may warrant an O.R. type of 
designation. We intend to consider the 
resources used and how a procedure 
should affect the MS–DRG assignment. 
We may also consider the effect of 
specific surgical approaches to evaluate 
whether to subdivide specific MS–DRGs 
based on a specific surgical approach. 
We plan to utilize our available 
MedPAR claims data as a basis for this 
review and the input of our clinical 
advisors. As part of this comprehensive 
review of the procedure codes, we also 
intend to evaluate the MS–DRG 
assignment of the procedures and the 
current surgical hierarchy because both 
of these factor into the process of 
refining the ICD–10 MS–DRGs to better 
recognize complexity of service and 
resource utilization. 

We will provide more detail on this 
analysis and the methodology for 
conducting this review in future 
rulemaking. As we noted in the FY 2020 
IPPS/LTCH PPS rulemaking, as we 
continue to develop our process and 
methodology, as previously noted, we 
are soliciting recommendations on other 
factors to consider in our refinement 
efforts to recognize and differentiate 
consumption of resources for the ICD– 
10 MS–DRGs. Therefore, in the FY 2021 
proposed rule, we again solicited 
feedback on what factors or criteria to 
consider in determining whether a 
procedure is designated as an O.R. 
procedure in the ICD–10–PCS 
classification system for future 
consideration. We stated commenters 
should submit their recommendations 
to the following email address: 
MSDRGClassificationChange@
cms.hhs.gov by October 20, 2020. 

In this FY 2021 IPPS/LTCH PPS final 
rule, we present a summation of the 
comments we received in response to 
this discussion in the proposed rule. 

Comment: Several commenters 
supported CMS’ plan to continue to 
conduct the comprehensive, systematic 
review of the ICD–10–PCS codes that 
includes a process for determining 
when a procedure is designated as O.R. 

or Non-O.R. and acknowledged the 
magnitude of the potential impact to 
significantly restructure MS–DRGs. 

Response: We thank the commenters 
for their support and appreciate their 
acknowledgement of the magnitude of 
this effort. 

Comment: Two commenters stated 
that the public feedback they submitted 
by November 1, 2019 in response to 
CMS’ request for feedback in the FY 
2020 IPPS/LTCH PPS proposed rule was 
not stated in the FY 2021 IPPS/LTCH 
proposed rule. 

Response: CMS appreciates the 
comments submitted in response to our 
request for feedback in both the FY 2020 
IPPS/LTCH PPS proposed rule and in 
the FY 2021 IPPS/LTCH PPS proposed 
rule. While the comments submitted by 
the November 1, 2019 deadline were not 
specifically addressed in the FY 2021 
IPPS/LTCH PPS proposed rule, feedback 
on what factors and/or criteria to 
consider in determining whether a 
procedure is designated as an O.R. 
procedure in the ICD–10–PCS 
classification system will be included 
when we provide more detail on this 
analysis and the methodology for 
conducting this comprehensive review 
in future rulemaking. 

Comment: Several commenters 
requested that CMS consider the drivers 
of complexity and resource 
consumption surrounding the entire 
procedure and not only O.R. charges. 
The commenters stated that while large 
hospitals may have hybrid operating 
rooms or specialized procedure rooms 
(for example, interventional radiology 
suites), many smaller community 
hospitals may have multi-purpose O.R.s 
where the same room may be used for 
invasive general surgeries as well as 
procedures that may be performed in 
specialized procedure rooms in large 
hospitals. One of these commenters 
provided an example of the complexity 
and resource consumption of a 
procedure performed in a 
catheterization lab and stated that O.R 
verses Non O.R. may not be the most 
critical differentiator of resource 
consumption. Another commenter 
urged CMS to consider the definition of 
a ‘‘significant procedure’’ as defined in 
the Uniform Hospital Discharge Data Set 
(UHDDS) which states, ‘‘A significant 
procedure is one that is: Surgical in 
nature; carries a procedural risk; carries 
an aesthetic risk; or requires specialized 
training.’’ This commenter stated that 
this definition does not include whether 
an ‘‘O.R.’’ is required, but in many 
cases, the procedure itself determines if 
it is ‘‘surgical in nature’’ and other 
procedures that do not require an 
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‘‘O.R.’’ do require specialized training or 
carry risk. 

Response: CMS appreciates the 
commenters’ feedback and 
recommendations as to factors to 
consider in evaluating O.R. 
designations. As stated previously, we 
have typically evaluated procedures on 
the basis of whether or not they would 
be performed in an operating room. We 
agree with commenters and believe that 
there may be other factors to consider 
with regard to resource utilization, 
particularly with the implementation of 
ICD–10. As discussed in the proposed 
rule, we are exploring alternatives on 
how we may restructure the current 
O.R. and non-O.R. designations for 
procedures by leveraging the detail that 
is now available in the ICD–10 claims 
data. We continue to develop our 
process and methodology, and will 
provide more detail in future 
rulemaking. 

Comment: Several commenters 
suggested that CMS assemble an 
advisory panel comprised of clinical, 
coding and financial stakeholders, 
physician specialty societies and 
experts to review methodologies for 
O.R. determination and that CMS 
should address procedures performed in 
all settings as there may be variations 
based on geographical differences, 
hospital size, resources and physician 
specialty availability. Two commenters 
suggested that CMS allow sufficient 
time for provider review and stated that 
thorough data analysis with provider 
input is critical to allow for appropriate 
insight in provider comments. These 
commenters stated that outside of the 
CMS noted intentions for consideration, 
additional data for each ICD–10–PCS 
procedure code should be provided so 
that a more thorough analysis can be 
completed. One of these commenters 
further suggested revising the October 
20 deadline for submission of public 
comments if CMS could not provide the 
additional data timely. 

Response: CMS appreciates this 
feedback. While CMS has already 
convened an internal workgroup 
comprised of clinicians, consultants, 
coding specialists and other policy 
analysts, we look forward to further 
collaboration with the industry. As 
discussed in section II.D.1.b. of the 
preamble of the proposed rule, given the 
continued increase in the number and 
complexity of the requested changes to 
the MS–DRG classifications since the 
adoption of ICD–10 MS–DRGs, and in 
order to consider as many requests as 

possible, more time is needed to 
carefully evaluate the requested 
changes, analyze claims data, and 
consider any proposed updates. 
Therefore, changing the deadline to 
October 20th of each year would allow 
CMS the additional time for the review 
and consideration of any proposed 
updates. However, as stated in section 
II.E.1.b. of this final rule, we are 
maintaining the deadline of November 
1, 2020 for the submission of such 
requests for FY 2022. Recognizing 
sufficient time is needed to provide 
feedback on what factors or criteria to 
consider in determining whether a 
procedure should be designated as an 
O.R. procedure in the ICD–10–PCS 
classification system, we have provided 
opportunity for the public to provide 
feedback beginning with the FY 2018 
final rule and we continue to solicit 
input. We encourage the public to 
submit comments on other factors to 
consider in our refinement efforts to 
recognize and differentiate consumption 
of resources for the ICD–10 MS–DRGs 
timely for consideration. Once we are in 
a position to provide more detail on this 
analysis and the methodology for 
conducting this comprehensive review 
in future rulemaking, the public will 
again have the opportunity to provide 
feedback. 

In the FY 2021 IPPS/LTCH PPS 
proposed rule and this final rule, we are 
addressing requests that we received 
regarding changing the designation of 
specific ICD–10–PCS procedure codes 
from non-O.R. to O.R. procedures, or 
changing the designation from O.R. 
procedure to non-O.R. procedure. In this 
section of the rule we discuss the 
process that was utilized for evaluating 
the requests that were received for FY 
2021 consideration. For each procedure, 
our clinical advisors considered— 

• Whether the procedure would 
typically require the resources of an 
operating room; 

• Whether it is an extensive or a 
nonextensive procedure; and 

• To which MS–DRGs the procedure 
should be assigned. 

We note that many MS–DRGs require 
the presence of any O.R. procedure. As 
a result, cases with a principal diagnosis 
associated with a particular MS–DRG 
would, by default, be grouped to that 
MS–DRG. Therefore, we do not list 
these MS–DRGs in our discussion in 
this section of this rule. Instead, we only 
discuss MS–DRGs that require explicitly 
adding the relevant procedure codes to 
the GROUPER logic in order for those 
procedure codes to affect the MS–DRG 

assignment as intended. In cases where 
we proposed to change the designation 
of procedure codes from non-O.R. 
procedures to O.R. procedures, we also 
proposed one or more MS–DRGs with 
which these procedures are clinically 
aligned and to which the procedure 
code would be assigned. 

In addition, cases that contain O.R. 
procedures will map to MS–DRG 981, 
982, or 983 (Extensive O.R. Procedure 
Unrelated to Principal Diagnosis with 
MCC, with CC, and without CC/MCC, 
respectively) or MS–DRG 987, 988, or 
989 (Non-Extensive O.R. Procedure 
Unrelated to Principal Diagnosis with 
MCC, with CC, and without CC/MCC, 
respectively) when they do not contain 
a principal diagnosis that corresponds 
to one of the MDCs to which that 
procedure is assigned. These procedures 
need not be assigned to MS–DRGs 981 
through 989 in order for this to occur. 
Therefore, if requestors included some 
or all of MS–DRGs 981 through 989 in 
their request or included MS–DRGs that 
require the presence of any O.R. 
procedure, we did not specifically 
address that aspect in summarizing their 
request or our response to the request in 
this section of this rule. 

For procedures that would not 
typically require the resources of an 
operating room, our clinical advisors 
determined if the procedure should 
affect the MS–DRG assignment. 

As indicated in the proposed rule, we 
received several requests to change the 
designation of specific ICD–10–PCS 
procedure codes from non-O.R. 
procedures to O.R. procedures, or to 
change the designation from O.R. 
procedures to non-O.R. procedures. In 
this section of this rule, as we did in the 
proposed rule, we detail and respond to 
some of those requests and, further, 
summarize and respond to the public 
comments we received in response to 
our proposals, if applicable. With regard 
to the remaining requests, as stated in 
the proposed rule, our clinical advisors 
believe it is appropriate to consider 
these requests as part of our 
comprehensive review of the procedure 
codes as previously discussed. 

b. O.R. Procedures to Non-O.R. 
Procedures 

(1) Endoscopic Revision of Feeding 
Devices 

One requestor identified three ICD– 
10–PCS procedure codes that describe 
endoscopic revision of feeding devices, 
shown in the following table. 
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In the ICD–10 MS–DRG Version 37 
Definitions Manual, these three ICD–10– 
PCS procedure codes are currently 
recognized as O.R. procedures for 
purposes of MS–DRG assignment. The 
requestor noted that these procedures 
would not require the resources of an 
operating room and that they consume 
resources comparable to related ICD– 
10–PCS procedure codes describing the 
endoscopic insertion of feeding tubes 
that currently are designated as Non- 
O.R. procedures. 

In the proposed rule, we stated that 
we agreed with the requestors that these 
procedures do not typically require the 
resources of an operating room, and are 
not surgical in nature. Therefore, we 
proposed to remove 0DW08UZ, 
0DW68UZ, and 0DWD8UZ from the FY 
2021 ICD–10 MS–DRGs Version 38 
Definitions Manual in Appendix E— 
Operating Room Procedures and 
Procedure Code/MS–DRG Index as O.R. 
procedures. We stated in the proposed 
rule that, under this proposal, these 
procedures would no longer impact 
MS–DRG assignment. 

Comments: Commenters supported 
our proposal to designate ICD–10–PCS 
procedure codes 0DW08UZ, 0DW68UZ, 
0DWD8UZ as non-O.R. procedures. One 
commenter specifically stated they 

believed that the endoscopic revision of 
feeding devices does not typically 
require the resources of an O.R. and can 
be safely performed in non-O.R. settings 
such as interventional radiology or 
endoscopy suites. 

Response: We appreciate the 
commenters’ support. 

After consideration of the public 
comments we received, we are 
finalizing our proposal to change the 
designation of procedure codes 
0DW08UZ, 0DW68UZ, and 0DWD8UZ 
from O.R. procedures to non-O.R. 
procedures, effective October 1, 2020. 

c. Non-O.R. Procedures to O.R. 
Procedures 

(1) Percutaneous/Endoscopic Biopsy of 
Mediastinum 

One requestor identified ICD–10–PCS 
procedure code 0WBC4ZX (Excision of 
mediastinum, percutaneous endoscopic 
approach, diagnostic) that describes a 
percutaneous endoscopic biopsy of the 
mediastinum that the requestor stated is 
performed in the operating room under 
general anesthesia, requires an incision 
through the chest wall, insertion of a 
mediastinoscope in the space between 
the lungs and involves removal of a 
tissue sample. The requestor 

recommended that all procedures 
performed within the mediastinum by 
an open or percutaneous endoscopic 
approach, regardless of whether it is a 
diagnostic or therapeutic procedure, 
should be designated as O.R. procedures 
because the procedures require great 
skill and pose risks to patients due to 
the structures contained within the 
mediastinum. The requestor noted that 
the mediastinum contains loose 
connective tissue, the heart and great 
vessels, esophagus, trachea, nerves, and 
lymph nodes. The requestor further 
noted that redesignating these 
procedures from non-O.R. to O.R. would 
provide compensation for operating 
room resources and general anesthesia. 

We note that under the ICD–10–PCS 
procedure classification, biopsy 
procedures are identified by the 7th 
digit qualifier value ‘‘diagnostic’’ in the 
code description. In response to the 
requestor’s suggestion that all 
procedures performed within the 
mediastinum by an open or 
percutaneous endoscopic approach, 
regardless of whether it is a diagnostic 
or therapeutic procedure should be 
designated as an O.R. procedure, we 
examined the following procedure 
codes: 

In the ICD–10 MS–DRGs Definitions 
Manual Version 37, procedure codes 
0WBC0ZX, 0WBC0ZZ, 0WBC3ZZ, and 
0WBC4ZZ are currently designated as 
O.R. procedures, however, procedure 
codes 0WBC3ZX and 0WBC4ZX are not 
recognized as O.R. procedures for 
purposes of MS–DRG assignment. We 
stated in the proposed rule that we agree 

with the requestor that procedure code 
0WBC4ZX would typically require the 
resources of an operating room. We 
further stated that our clinical advisors 
also agree that procedure code 
0WBC3ZX would typically require the 
resources of an operating room. 
Therefore, we proposed to add these 2 
procedure codes to the FY 2021 ICD–10 

MS–DRGs Version 38 Definitions 
Manual in Appendix E- Operating Room 
Procedures and Procedure Code/MS– 
DRG Index as O.R. procedures, assigned 
to MS–DRGs 166, 167 and 168 (Other 
Respiratory System O.R. Procedures 
with MCC, with CC, and without CC/ 
MCC, respectively) in MDC 04 (Diseases 
and Disorders of the Respiratory 
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System); MS–DRGs 628, 629, and 630 
(Other Endocrine, Nutritional and 
Metabolic O.R. Procedures with MCC, 
with CC, and without CC/MCC, 
respectively) in MDC 10 (Endocrine, 
Nutritional and Metabolic Diseases and 
Disorders); MS–DRGs 820, 821, and 822 
(Lymphoma and Leukemia with Major 
O.R. Procedure with MCC, with CC, and 
without CC/MCC, respectively) and 
MS–DRGs 826, 827, and 828 
(Myeloproliferative Disorders or Poorly 
Differentiated Neoplasms with Major 
O.R. Procedure with MCC, with CC, and 
without CC/MCC, respectively) in MDC 
17 (Myeloproliferative Diseases and 
Disorders, Poorly Differentiated 
Neoplasms); and to MS–DRGs 987, 988, 
and 989 (Non-Extensive O.R. Procedure 
Unrelated to Principal Diagnosis with 
MCC, with CC and without MCC/CC, 
respectively). 

As previously noted, procedure codes 
0WBC0ZX, 0WBC0ZZ, 0WBC3ZZ, and 
0WBC4ZZ are currently designated as 
O.R. procedures. As displayed in the FY 
2020 ICD–10 MS–DRGs Version 37 
Definitions Manual in Appendix E- 
Operating Room Procedures and 
Procedure Code/MS–DRG Index, these 
procedure codes are assigned to several 
MS–DRGs across many MDCs. During 
our process of reviewing potential MDC 
and MS–DRG assignments for procedure 
codes 0WBC3ZX and 0WBC4ZX, our 
clinical advisors recommended that we 
reassign procedure codes 0WBC0ZZ, 
0WBC3ZZ, and 0WBC4ZZ from their 
current MS–DRG assignments in MDC 
04 (Diseases and Disorders of the 
Respiratory System). Procedure codes 
0WBC0ZZ, 0WBC3ZZ, and 0WBC4ZZ 
are currently assigned to MS–DRGs 163, 
164, and 165 (Major Chest Procedures 
with MCC, with CC, and without CC/ 
MCC, respectively) and procedure code 
0WBC0ZX is assigned to MS–DRGs 166, 
167 and 168 (Other Respiratory System 
O.R. Procedures with MCC, with CC, 
and without CC/MCC, respectively). We 
stated in the proposed rule that 
according to our clinical advisors, 
procedure codes 0WBC0ZZ, 0WBC3ZZ, 

and 0WBC4ZZ would be more 
appropriately and clinically aligned 
with the same MS–DRG assignment as 
procedure code 0WBC0ZX, which is 
also consistent with the assignment for 
other procedures performed on the 
mediastinum. Therefore, we proposed to 
reassign procedure codes 0WBC0ZZ, 
0WBC3ZZ, and 0WBC4ZZ to MS–DRGs 
166, 167 and 168 (Other Respiratory 
System O.R. Procedures with MCC, with 
CC, and without CC/MCC, respectively). 

Comment: Commenters supported the 
proposal to reclassify ICD–10–PCS 
procedure codes 0WBC4ZX (Excision of 
mediastinum, percutaneous endoscopic 
approach, diagnostic) and 0WBC3ZX 
(Excision of mediastinum, percutaneous 
approach, diagnostic) as O.R. 
procedures for the purposes of MS–DRG 
assignment for FY 2021. A commenter 
stated their belief that surgeries 
performed within the mediastinum by 
an open or percutaneous endoscopic 
approach, regardless of whether it is a 
diagnostic or therapeutic procedure, 
typically require the resources of the 
O.R. to control for possible damage to 
the structures contained within the 
mediastinum, including loose 
connective tissue, the heart and great 
vessels, esophagus, trachea, nerves, and 
lymph nodes. The commenter noted 
that the invasive nature of these 
procedures also necessitates the sterile 
environment of an O.R. to limit the risk 
of secondary infection. 

Commenters also supported the 
proposal to reassign procedure codes 
0WBC0ZZ, 0WBC3ZZ, and 0WBC4ZZ 
from MS–DRGs 163, 164, and 165 to 
MS–DRGs 166, 167, and 168. However, 
a couple commenters did not agree with 
the proposal and stated that the open, 
percutaneous, and endoscopic 
therapeutic mediastinal excisions 
should remain distinct from the 
diagnostic mediastinal procedures. The 
commenters noted that while the 
approaches of the procedures are the 
same, the time, risk and resource 
utilization is different for the 
therapeutic and diagnostic procedures. 
The commenters stated that diagnostic 

procedures require only a small 
mediastinal resection, more specifically 
an incisional biopsy, for diagnostic 
purposes while the therapeutic 
mediastinal resection involves the 
complete resection of large tumors, cysts 
or masses that may be malignant or 
benign juxtaposed to critical 
mediastinal structures. In addition, the 
commenters reported that therapeutic 
mediastinal resections will often require 
more time in the O.R., slightly longer 
lengths of stay, and more post-operative 
care due to the invasive nature of the 
procedures. 

Response: We appreciate the 
commenters’ feedback on the proposal 
to reclassify ICD–10–PCS procedure 
codes 0WBC4ZX and 0WBC3ZX as O.R. 
procedures for the purposes of MS–DRG 
assignment and on the proposal to 
reassign procedure codes 0WBC0ZZ, 
0WBC3ZZ, and 0WBC4ZZ from MS– 
DRGs 163, 164, and 165 to MS–DRGs 
166, 167, and 168. In response to the 
commenters who did not agree with the 
proposal to reassign procedure codes 
0WBC0ZZ, 0WBC3ZZ, and 0WBC4ZZ 
from MS–DRGs 163, 164, and 165 to 
MS–DRGs 166, 167, and 168, as noted 
by the commenters, the approaches of 
the therapeutic and diagnostic 
procedures are the same, however our 
clinical advisors did not agree that the 
time, risk and resource utilization are 
necessarily different for the therapeutic 
and diagnostic procedures. 

While the commenters’ asserted that 
therapeutic mediastinal procedures will 
often require more time in the O.R., 
slightly longer lengths of stay, and more 
post-operative care due to the invasive 
nature of the procedures, our analysis of 
claims data found that the average 
length of stay and the average costs for 
the diagnostic procedures were greater 
than those of the therapeutic 
procedures. We examined data from the 
September 2019 update of the FY 2019 
MedPAR data for both diagnostic and 
therapeutic mediastinal excision 
procedures across all MS–DRGs. Our 
findings are shown in the table below. 
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As shown in the table, there were a 
total of 1,141 cases reporting a 
diagnostic excision of mediastinum 
procedure with an average length of stay 
of 8.2 days and average costs of $21,279 
and a total of 291 cases reporting a 
therapeutic excision of mediastinum 
procedure with an average length of stay 
of 4.3 days and average costs of $17,267. 
Our clinical advisors maintain that 
therapeutic and diagnostic procedures 
involving excision of the mediastinum 
are clinically aligned and should be 
grouped together. However, as noted in 
prior rule making (84 FR 42148), our 
clinical advisors recognize that MS– 
DRGs 163, 164, 165, 166, 167, and 168 
may warrant further review and 
therefore, we plan to begin this more 
detailed review beginning with our FY 
2022 MS–DRG classification analysis of 
claims data and determine what 
modifications may need to be 
considered for future rulemaking. 

After consideration of the public 
comments we received, we are 
finalizing our proposal to add procedure 
codes 0WBC4ZX and 0WBC3ZX as O.R. 
procedures to the FY 2021 ICD–10 MS– 
DRGs Version 38 Definitions Manual in 
Appendix E—Operating Room 
Procedures and Procedure Code/MS– 
DRG Index as O.R. procedures, assigned 
to MS–DRGs 166, 167, and 168 (Other 
Respiratory System O.R. Procedures 
with MCC, with CC, and without CC/ 
MCC, respectively) in MDC 04 (Diseases 
and Disorders of the Respiratory 
System); MS–DRGs 628, 629, and 630 
(Other Endocrine, Nutritional and 
Metabolic O.R. Procedures with MCC, 
with CC, and without CC/MCC, 
respectively) in MDC 10 (Endocrine, 
Nutritional and Metabolic Diseases and 
Disorders); MS–DRGs 820, 821, and 822 
(Lymphoma and Leukemia with Major 
O.R. Procedure with MCC, with CC, and 

without CC/MCC, respectively) and 
MS–DRGs 826, 827, and 828 
(Myeloproliferative Disorders or Poorly 
Differentiated Neoplasms with Major 
O.R. Procedure with MCC, with CC, and 
without CC/MCC, respectively) in MDC 
17 (Myeloproliferative Diseases and 
Disorders, Poorly Differentiated 
Neoplasms); and to MS–DRGs 987, 988, 
and 989 (Non-Extensive O.R. Procedure 
Unrelated to Principal Diagnosis with 
MCC, with CC and without MCC/CC, 
respectively). We are also finalizing our 
proposal to reassign procedure codes 
0WBC0ZZ, 0WBC3ZZ, and 0WBC4ZZ 
from MS–DRGs 163, 164, and 165 to 
MS–DRGs 166, 167, and 168, effective 
FY 2021. 

One requestor identified ICD–10–PCS 
procedure code 3E0L4GC (Introduction 
of other therapeutic substance into 
pleural cavity, percutaneous endoscopic 
approach) that the requestor stated is 
currently not recognized as an O.R. 
procedure for purposes of MS–DRG 
assignment. The requestor noted that 
talc pleurodesis via video-assisted 
thoracoscopic surgery (VATS), involves 
placing a thoracoscope through the 
chest wall for visualization, then 
placing a port and injecting talc, 
doxycycline, or other chemical into the 
pleural cavity under general anesthesia 
and should therefore be recognized as 
an O.R. procedure for purposes of MS– 
DRG assignment. 

We stated in the proposed rule that 
we agreed with the requestor that ICD– 
10–PCS procedure code 3E0L4GC 
typically requires the resources of an 
operating room. We also note that the 
AHA published Coding Clinic advice in 
2015 that instructed to code both ICD– 
10–PCS procedure codes 0BJQ4ZZ 
(Inspection of pleura, percutaneous 
endoscopic approach) and 3E0L3GC 
(Introduction of other therapeutic 

substance into pleural cavity, 
percutaneous approach) for 
thoracoscopic chemical pleurodesis. In 
the publication, code 0BJQ4ZZ, 
recognized as an O.R. procedure for 
purposes of MS–DRG assignment, was 
instructed to be reported for the video- 
assisted thoracoscopic portion of the 
procedure since the endoscopic 
component of the procedure could not 
be captured by the approach values 
available at the time. In FY 2018, the 
approach value ‘‘4’’ Percutaneous 
Endoscopic was added to the root 
operation Introduction table 3E0, to 
capture percutaneous endoscopic 
administration of a therapeutic 
substance, meaning that code 0BJQ4ZZ 
was no longer needed along with code 
3E0L3GC to report thoracoscopic 
chemical pleurodesis. Only code 
3E0L4GC is needed to report all 
components of the procedure. 
Designating code 3E0L4GC as an O.R. 
procedure for purposes of MS–DRG 
assignment classifies the procedure as 
intended when two codes were needed 
to fully code the procedure. Therefore, 
we proposed to add procedure code 
3E0L4GC to the FY 2021 ICD–10 MS– 
DRG Version 38 Definitions Manual in 
Appendix E—Operating Room 
Procedures and Procedure Code/MS– 
DRG Index as an O.R. procedure 
assigned to MS–DRGs 166, 167, and 168 
(Other Respiratory System O.R. 
procedures with MCC, CC, without CC/ 
MCC, respectively) in MDC 04 (Diseases 
and Disorders of the Respiratory 
System); and MS–DRG 264 (Other 
Circulatory System O.R. Procedures) in 
MDC 05 (Diseases and Disorders of the 
Circulatory System). 

Comments: Commenters supported 
our proposal to designate ICD–10–PCS 
procedure code 3E0L4GC as an O.R. 
procedure. A commenter noted that 
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since code 0BJQ4ZZ, Inspection of 
pleura, percutaneous endoscopic 
approach, is no longer necessary as an 
additional code to capture the 
endoscopic component of the procedure 
it makes sense for code 3E0L4GC to be 
designated as an O.R. procedure. 

Response: We appreciate the 
commenters’ support. 

After consideration of the public 
comments we received, we are 
finalizing our proposal to change the 
designation of procedure code 3E0L4GC 
from non-O.R. procedure to O.R. 
procedure, effective October 1, 2020. 

(3) Percutaneous Endoscopic Excision of 
Stomach 

One requestor identified ICD–10–PCS 
procedure code 0DB64ZZ (Excision of 
stomach, percutaneous endoscopic 
approach) that the requestor stated is 
currently not recognized as an O.R. 
procedure for purposes of MS–DRG 
assignment. The requestor noted that 
percutaneous endoscopic excisions of 
gastric lesions and percutaneous 
endoscopic partial gastrectomies are 
performed in the operating room under 
general anesthesia, use comparable 
resources, and are designated as O.R. 
procedures. Therefore, the requestor 
stated that this procedure should also be 
recognized as O.R. procedure for 
purposes of MS–DRG assignment. 

We stated in the proposed rule that 
we agreed with the requestor that ICD– 
10–PCS procedure code 0DB64ZZ 
typically requires the resources of an 
operating room. During our review, we 
also noted that ICD–10–PCS code 
0DB64ZX (Excision of stomach, 
percutaneous endoscopic approach, 
diagnostic) was not currently recognized 
as an O.R. procedure. We proposed to 
add these codes to the FY 2021 ICD–10 
MS–DRG Version 38 Definitions Manual 
in Appendix E—Operating Room 

Procedures and Procedure Code/MS– 
DRG Index as O.R. procedures assigned 
to MS–DRGs 326, 327, and 328 
(Stomach, Esophageal and Duodenal 
Procedures with MCC, with CC, and 
without CC/MCC, respectively) in MDC 
06 (Diseases and Disorders of the 
Digestive System); MS–DRGs 619, 620, 
and 621 (Procedures for Obesity with 
MCC, with CC, and without CC/MCC, 
respectively) in MDC 10 (Endocrine, 
Nutritional and Metabolic Diseases and 
Disorders); and MS–DRGs 820, 821, and 
822 (Lymphoma and Leukemia with 
Major Procedure with MCC, with CC, 
and without CC/MCC, respectively), 
MS–DRGs 826, 827, and 828 
(Myeloproliferative Disorders or Poorly 
Differentiated Neoplasms with Major 
Procedure with MCC, with CC, and 
without CC/MCC, respectively), and 
MS–DRGs 829 and 830 
(Myeloproliferative Disorders or Poorly 
Differentiated Neoplasms with Other 
Procedure with CC/MCC and without 
CC/MCC, respectively) in MDC 17 
(Myeloproliferative Diseases and 
Disorders, Poorly Differentiated 
Neoplasms). 

Comments: Many commenters 
supported our proposal. One commenter 
specifically stated they concurred with 
the requestor’s statement that similar 
procedures such as percutaneous 
endoscopic excisions of gastric lesions 
and percutaneous endoscopic partial 
gastrectomies are currently classified as 
O.R. procedures, and that the two listed 
stomach excision codes should be 
designated as O.R. procedures due to 
comparable costs and resource use. This 
commenter also stated they believed 
that the invasive nature of such 
procedures also necessitates the sterile 
environment of an O.R. to limit the risk 
of secondary infection. 

Response: We appreciate the 
commenters’ support. 

After consideration of the public 
comments we received, we are 
finalizing our proposal to change the 
designation of procedure codes 
0DB64ZZ and 0DB64ZX from non-O.R. 
procedures to O.R. procedures, effective 
October 1, 2020. 

As discussed in the proposed rule, 
during our review, we also noted that 
ICD–10–PCS procedure code 0DB64Z3 
(Excision of stomach, percutaneous 
endoscopic approach, vertical (sleeve)), 
which is clinically similar to ICD–10– 
PCS codes 0DB64ZZ and 0DB64ZX, is 
designated as an O.R. procedure 
assigned to the same MS–DRGs as we 
proposed for ICD–10–PCS codes 
0DB64ZZ and 0DB64ZX, as well as to 
MS–DRG 264 (Other Circulatory System 
O.R. Procedures) in MDC 05 (Diseases 
and Disorders of the Circulatory 
System); MS–DRGs 907, 908, and 909 
(Other O.R. Procedures for Injuries, with 
MCC, with CC, and without CC/MCC, 
respectively) in MDC 21 (Injuries, 
Poisonings and Toxic Effects of Drugs); 
and MS–DRGs 957, 958, and 959 (Other 
O.R. procedures for multiple significant 
trauma, with MCC, with CC, and 
without CC/MCC, respectively) in MDC 
24 (Multiple Significant Trauma). We 
stated our clinical advisors believe that 
principal diagnoses in MDCs 05 and 21 
are typically not indications for 
procedures describing percutaneous 
endoscopic excision of stomach and that 
ICD–10–PCS procedure code 0DB64Z3 
should be assigned to the same MS– 
DRGs as ICD–10–PCS codes 0DB64ZZ 
and 0DB64ZX. 

We examined claims data from the 
September 2019 update of the FY 2019 
MedPAR file to determine if there were 
any cases that reported 0DB64Z3 and 
were assigned to MDC 05, MDC 21, or 
MDC 24. The following table shows our 
findings: 
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We found zero cases in MS–DRGs 
957, 958, and 959 reporting 0DB64Z3 
and a principal diagnosis in MDC 24 
(Multiple Significant Trauma). We 
stated our analysis demonstrated that 
diagnoses assigned to MDC 05, MDC 21, 
and MDC 24 are not typically corrected 
surgically by percutaneous endoscopic 
vertical (sleeve) gastrectomy given the 
small number of cases reporting this 
procedure in these MDCs. We also 
stated our clinical advisors believe 
procedure codes describing the 
percutaneous endoscopic excision of 
stomach should have the same MDC 
assignments in the ICD–10 MS–DRGs 
Version 38 for coherence. Therefore, we 
proposed to remove the assignments of 
code 0DB64Z3 from MS–DRG 264 
(Other Circulatory System O.R. 
Procedures) in MDC 05 (Diseases and 
Disorders of the Circulatory System); 
MS–DRGs 907, 908, and 909 (Other O.R. 
Procedures for Injuries, with MCC, with 
CC, and without CC/MCC, respectively) 
in MDC 21 (Injuries, Poisonings and 

Toxic Effects of Drugs); and MS–DRGs 
957, 958, and 959 (Other O.R. 
procedures for multiple significant 
trauma, with MCC, with CC, and 
without CC/MCC, respectively) in MDC 
24 (Multiple Significant Trauma). 

Comments: Commenters supported 
our proposal and stated they agreed that 
diagnoses assigned to MDC 05 (Diseases 
and Disorders of the Circulatory 
System), MDC 21 (Injuries, Poisonings 
and Toxic Effects of Drugs), and MDC 24 
(Multiple Significant Trauma) are not 
typically corrected surgically by 
percutaneous endoscopic vertical 
(sleeve) gastrectomy, and that procedure 
codes describing the percutaneous 
endoscopic excision of stomach should 
all be assigned to the same MDCs. 

Response: We appreciate the 
commenters’ support. 

After consideration of the public 
comments we received, we are 
finalizing our proposal to remove the 
assignments of code 0DB64Z3 from MS– 
DRG 264 (Other Circulatory System O.R. 

Procedures) in MDC 05 (Diseases and 
Disorders of the Circulatory System); 
MS–DRGs 907, 908, and 909 (Other O.R. 
Procedures for Injuries, with MCC, with 
CC, and without CC/MCC, respectively) 
in MDC 21 (Injuries, Poisonings and 
Toxic Effects of Drugs); and MS–DRGs 
957, 958, and 959 (Other O.R. 
procedures for multiple significant 
trauma, with MCC, with CC, and 
without CC/MCC, respectively) in MDC 
24 (Multiple Significant Trauma), 
effective October 1, 2020. 

Lastly, we stated while we were 
reviewing this request, we noted 
inconsistencies in how procedures 
involving the excision of stomach are 
designated. Excision of stomach codes 
differ by approach and qualifier. ICD– 
10–PCS procedure codes describing 
excision of stomach with similar 
approaches have been assigned different 
attributes in terms of designation as an 
O.R. or Non-O.R. procedure. We 
identified the following five related 
codes: 

As discussed in the proposed rule, in 
the ICD–10 MS–DRGs Version 37, these 
ICD–10–PCS codes are currently 
recognized as O.R. procedures for 
purposes of MS–DRG assignment, while 
similar excision of stomach procedure 
codes with the same approach but 
different qualifiers are recognized as 
Non-O.R. procedures. We stated our 
clinical advisors indicated that these 
procedures are not surgical in nature 
and do not require an incision. 
Therefore, we proposed to remove ICD– 
10–PCS procedure codes 0DB63Z3, 
0DB63ZZ, 0DB67Z3, 0DB67ZZ, and 
0DB68Z3 from the FY 2021 ICD–10 MS– 
DRG Version 38 Definitions Manual in 
Appendix E—Operating Room 
Procedures and Procedure Code/MS– 
DRG Index as O.R. procedures. Under 
this proposal, these procedures would 
no longer impact MS–DRG assignment. 

Comments: Commenters opposed our 
proposal. A few commenters noted that 
the five procedure codes describing 
excision of stomach listed are similar in 

nature to procedure codes 0DB64ZZ and 
0DB64ZX that describe percutaneous 
endoscopic excisions of the stomach, 
which CMS proposed to change from 
non-O.R. procedures to O.R. procedures. 
One commenter also stated that 
procedure codes describing excision of 
stomach via percutaneous approach or 
excision of stomach via percutaneous 
endoscopic approach should have the 
same O.R. procedure designation. 

Response: We appreciate the 
comments and concerns raised on our 
proposal. 

Our clinical advisors continue to 
indicate that these procedures are not 
surgical in nature and do not require an 
incision however, after acknowledging 
the concerns raised by commenters, 
believe it would be appropriate to take 
additional time to review the 
inconsistencies in how procedures 
involving the excision of stomach are 
designated. Therefore, after 
consideration of public comments, we 
are not finalizing our proposal to 

remove ICD–10–PCS procedure codes 
0DB63Z3, 0DB63ZZ, 0DB67Z3, 
0DB67ZZ, and 0DB68Z3 from the FY 
2021 ICD–10 MS–DRG Version 38 
Definitions Manual in Appendix E— 
Operating Room Procedures and 
Procedure Code/MS–DRG Index as O.R. 
procedures. Accordingly, these 
procedures will continue to impact MS– 
DRG assignment under the ICD–10 MS– 
DRGs Version 38, effective October 1, 
2020. 

(4) Percutaneous Endoscopic Drainage 

One requestor identified six ICD–10– 
PCS procedure codes that describe 
procedures involving laparoscopic 
drainage of peritoneum, peritoneal 
cavity, and gallbladder that the 
requestor stated are currently not 
recognized as O.R. procedures for 
purposes of MS–DRG assignment. The 
six procedure codes are listed in the 
following table: 
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The requestor stated these procedures 
would commonly be performed under 
general anesthesia and require the 
resources of an operating room. The 
requestor also noted that similar 
procedures such as percutaneous 
endoscopic inspection of gallbladder, 
percutaneous endoscopic excision of 
peritoneum and percutaneous 
endoscopic extirpation of matter from 
peritoneal cavity are currently classified 
as O.R. procedures in Version 37 of the 
ICD–10 MS–DRGs and that the six listed 
procedure codes should be designated 
as O.R. procedures due to comparable 
costs and resource use. 

We stated in the proposed rule that 
we agreed with the requestor that the six 
ICD–10–PCS procedure codes listed in 
the table typically require the resources 
of an operating room. Therefore, to the 
FY 2021 ICD–10 MS–DRG Version 38 
Definitions Manual in Appendix E— 
Operating Room Procedures and 
Procedure Code/MS–DRG Index, we 
proposed to add codes 0D9W4ZZ and 
0D9W40Z as O.R. procedures assigned 
to MS–DRGs 356, 357, and 358 (Other 
Digestive System O.R. Procedures, with 
MCC, with CC, and without CC/MCC, 
respectively) in MDC 06 (Diseases and 
Disorders of the Digestive System); and 
MS–DRGs 907, 908, and 909 (Other O.R. 
Procedures for Injuries with MCC, with 
CC, and without CC/MCC, respectively) 
in MDC 21 (Injuries, Poisonings and 
Toxic Effects of Drugs). We also 
proposed to add codes 0W9G4ZZ and 
0W9G40Z as O.R. procedures assigned 
to MS–DRGs 356, 357, and 358 (Other 
Digestive System O.R. Procedures with 
MCC, with CC, and without CC/MCC, 
respectively) in MDC 06 (Diseases and 
Disorders of the Digestive System); MS– 
DRGs 420, 421, and 422 (Hepatobiliary 
Diagnostic Procedures, with MCC, with 
CC, and without CC/MCC, respectively) 
in MDC 07 (Diseases and Disorders of 
the Hepatobiliary System and Pancreas); 
MS–DRGs 673, 674, and 675 (Other 
Kidney and Urinary Tract Procedures, 
with MCC, with CC, and without CC/ 
MCC, respectively) in MDC 11 (Diseases 
and Disorders of the Kidney and 

Urinary Tract); MS–DRGs 749 and 750 
(Other Female Reproductive System 
Procedures with and without CC/MCC, 
respectively) in MDC 13 (Diseases and 
Disorders of the Female Reproductive 
System); MS–DRGs 802, 803, and 804 
(Other O.R. Procedures of the Blood and 
Blood Forming Organs, with MCC, with 
CC, and without CC/MCC, respectively) 
in MDC 16 (Diseases and Disorders of 
Blood, Blood Forming Organs, 
Immunologic Disorders); MS–DRGs 820, 
821, and 822 (Lymphoma and Leukemia 
with Major Procedure with MCC, with 
CC, and without CC/MCC, respectively) 
and MS–DRGs 826, 827, and 828 
(Myeloproliferative Disorders or Poorly 
Differentiated Neoplasms with Major 
Procedure with MCC, with CC, and 
without CC/MCC, respectively) in MDC 
17 (Myeloproliferative Diseases and 
Disorders, Poorly Differentiated 
Neoplasms); and MS–DRGs 907, 908, 
and 909 (Other O.R. Procedures for 
Injuries with MCC, with CC, and 
without CC/MCC, respectively) in MDC 
21 (Injuries, Poisonings and Toxic 
Effects of Drugs). Lastly, we proposed to 
add codes 0F944ZZ and 0F9440Z as 
O.R. procedures assigned to MS–DRGs 
408, 409, and 410 (Biliary Tract 
Procedures Except Only 
Cholecystectomy with or without 
C.D.E., with MCC, with CC, and without 
CC/MCC, respectively) in MDC 07 
(Diseases and Disorders of the 
Hepatobiliary System and Pancreas). 

Comments: Commenters supported 
our proposal. One commenter stated 
they concurred with the requestor’s 
statement that similar procedures such 
as percutaneous endoscopic inspection 
of gallbladder, percutaneous endoscopic 
excision of peritoneum and 
percutaneous endoscopic extirpation of 
matter from peritoneal cavity are 
currently classified as O.R. procedures, 
and that the six listed procedure codes 
should be designated as O.R. procedures 
due to comparable costs and resource 
use. The commenter also stated they 
believed that the invasive nature of such 
procedures also necessitates the sterile 
environment of an O.R. to limit the risk 

of secondary infection. Other 
commenters stated they agreed all ICD– 
10–PCS procedure codes describing 
procedures involving laparoscopic 
drainage of peritoneum, peritoneal 
cavity, or gallbladder should be 
designated as O.R. procedures. 

Response: We appreciate the 
commenters’ support. 

After consideration of the public 
comments we received, we are 
finalizing our proposal to change the 
designation of ICD–10–PCS procedure 
codes 0D9W4ZZ, 0D9W40Z, 0W9G4ZZ 
0W9G40Z, 0F944ZZ and 0F9440Z from 
non-O.R. procedures to O.R. procedures, 
effective October 1, 2020. 

As discussed in the proposed rule, 
during our review of this request, we 
identified related ICD–10–PCS 
procedure code 0F944ZX (Drainage of 
gallbladder, percutaneous endoscopic 
approach, diagnostic) that is also 
currently not recognized as an O.R. 
procedure for purposes of MS–DRG 
assignment. We stated that our clinical 
advisors believe that similar to the six 
procedure codes submitted by the 
requester, this procedure typically 
requires the resources of an operating 
room and should have the same 
attributes in Version 38 for coherence. 
Therefore, we proposed to add code 
0F944ZX as an O.R. procedure assigned 
to MS–DRGs 420, 421 and 422 
(Hepatobiliary Diagnostic Procedures, 
with MCC, with CC, and without CC/ 
MCC, respectively) in MDC 07 (Diseases 
and Disorders of the Hepatobiliary 
System and Pancreas) to the FY 2021 
ICD–10 MS–DRG Version 38 Definitions 
Manual in Appendix E—Operating 
Room Procedures and Procedure Code/ 
MS–DRG Index. 

Comments: Commenters supported 
our proposal and as previously 
mentioned stated they agreed all ICD– 
10–PCS procedure codes describing 
procedures involving laparoscopic 
drainage of the peritoneum, peritoneal 
cavity, or gallbladder should be 
designated as O.R. procedures. 

Response: We appreciate the 
commenters’ support. 
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After consideration of the public 
comments we received, we are 
finalizing our proposal to change the 
designation of 0F944ZX from non-O.R. 
procedure to O.R. procedure, effective 
October 1, 2020. 

In the proposed rule, we stated during 
our review, we also identified the 
related ICD–10–PCS procedure codes 
0F940ZZ (Drainage of gallbladder, open 
approach), 0F940ZX (Drainage of 
gallbladder, open approach, diagnostic) 
and 0F9400Z (Drainage of gallbladder 
with drainage device, open approach). 
Our analysis found that the ICD–10–PCS 
codes describing drainage of gallbladder 
have dissimilar MDC assignments. 
Procedure codes 0F940ZZ and 0F940ZX 
are currently assigned to MS–DRGs 356, 
357, and 358 (Other Digestive System 
O.R. Procedures, with MCC, with CC, 
and without CC/MCC, respectively) in 
MDC 06 (Diseases and Disorders of the 
Digestive System) and MS–DRGs 408, 
409, and 410 (Biliary Tract Procedures 
Except Only Cholecystectomy with or 
without C.D.E, with MCC, with CC, and 
without CC/MCC, respectively) in MDC 
07 (Diseases and Disorders of the 

Hepatobiliary System and Pancreas). 
However, ICD–10–PCS procedure code 
0F9400Z is currently assigned to MS– 
DRGs 408, 409, and 410 (Biliary Tract 
Procedures Except Only 
Cholecystectomy with or without C.D.E, 
with MCC, with CC, and without CC/ 
MCC, respectively) in MDC 07 (Diseases 
and Disorders of the Hepatobiliary 
System and Pancreas) alone. We stated 
our clinical advisors believe that 
principal diagnoses in MDC 06 are 
typically not indications for procedures 
describing the drainage of gallbladder. 
We examined claims data from the 
September 2019 update of the FY 2019 
MedPAR file to determine if there were 
any cases that reported procedure codes 
0F940ZZ or 0F940ZX and were assigned 
to MDC 06. We found zero cases in MS– 
DRGs 356, 357, and 358 reporting code 
0F944ZZ or 0F940ZX and a principal 
diagnosis in MDC 06 (Diseases and 
Disorders of the Digestive System), 
demonstrating that diagnoses in MDC 06 
are not typically corrected surgically by 
drainage of the gallbladder. Our clinical 
advisors believe procedure codes 

describing the drainage of gallbladder 
should have the same MDC assignments 
in Version 38 for coherence. Therefore, 
we proposed to remove procedure codes 
0F940ZZ and 0F940ZX from MS–DRGs 
356, 357, and 358 in MDC 06 (Diseases 
and Disorders of the Digestive System). 

Comments: Commenters supported 
our proposal and stated they agreed that 
procedure codes describing the drainage 
of the gallbladder should be assigned to 
the same MDC. 

Response: We appreciate the 
commenters’ support. 

After consideration of the public 
comments we received, we are 
finalizing our proposal to remove 
procedure codes 0F940ZZ and 0F940ZX 
from MS–DRGs 356, 357, and 358 in 
MDC 06 (Diseases and Disorders of the 
Digestive System), effective October 1, 
2020. 

As stated in the proposed rule, our 
further analysis of this request 
identified the nine ICD–10–PCS codes 
in the following table describing 
drainage of the peritoneum, peritoneal 
cavity, or gallbladder: 

We noted that these procedures are 
currently classified as extensive O.R. 
procedures. Our clinical advisors have 
noted that treatment practices have 
shifted since the initial O.R. procedure 
designations. We stated our clinical 
advisors believe that, given the 
similarity in factors such as complexity, 
resource utilization, and requirement for 
anesthesia administration between 
procedures describing the drainage of 
the peritoneum, peritoneal cavity, and 
gallbladder, it would be more 
appropriate to designate these nine ICD– 
10–PCS codes as non-extensive O.R. 
procedures. Therefore, we also proposed 
to change the designation of ICD–10– 
PCS codes 0D9W00Z, 0D9W0ZX, 
0D9W0ZZ, 0D9W4ZX, 0W9G00Z, 
0W9G0ZZ, 0F9400Z, 0F940ZZ and 

0F940ZX from extensive O.R. 
procedures to non-extensive O.R. 
procedures for FY 2021. 

Comment: A commenter supported 
our proposal to designate the nine ICD– 
10–PCS codes describing drainage of the 
peritoneum, peritoneal cavity, or 
gallbladder that are currently classified 
as extensive O.R. procedures as non- 
extensive O.R. procedures. 

Response: We appreciate the 
commenter’s support. 

Comment: One commenter opposed 
CMS’ proposal and stated location 
should be factored in. The commenter 
stated the designation of these 
procedures should differ depending if 
the procedure was performed in an 
operating room versus a radiology suite 
versus a procedure room. The 

commenter also stated procedures 
performed via an open approach should 
be designated as extensive O.R. 
procedures and procedures performed 
via a percutaneous endoscopic approach 
should be designated as non-extensive 
O.R. procedures. This same commenter 
specifically opposed changing the 
designation of procedure codes that 
describe the open drainage of the 
peritoneal cavity from extensive O.R. to 
non-extensive O.R. procedure and 
believed the designation should depend 
on how deep the open drainage incision 
site is. 

Response: We do not agree that 
unilaterally all open procedures should 
be designated as extensive O.R. 
procedures and procedures performed 
laparoscopically should be designated 
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as non-extensive O.R. procedures. While 
the site in which the procedure is 
performed and the procedural approach 
are important considerations in the 
designation of a procedure, there are 
other clinical factors such as procedure 
complexity, resource utilization, and 
need for anesthesia administration that 
should also be considered. In this 
regard, our clinical advisors believe the 
nine ICD–10–PCS codes that describe 
the drainage of the peritoneum, 
peritoneal cavity, and gallbladder, 
regardless of approach, are generally 
less complex than other procedures 
designated as extensive O.R. 
procedures. 

Also, we are not clear what the 
commenter means when they state that 
‘‘the designation of procedure codes 
describing the open drainage of the 
peritoneum should depend on how 
deep the open drainage incision site is’’. 
The peritoneum is defined as the 
smooth transparent serous membrane 
that lines the cavity of the abdomen. 
Procedure codes for the open drainage 
of the peritoneum are used to describe 
any procedure where the skin or 
mucous membrane and any other body 
layers necessary to expose the 
peritoneum are cut through to take or let 
out fluid and/or gases. Any anatomical 
differences from patient to patient that 
might factor into the technical 
complexity of the procedure, such as 
habitus, would be captured in the ICD– 
10–CM diagnosis coding. 

In the absence of a compelling clinical 
rationale for maintaining the 
designation of these procedures as 
extensive O.R. procedures, our clinical 
advisors continue to believe that, given 
the similarity in factors such as 
complexity, resource utilization, and 
requirement for anesthesia 
administration between procedures 
describing the drainage of the 
peritoneum, peritoneal cavity, and 
gallbladder, it would be more 
appropriate to designate these nine ICD– 
10–PCS codes as non-extensive O.R. 
procedures. Therefore, after 
consideration of the public comments 
we received, we are finalizing our 
proposal to change the designation of 
ICD–10–PCS codes 0D9W00Z, 
0D9W0ZX, 0D9W0ZZ, 0D9W4ZX, 
0W9G00Z, 0W9G0ZZ, 0F9400Z, 
0F940ZZ and 0F940ZX from extensive 
O.R. procedures to non-extensive O.R. 
procedures, effective October 1, 2020. 

(5) Control of Bleeding 
One requestor identified ICD–10–PCS 

procedure code 0W3G0ZZ (Control 
bleeding in peritoneal cavity, open 
approach) that describes a procedure in 
which the bleeding source within the 

peritoneal cavity is controlled by 
cautery, clips, and/or suture through an 
open abdominal incision with direct 
visualization of the surgical site, that the 
requestor stated requires the resources 
of an operating room and general 
anesthesia but is currently not 
recognized as an O.R. procedure for 
purposes of MS–DRG assignment. The 
requestor also noted that ICD–10–PCS 
procedure codes 0W3F0ZZ (Control 
bleeding in abdominal wall, open 
approach), 0W3H0ZZ (Control bleeding 
in retroperitoneum, open approach), 
and 0W3J0ZZ (Control bleeding in 
pelvic cavity, open approach) describe 
procedures to control bleeding in 
various anatomic sites and are currently 
classified as O.R. procedures. 

We stated in the proposed rule that 
we agree with the requestor that it 
would be clinically appropriate to 
redesignate procedure code 0W3G0ZZ 
as an O.R. procedure consistent with 
procedure codes 0W3F0ZZ, 0W3H0ZZ 
and 0W3J0ZZ, that also describe 
procedures performed to control 
bleeding and are designated as O.R. 
procedures. Therefore, we proposed to 
add procedure code 0W3G0ZZ to the FY 
2021 ICD–10 MS–DRG Version 38 
Definitions Manual in Appendix E— 
Operating Room Procedures and 
Procedure Code/MS–DRG Index as an 
O.R. procedure assigned to MS–DRG 
264 (Other Circulatory O.R. Procedures) 
in MDC 05 (Diseases and Disorders of 
the Circulatory System); MS–DRGs 356, 
357, and 358 (Other Digestive System 
O.R. Procedures with MCC, with CC, 
and without CC/MCC, respectively) in 
MDC 06 (Diseases and Disorders of the 
Digestive System); MS–DRGs 423, 424, 
and 425 (Other Hepatobiliary or 
Pancreas O.R. Procedures with MCC, 
with CC, and without CC/MCC, 
respectively) in MDC 07 (Diseases and 
Disorders of the Hepatobiliary System 
and Pancreas); MS–DRGs 673, 674, and 
675 (Other Kidney and Urinary Tract 
Procedures with MCC, with CC, and 
without CC/MCC, respectively) in MDC 
11 (Diseases and Disorders of the 
Kidney and Urinary Tract); MS–DRGs 
820, 821, and 822 (Lymphoma and 
Leukemia with Major O.R. Procedure 
with MCC, with CC, and without CC/ 
MCC, respectively), MS–DRGs 826, 827, 
and 828 (Myeloproliferative Disorders 
or Poorly Differentiated Neoplasms with 
Major O.R. Procedure with MCC, with 
CC, and without CC/MCC, respectively), 
and MS–DRGs 829 and 830 
(Myeloproliferative Disorders or Poorly 
Differentiated Neoplasms with Other 
Procedure with and without CC/MCC, 
respectively) in MDC 17 
(Myeloproliferative Diseases and 

Disorders, Poorly Differentiated 
Neoplasms); MS–DRGs 907, 908, and 
909 (Other O.R. Procedures for Injuries 
with and without CC/MCC, 
respectively) in MDC 21 ((Injuries, 
Poisonings and Toxic Effects of Drugs); 
MS–DRGs 957, 958, and 959 (Other O.R. 
Procedures for Multiple Significant 
Trauma, with MCC, with CC, and 
without CC/MCC, respectively) in MDC 
24 (Multiple Significant Trauma) and to 
MS–DRGs 981, 982 and 983 (Extensive 
O.R. Procedure Unrelated to Principal 
Diagnosis with MCC, with CC, and 
without CC/MCC, respectively). 

Comment: Commenters agreed with 
the proposed redesignation of ICD–10– 
PCS procedure code 0W3G0ZZ as an 
O.R. procedure, and stated this would 
be consistent with similar procedure 
codes describing control of bleeding in 
other anatomic sites. 

Response: We thank the commenters 
for their support. 

After consideration of the public 
comments received, we are finalizing 
our proposal to add ICD–10–PCS 
procedure code 0W3G0ZZ to the ICD–10 
MS–DRG Version 38 Definitions Manual 
in Appendix E—Operating Room 
Procedures and Procedure Code/MS– 
DRG Index as an O.R. procedure 
assigned to the MDCs and MS–DRGs 
noted earlier in this section, effective 
October 1, 2020. 

(6) Inspection of Penis 
As discussed in the FY 2021 IPPS/ 

LTCH PPS proposed rule (85 FR 32549), 
one requestor stated that ICD–10–PCS 
procedure code 0VJS0ZZ (Inspection of 
penis, open approach) is currently not 
recognized as an O.R. procedure for 
purposes of MS–DRG assignment. The 
requestor noted that there are 
circumstances that warrant inpatient 
admission for open exploration of the 
penis, such as to rule out penile fracture 
and extravasation due to trauma. The 
requestor stated their belief that because 
this procedure involves an open 
incision for exploration of penile 
structures and utilizes general 
anesthesia in the operating room, it 
would be appropriately classified as an 
O.R. procedure. In the proposed rule, 
we stated that we agreed with the 
requestor that ICD–10–PCS procedure 
code 0VJS0ZZ typically requires the 
resources of an operating room. 
Therefore, we proposed to add ICD–10– 
PCS procedure code 0VJS0ZZ to the FY 
2021 ICD–10 MS–DRG Version 38 
Definitions Manual in Appendix E- 
Operating Room procedures and 
procedure code/MS–DRG Index as an 
O.R. procedure assigned to MS–DRGs 
709 (Penis Procedures with CC/MCC) 
and 710 (Penis Procedures without CC/ 
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MCC) in MDC 12 (Diseases and 
Disorders of the Male Reproductive 
System). 

Comments: Several commenters 
supported CMS’ proposal to reclassify 
ICD–10–PCS procedure code 0VJS0ZZ 
from a non-O.R. procedure to an O.R 
procedure for purposes of MS–DRG 
assignment for MS–DRGs 709 and 710. 

Response: We appreciate the 
commenters’ support. 

After consideration of the public 
comments received, we are finalizing 
our proposal to add ICD–10–PCS 
procedure code 0VJS0ZZ (Inspection of 
penis, open approach) to the FY2021 
ICD–10 MS–DRG Version 38 Definitions 
Manual in Appendix E Operating Room 
Procedures and Procedure Code/MS– 
DRG Index as an O.R. procedure to MS– 
DRGs 709 (Penis Procedures with CC/ 
MCC) and 710 (Penis Procedures 
without CC/MCC) in MDC 12 (Diseases 
and Disorders of the Male Reproductive 
System) for FY2021 effective October 1, 
2020. 

12. Changes to the MS–DRG Diagnosis 
Codes for FY 2021 

a. Background of the CC List and the CC 
Exclusions List 

Under the IPPS MS–DRG 
classification system, we have 
developed a standard list of diagnoses 
that are considered CCs. Historically, we 
developed this list using physician 
panels that classified each diagnosis 
code based on whether the diagnosis, 
when present as a secondary condition, 
would be considered a substantial 
complication or comorbidity. A 
substantial complication or comorbidity 
was defined as a condition that, because 
of its presence with a specific principal 
diagnosis, would cause an increase in 
the length-of-stay by at least 1 day in at 
least 75 percent of the patients. 
However, depending on the principal 
diagnosis of the patient, some diagnoses 
on the basic list of complications and 
comorbidities may be excluded if they 
are closely related to the principal 
diagnosis. In FY 2008, we evaluated 
each diagnosis code to determine its 
impact on resource use and to 
determine the most appropriate CC 
subclassification (non-CC, CC, or MCC) 
assignment. We refer readers to sections 
II.D.2. and 3. of the preamble of the FY 
2008 IPPS final rule with comment 
period for a discussion of the refinement 
of CCs in relation to the MS–DRGs we 
adopted for FY 2008 (72 FR 47152 
through 47171). 

b. Overview of Comprehensive CC/MCC 
Analysis 

In the FY 2008 IPPS/LTCH PPS final 
rule (72 FR 47159), we described our 

process for establishing three different 
levels of CC severity into which we 
would subdivide the diagnosis codes. 
The categorization of diagnoses as a 
MCC, a CC, or a non-CC was 
accomplished using an iterative 
approach in which each diagnosis was 
evaluated to determine the extent to 
which its presence as a secondary 
diagnosis resulted in increased hospital 
resource use. We refer readers to the FY 
2008 IPPS/LTCH PPS final rule (72 FR 
47159) for a complete discussion of our 
approach. Since the comprehensive 
analysis was completed for FY 2008, we 
have evaluated diagnosis codes 
individually when receiving requests to 
change the severity level of specific 
diagnosis codes. 

We noted in the FY 2020 IPPS/LTCH 
PPS proposed rule (84 FR 19235) that 
with the transition to ICD–10–CM and 
the significant changes that have 
occurred to diagnosis codes since the 
FY 2008 review, we believed it was 
necessary to conduct a comprehensive 
analysis once again. Based on this 
analysis, we proposed changes to the 
severity level designations for 1,492 
ICD–10–CM diagnosis codes and invited 
public comments on those proposals. As 
summarized in the FY 2020 IPPS/LTCH 
PPS final rule, many commenters 
expressed concern with the severity 
level designation changes overall and 
recommended that CMS conduct further 
analysis prior to finalizing any 
proposals. After careful consideration of 
the public comments we received, as 
discussed further in the FY 2020 final 
rule, we generally did not finalize our 
changes to the severity designations for 
the ICD–10–CM diagnosis codes, other 
than the changes to the severity level 
designations for the diagnosis codes in 
category Z16- (Resistance to 
antimicrobial drugs) from a non-CC to a 
CC. We stated that postponing adoption 
of the comprehensive changes in the 
severity level designations would allow 
further opportunity to provide 
additional background to the public on 
the methodology utilized and clinical 
rationale applied across diagnostic 
categories to assist the public in its 
review. We refer readers to the FY 2020 
IPPS/LTCH PPS final rule (84 FR 42150 
through 42152) for a complete 
discussion of our response to public 
comments regarding the severity level 
designation changes for FY 2020. 

c. Guiding Principles for Making 
Changes to Severity Levels 

As discussed in the FY 2021 IPPS/ 
LTCH PPS proposed rule (85 FR 32550), 
to provide the public with more 
information on the CC/MCC 
comprehensive analysis discussed in 

the FY 2020 IPPS/LTCH PPS proposed 
and final rules, CMS hosted a listening 
session on October 8, 2019. The 
listening session included a review of 
the methodology to measure the impact 
on resource use. It also provided an 
opportunity for CMS to receive public 
input on this analysis and to address 
any questions in order to assist the 
public in formulating written comments 
on the current severity level 
designations for consideration in the FY 
2021 rulemaking. We refer readers to 
https://www.cms.gov/Outreach-and- 
Education/Outreach/OpenDoorForums/ 
PodcastAndTranscripts.html for the 
transcript and audio file of the listening 
session. We also refer readers to https:// 
www.cms.gov/Medicare/Medicare-Fee- 
for-Service-Payment/ 
AcuteInpatientPPS/MS-DRG- 
Classifications-and-Software.html for 
the supplementary file containing the 
data describing the impact on resource 
use of specific ICD–10–CM diagnosis 
codes when reported as a secondary 
diagnosis that was made available for 
the listening session. 

Following the listening session, we 
further considered the public comments 
received and reconvened an internal 
workgroup comprised of clinicians, 
consultants, coding specialists and other 
policy analysts to identify guiding 
principles to apply in evaluating 
whether changes to the severity level 
designations of diagnoses are needed 
and to ensure the severity designations 
appropriately reflect resource use based 
on review of the claims data, as well as 
consideration of relevant clinical factors 
(for example, the clinical nature of each 
of the secondary diagnoses and the 
severity level of clinically similar 
diagnoses) and improve the overall 
accuracy of the IPPS payments. In the 
proposed rule, we stated our goal was to 
develop a set of guiding principles that, 
when applied, could assist in 
determining whether the presence of the 
specified secondary diagnosis would 
lead to increased hospital resource use 
in most instances. The workgroup 
identified the following nine guiding 
principles as meaningful indicators of 
expected resource use by a secondary 
diagnosis. 

• Represents end of life/near death or 
has reached an advanced stage 
associated with systemic physiologic 
decompensation and debility. 

• Denotes organ system instability or 
failure. 

• Involves a chronic illness with 
susceptibility to exacerbations or abrupt 
decline. 

• Serves as a marker for advanced 
disease states across multiple different 
comorbid conditions. 
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• Reflects systemic impact. 
• Post-operative condition/ 

complication impacting recovery. 
• Typically requires higher level of 

care (that is, intensive monitoring, 
greater number of caregivers, additional 
testing, intensive care unit care, 
extended length of stay). 

• Impedes patient cooperation and/or 
management of care. 

• Recent (last 10 years) change in best 
practice, or in practice guidelines and 
review of the extent to which these 
changes have led to concomitant 
changes in expected resource use. 

We stated in the FY 2021 IPPS/LTCH 
PPS proposed rule that we plan to 
continue a comprehensive CC/MCC 
analysis, using a combination of 
mathematical analysis of claims data as 
discussed in the FY 2020 IPPS/LTCH 
PPS proposed rule (84 FR 19235) and 
the application of these guiding 
principles, and present the findings and 
proposals in future rulemaking. We 
invited public comments regarding 
these guiding principles, as well as 
other possible ways we could 
incorporate meaningful indicators of 
clinical severity. When providing 
additional feedback or comments, we 
encouraged the public to provide a 
detailed explanation of how applying a 
suggested concept or principle would 
ensure that the severity designation 
appropriately reflects resource use for 
any diagnosis code. 

Comment: Many commenters 
supported the guiding principles. 
Commenters stated the application of 
the nine guiding principles, as laid out 
in the proposed rule, rather than solely 
relying on a mathematical analysis of 
claims data is a reasoned approach in 
addressing the concerns raised last year. 
A commenter specifically stated they 
acknowledge and appreciate CMS’ 
recognition that the transition to ICD– 
10–CM, and the significant changes that 
have occurred to diagnosis codes since 
the FY 2008 review, warrants a 
comprehensive CC/MCC analysis. 

Response: We thank the commenters 
for their support. 

Comment: Some commenters noted 
general concerns with the guiding 
principles. Commenters stated that the 
nine guiding principles appeared to be 
open to interpretation or differences in 
clinical opinion and do not provide 
clear logic for decision-making. Other 
commenters stated that it was not clear 
how CMS will apply these guiding 
principles in conjunction with the 
mathematical analyses of claims data to 
make decisions about severity levels. 
These commenters stated that more 
information is needed to better 
understand CMS’s process for decision 

making on the designation of diagnosis 
severity levels. 

Response: We thank the commenters 
for sharing their concerns. 

The nine guiding principles are not 
criteria, intended to turn the analysis 
into a quantitative exercise, but instead 
to provide a framework for assessing 
relevant clinical factors. As patients 
present with a variety of diagnoses, in 
examining the secondary diagnoses, we 
would consider what additional 
resources are required, above and 
beyond those that are already being 
utilized to address the principal 
diagnosis and/or other secondary 
diagnoses that might also be present on 
the claim. The goal of our 
comprehensive analysis is to create 
stratification for reimbursing inpatient 
hospitalization in the fewest amount of 
categories with the most explanatory 
power in a clinically cohesive way. 

Our intended approach is first, CMS 
will use these guiding principles in 
making an initial clinical assessment of 
the appropriate severity level 
designation for each ICD–10–CM code 
as a secondary diagnosis. CMS will then 
use a mathematical analysis of claims 
data as discussed in the FY 2020 IPPS/ 
LTCH PPS proposed rule to determine 
if the presence of the ICD–10–CM code 
as a secondary diagnosis appears to, or 
does not appear to, increase hospital 
resource consumption. There may be 
instances in which we would decide 
that the clinical analysis weighs in favor 
of proposing to maintain or proposing to 
change the severity designation of an 
ICD–10–CM code after application of 
the nine guiding principles. 

Comment: Some commenters stated 
that the guiding principles appeared to 
be more applicable to MCC conditions, 
were too strict and could potentially 
eliminate CC conditions. A commenter 
stated that the application of the guiding 
principles would represent a substantial 
revision to the definition of a CC, noting 
MS–DRG Definition Manual Version 
37.1 provides the following definition: 
‘‘A substantial complication or 
comorbidity was defined as a condition 
that because of its presence with a 
specific principal diagnosis would 
cause an increase in length of stay by at 
least one day in at least 75 percent of 
the patients.’’ A few commenters 
highlighted individual ICD–10–CM 
diagnoses and stated these conditions 
warrant assignment into CC or MCC 
MS–DRGs based on certain clinical 
criteria. 

Response: We appreciate the 
commenters’ feedback. 

We do not believe the nine guiding 
principles would be mostly applicable, 
or only applicable, to MCC conditions. 

In applying the nine guiding principles 
in our review of the appropriate severity 
level designation, the intention is not to 
require that a diagnosis code satisfy 
each principle, or a specific number of 
principles in assessing whether to 
designate a secondary diagnosis code as 
a non-CC versus a CC versus a MCC. 
Rather, the severity level determinations 
would be based on the consideration of 
the clinical factors captured by these 
principles as well as the empirical 
analysis of the additional resources 
associated with the secondary diagnosis. 

We wish to clarify that the definition 
of a ‘‘substantial complication or 
comorbidity’’ from the MS–DRG 
Definition Manual that the commenter 
referenced, is the definition of a CC that 
was used in Version 8 of the DRGs. In 
FY 2008, for Version 25 of the MS– 
DRGs, the diagnoses comprising the CC 
list were completely redefined and 
instead each CC was categorized as a 
major CC or a CC (that is, non-major CC) 
based on relative resource use. As stated 
previously, we refer readers to the FY 
2008 IPPS/LTCH PPS final rule (72 FR 
47159) for a complete discussion of our 
approach. We also wish to clarify that 
there is a difference between the non- 
CC, CC, or MCC designation of an 
individual diagnosis code and the 
requirements for GROUPER assignment 
into a severity split MS–DRG. MS–DRG 
assignment is a different issue and is 
based on GROUPER logic and the other 
codes reported on a claim. 

Comment: A commenter encouraged 
the use of the APR–DRG GROUPER to 
analyze severity levels for individual 
diagnoses and in conjunction with 
certain principal diagnoses to reinforce 
change decisions or identify conflicts 
requiring re-evaluation. Some 
commenters questioned how conditions 
such as obstetrical diagnoses or 
congenital conditions would, or would 
not, be considered in the application of 
the guiding principles. 

Response: We thank the commenters 
for sharing their input and suggestions. 

The Medicare GROUPER is for the 
Medicare population and is not 
designed to account for all populations 
like the APR–DRG GROUPER, so we 
generally do not believe it would be 
appropriate to use the APR–DRG 
GROUPER severity of illness and risk of 
mortality scores to analyze severity 
levels as they relate to Medicare 
inpatient prospective payment. In 
regards to obstetric conditions, given the 
limited number of cases reporting ICD– 
10–CM obstetrical codes in the 
Medicare claims data, we are 
considering use of datasets other than 
MedPAR cost data, as we indicated in 
the FY 2020 IPPS/LTCH PPS final rule 
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(84 FR 42152), to be used in addition to 
the application of these guiding 
principles for future evaluation of 
severity level designation for the ICD– 
10–CM diagnosis codes from the 
Obstetrics chapter of the ICD–10–CM 
classification. In contrast, the diagnosis 
codes from the Congenital 
Malformations, Deformities and 
Chromosomal Abnormalities Chapter of 
the ICD–10–CM classification may be 
used throughout the life of the patient. 
Our internal workgroup believe the nine 
guiding principles are applicable to 
these conditions and these codes lend 
themselves to review using a 
combination of mathematical analysis of 
claims data as discussed in the FY 2020 
IPPS/LTCH PPS proposed rule (84 FR 
19235) and the application of these 
guiding principles. 

In this FY 2021 IPPS/LTCH PPS final 
rule, we present a summation of the 
comments we received for each of the 
nine guiding principles and our 
responses to those comments. We thank 
commenters for sharing their views and 
their willingness to support CMS in our 
efforts to continue a comprehensive CC/ 
MCC analysis. 

• Represents end of life/near death or 
has reached an advanced stage 
associated with systemic physiologic 
decompensation and debility. 

Comment: A commenter opposed this 
principle and stated that decisions in 
these patients are complex, especially 
when being guided by family members 
as part of ‘person and community 
engagement’ which hospitals are scored 
on under the Value Based Purchasing 
program. This commenter expressed 
concern that a family may insist on 
continued use of resources that CMS 
then determines it will not pay for, 
placing the financial burden onto the 
hospital. 

Response: We note the target of our 
analysis is on individual ICD–10–CM 
codes, as secondary diagnosis codes, as 
they relate to inpatient prospective 
payment. While we appreciate the 
commenters’ concern, we note that in 
certain instances, conditions that denote 
end of life or near death may conversely 
also decrease resource use as the 
decision to withdraw care is made. We 
also note that the impact of the 
secondary diagnosis is dependent on the 
principal diagnosis reported, with 
which it is associated. If the secondary 
diagnosis is reported with a principal 
diagnosis that reflects serious illness 
with treatment complexity, then the 
marginal contribution of the secondary 
diagnosis to the overall resource use 
may actually be relatively small. In 
applying these principles as part of the 
clinical analysis of the appropriate 

severity level designation for each ICD– 
10–CM code as a secondary diagnosis, 
CMS will take this into consideration. 

• Denotes organ system instability or 
failure. 

Comments: Commenters supported 
this guiding principle. 

Response: We appreciate the 
commenters’ support. 

• Involves a chronic illness with 
susceptibility to exacerbations or abrupt 
decline. 

Comments: Some commenters 
opposed this principle and stated this 
principle may not be able to be applied 
across the board as many ICD–10–CM 
diagnosis codes do not distinguish 
exacerbation. The commenters stated 
there are conditions that have separate 
acute and chronic diagnosis codes, 
combined acute/chronic concepts into 
single diagnosis codes, and some 
conditions for which the diagnosis code 
does not indicate the specificity of acute 
or chronic. 

Response: All ICD–10–CM diagnosis 
codes, including codes that do not 
explicitly describe acute exacerbations, 
would be reviewed using this guiding 
principle to assess the degree to which 
the individual ICD–10–CM diagnosis 
code as a secondary diagnosis affects 
hospital resource consumption, to 
determine if the severity designation is 
more appropriately non-CC, CC, or 
MCC. The intention is again, not to 
require that every diagnosis code satisfy 
each principle, but instead to identify 
relevant clinical factors to help denote 
if, and to what degree, additional 
resources are required above and 
beyond those that are already being 
utilized to address the principal 
diagnosis and/or other secondary 
diagnoses that might also be present on 
the claim. 

• Serves as a marker for advanced 
disease states across multiple different 
comorbid conditions. 

Comment: A few commenters noted 
that this guiding principle is open to 
interpretation. 

Response: A marker is a clinical 
measurement that is associated with or 
believed to be related 
pathophysiologically to a clinical 
outcome and can serve as an indicator 
for health or disease. While we 
appreciate that assessing relevant 
clinical factors will depend on the 
particular diagnosis codes at issue, our 
clinical advisors believe this principle, 
along with the other 8 principles, would 
provide appropriate parameters for our 
clinical review. 

• Reflects systemic impact. 
Comment: A commenter noted that 

many current CC or MCC diagnoses are 
limited to a single body system and 

therefore, stated it is unclear what the 
guideline means by ‘‘systemic impact.’’ 

Response: Systemic impact refers to 
conditions that affect more than one 
body system or the entire body. 

• Post-operative condition/ 
complication impacting recovery. 

Comment: Several commenters 
recommended that CMS revise the 
language used so that this guiding 
principle includes the term ‘‘post- 
procedure’’ to more broadly recognize 
that some procedures also have 
associated complications that are severe 
that can typically warrant additional 
resources (that is, drugs, supplies, 
ancillary tests, etc.). These commenters 
stated they believed stakeholders are 
likely to take the wording of this 
guiding principle literally as originally 
stated. Commenters also stated that the 
term ‘‘recovery’’ is conceptually 
appropriate, so long as its use does not 
result in the exclusion of consideration 
of costs that may impact the patient 
stay. Another commenter also stated 
that CMS should describe the cost 
implications of each of these principles. 

Response: CMS agrees that adding the 
term ‘‘post-procedure’’ would be 
appropriate to encompass procedures 
that have associated complications that 
may warrant additional resources. We 
are revising this guiding principle to 
‘‘post-operative/post-procedure 
condition/complication impacting 
recovery’’. To clarify for the 
commenters, when reviewing costs, we 
do not analyze impact using a detailed 
cost accounting approach. The approach 
that is utilized in the mathematical 
analysis of claims data for impact 
analysis is the same expected cost 
approach that used in the relative 
weight computations. All charges in 
each revenue bucket, that already 
include supply and ancillary costs, are 
adjusted specific to the revenue cost to 
charge ratio, on a national scale and 
incorporated into impact values from a 
total estimated cost perspective. As part 
of this statistical review to determine if 
a secondary diagnosis appears to, or 
does not appear to, increase resource 
consumption, our clinical workgroup 
will also examine the additional days 
the secondary diagnosis contributed to 
the length of stay against what would be 
expected. 

• Typically requires higher level of 
care (that is, intensive monitoring, 
greater number of caregivers, additional 
testing, intensive care unit care, 
extended length of stay). 

Comment: Commenters stated that 
while they agree with this principle, 
they request that CMS clarify if 
‘‘intermediate care’’ will be considered 
within this guiding principle. Other 
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commenters requested clarification on 
how conditions meeting this principle 
would be determined. Other 
commenters noted that this principle is 
similar to Section III of the ICD–10–CM 
Guidelines for Coding and Reporting 
regarding reportable secondary 
diagnosis. 

Response: Mathematical data 
regarding ICU usage will inform the 
clinical decision making of our internal 
workgroup, but we note that definitions 
for terms such as ‘‘intermediate care’’ 
and ‘‘ICU’’ vary from institution to 
institution. We note as stated above, our 
intention is not to be prescriptive in 
matching hospital costs, instead our 
intention is to ensure the severity 
designations appropriately reflect 
resource use and improve the overall 
accuracy of the IPPS payment system. 
To clarify for the commenters, the 
definition for ‘‘other diagnoses’’ as 
stated in the ICD–10–CM Official 
Guidelines for Coding and Reporting is 
intended to ensure inpatient data 
elements are reported in a standardized 
manner. This guiding principle is to 
intended to assist in assessing what 
additional resources are required for 
each ICD–10–CM code as a secondary 
diagnosis, above and beyond those that 
are already being utilized to address the 
principal diagnosis and/or other 
secondary diagnoses that might also be 
present on the claim. 

• Impedes patient cooperation and/or 
management of care. 

Comment: A number of commenters 
requested that codes for various social 
determinants of health (SDOH) be 
considered in this principle and in 
subsequent data analysis. One 
commenter suggested that CMS use 
registry information, rather than relying 
solely on administrative data, to take 
into consideration these underlying risk 
factors, including socioeconomic status. 
Another commenter questioned whether 
the post discharge environment should 
be added as a guiding principle. 

Response: The ICD–10–CM 
classification in its entirety will be 
reviewed in our comprehensive CC/ 
MCC analysis, not excluding the ICD– 
10–CM codes for the social 
determinants of health, which are the 
socioeconomic, cultural and 
environmental circumstances in which 
individuals live. We note the focus of 
our comprehensive analysis is on the 
appropriate severity level designation of 
individual ICD–10–CM codes as 
secondary diagnosis codes as they relate 
to the resource utilization required 
while the patient is in the hospital and 
on inpatient prospective payment. In 
reference to the comment that CMS use 
registry information, we appreciate the 

suggestion but we do not believe there 
is enough consistency in voluntary 
registry data for this purpose, and it 
would also be challenging for CMS to 
operationalize. 

• Recent (last 10 years) change in best 
practice, or in practice guidelines and 
review of the extent to which these 
changes have led to concomitant 
changes in expected resource use. 

Comment: Many commenters stated 
CMS needs a method to assign CC and 
MCC designations to new ICD–10–CM 
diagnosis codes in advance of receiving 
claims data, since the availability of 
claims data lags for two years after new 
codes are released, to account for 
diagnoses which require costly 
treatment or might otherwise require 
ICU care or lengthier stays. Another 
commenter stated this guiding principle 
is poorly worded at best and vague on 
how it would be converted to a decision 
by CMS. Another commenter 
questioned the validity of this principle 
and noted that most medical conditions 
have potentially had some changes in 
best practices in the last 10 years 

Response: We would like to clarify 
and note that CMS does have an 
established process to assign severity 
level designation to new diagnosis 
codes. Our process in assigning a 
severity level designation to a new 
diagnosis code generally begins with 
identifying the designation of the 
predecessor ICD–10–CM code. To 
inform our assignments, we also review 
materials from the discussions relating 
to proposed new diagnosis codes from 
the ICD–10 Coordination and 
Maintenance Committee meetings to 
determine if there are new or revised 
clinical concepts included in the new 
diagnosis codes that should also be 
considered when assigning a severity 
level designation. We refer readers to 
section II.E.16. of the preamble of this 
final rule for a discussion of the ICD– 
10 (previously ICD–9–CM) Coordination 
and Maintenance Committee meeting 
process. 

We agree with the commenter that 
most medical conditions have 
potentially had some changes in best 
practices in the last 10 years. Significant 
strides have been made in the past 10 
years to ensure that Medicare 
beneficiaries have access to critical and 
life-saving new cures and technologies 
that improve beneficiary health 
outcomes. Consequently, we believe this 
comprehensive analysis should take 
into account the way changes in 
medical practice have, or have not, 
affected the impact on relative resource 
use for each ICD–10–CM code as a 
secondary diagnosis since our last 
comprehensive analysis in FY 2008. 

Therefore, after consideration of the 
public comments we received, we are 
updating the nine guiding principles as 
follows: 

• Represents end of life/near death or 
has reached an advanced stage 
associated with systemic physiologic 
decompensation and debility. 

• Denotes organ system instability or 
failure. 

• Involves a chronic illness with 
susceptibility to exacerbations or abrupt 
decline. 

• Serves as a marker for advanced 
disease states across multiple different 
comorbid conditions. 

• Reflects systemic impact. 
• Post-operative/post-procedure 

condition/complication impacting 
recovery. 

• Typically requires higher level of 
care (that is, intensive monitoring, 
greater number of caregivers, additional 
testing, intensive care unit care, 
extended length of stay). 

• Impedes patient cooperation and/or 
management of care. 

• Recent (last 10 years) change in best 
practice, or in practice guidelines and 
review of the extent to which these 
changes have led to concomitant 
changes in expected resource use. 

Comment: A few commenters 
recommended that CMS convene a 
technical advisory panel comprised of 
industry stakeholders and subject matter 
experts (including clinicians and health 
information professionals) to review the 
guiding principles. Other commenters 
requested that the mathematical data to 
be utilized in our comprehensive 
analysis be again presented and 
explained in a public listening session, 
similar to what the agency held in 
October 2019 on this topic. 

Response: We again thank 
commenters for sharing their views and 
their willingness to support CMS in our 
efforts to continue a comprehensive CC/ 
MCC analysis. While CMS has already 
convened an internal workgroup 
comprised of clinicians, consultants, 
coding specialists and other policy 
analysts, as well as provided 
opportunity to provide feedback on the 
guiding principles, we look forward to 
further collaboration with the industry. 
We plan to make an updated impact on 
resource use file available after 
publication of this final rule. 

We continue to solicit feedback 
regarding these guiding principles, as 
well as other possible ways we can 
incorporate meaningful indicators of 
clinical severity. When providing 
additional feedback or comments, we 
encourage the public to provide a 
detailed explanation of how applying a 
suggested concept or principle would 
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ensure that the severity designation 
appropriately reflects resource use for 
any diagnosis code. 

Commenters should submit their 
recommendations to the following email 
address: MSDRGClassificationChange@
cms.hhs.gov by November 1, 2020. 

d. Additions and Deletions to the 
Diagnosis Code Severity Levels for FY 
2021 

In the FY 2021 IPPS/LTCH PPS 
proposed rule (85 FR 32550) we noted 
the following tables identify the 
proposed additions and deletions to the 
diagnosis code MCC severity levels list 
and the proposed additions and 
deletions to the diagnosis code CC 
severity levels list for FY 2021 and are 
available via the internet on the CMS 
website at: https://www.cms.gov/ 
Medicare/Medicare-Fee-for-Service- 
Payment/AcuteInpatientPPS/ 
index.html. 

Table 6I.1—Proposed Additions to the 
MCC List—FY 2021; 

Table 6I.2—Proposed Deletions to the 
MCC List—FY 2021; 

Table 6J.1—Proposed Additions to the 
CC List—FY 2021; and 

Table 6J.2—Proposed Deletions to the 
CC List—FY 2021. 

Comment: Commenters agreed with 
the proposed additions and deletions to 
the MCC and CC lists as shown in tables 
6I.1, 6I.2, 6J.1, and 6J.2 associated with 
the proposed rule. 

Response: We appreciate the 
commenters’ support. 

As discussed in section II.E.13. of the 
preamble of this final rule, after 
consideration of the public comments 
received, we are finalizing changes to 
the severity levels for new diagnosis 
codes D89.833, D89.834, and D89.835 
describing cytokine release syndrome 
(CRS) from NonCC to CC for FY 2021. 
Therefore, these diagnosis codes are 
now reflected in Table 6J.1—Additions 
to the CC List—FY 2021. 

The following tables associated with 
this final rule reflect the finalized 
severity levels under Version 38 of the 
ICD–10 MS–DRGs for FY 2021 and are 
available via the internet on the CMS 
website at: https://www.cms.gov/ 
Medicare/Medicare-Fee-for-Service- 
Payment/AcuteInpatientPPS/ 
index.html. 

Table 6I.—Complete MCC List—FY 
2021; 

Table 6I.1—Additions to the MCC 
List—FY 2021; 

Table 6I.2—Deletions to the MCC 
List—FY 2021; 

Table 6J.—Complete CC List—FY 
2021; 

Table 6J.1—Additions to the CC List— 
FY 2021; and 

Table 6J.2—Deletions to the CC List— 
FY 2021. 

e. CC Exclusions List for FY 2021 
In the September 1, 1987 final notice 

(52 FR 33143) concerning changes to the 
DRG classification system, we modified 
the GROUPER logic so that certain 
diagnoses included on the standard list 
of CCs would not be considered valid 
CCs in combination with a particular 
principal diagnosis. We created the CC 
Exclusions List for the following 
reasons: (1) To preclude coding of CCs 
for closely related conditions; (2) to 
preclude duplicative or inconsistent 
coding from being treated as CCs; and 
(3) to ensure that cases are appropriately 
classified between the complicated and 
uncomplicated DRGs in a pair. 

In the May 19, 1987 proposed notice 
(52 FR 18877) and the September 1, 
1987 final notice (52 FR 33154), we 
explained that the excluded secondary 
diagnoses were established using the 
following five principles: 

• Chronic and acute manifestations of 
the same condition should not be 
considered CCs for one another; 

• Specific and nonspecific (that is, 
not otherwise specified (NOS)) 
diagnosis codes for the same condition 
should not be considered CCs for one 
another; 

• Codes for the same condition that 
cannot coexist, such as partial/total, 
unilateral/bilateral, obstructed/ 
unobstructed, and benign/malignant, 
should not be considered CCs for one 
another; 

• Codes for the same condition in 
anatomically proximal sites should not 
be considered CCs for one another; and 

• Closely related conditions should 
not be considered CCs for one another. 

The creation of the CC Exclusions List 
was a major project involving hundreds 
of codes. We have continued to review 
the remaining CCs to identify additional 
exclusions and to remove diagnoses 
from the master list that have been 
shown not to meet the definition of a 
CC. We refer readers to the FY 2014 
IPPS/LTCH PPS final rule (78 FR 50541 
through 50544) for detailed information 
regarding revisions that were made to 
the CC and CC Exclusion Lists under the 
ICD–9–CM MS–DRGs. 

The ICD–10 MS–DRGs Version 37 CC 
Exclusion List is included as Appendix 
C in the ICD–10 MS–DRG Definitions 
Manual, which is available via the 
internet on the CMS website at: https:// 
www.cms.gov/Medicare/Medicare-Fee- 
for-Service-Payment/ 
AcuteInpatientPPS/MS-DRG- 
Classifications-and-Software.html and 
includes two lists identified as Part 1 
and Part 2. Part 1 is the list of all 

diagnosis codes that are defined as a CC 
or MCC when reported as a secondary 
diagnosis. For all diagnosis codes on the 
list, a link is provided to a collection of 
diagnosis codes which, when used as 
the principal diagnosis, would cause the 
CC or MCC diagnosis to be considered 
as a non-CC. Part 2 is the list of 
diagnosis codes designated as a MCC 
only for patients discharged alive; 
otherwise, they are assigned as a non- 
CC. 

In the FY 2021 IPPS/LTCH PPS 
proposed rule (85 FR 32550 through 
32551), we discussed a request we 
received to consider removing diagnosis 
codes describing any type of stroke that 
is designated as a MCC in the code 
range I60.00 through I63.9 from the CC 
Exclusion list when a principal 
diagnosis of diabetes in the code range 
E08.00 through E13 is reported. 
According to the requestor, acute 
strokes and chronic diabetes are two 
distinct conditions, therefore a stroke 
that occurs during an admission for an 
underlying diabetic condition should 
not be excluded from acting as a MCC. 
The requestor provided an example of a 
patient with type 2 diabetes who was 
admitted for treatment of infected foot 
ulcers and then experienced a stroke 
prior to discharge, resulting in 
assignment to MS–DRG 639 (Diabetes 
without CC/MCC). The requestor 
asserted the more appropriate 
assignment is MS–DRG 637 (Diabetes 
with MCC), which they stated more 
appropriately reflects severity of illness 
and resources involved in the treatment 
of an acute stroke. In another example 
provided by the requestor, a patient 
with type 2 diabetes and osteomyelitis 
underwent a left below the knee 
amputation and experienced a stroke 
before discharge, resulting in 
assignment to MS–DRG 617 
(Amputation of Lower Limb for 
Endocrine, Nutritional, and Metabolic 
Diseases with CC). The requestor 
asserted the more appropriate 
assignment is MS–DRG 616 
(Amputation of Lower Limb for 
Endocrine, Nutritional, and Metabolic 
Diseases with MCC), which they stated 
more appropriately reflects severity of 
illness and resources involved in the 
treatment of an acute stroke. 

We stated in the proposed rule that 
our clinical advisors agreed that acute 
strokes and chronic diabetes are two 
distinct conditions and a case reporting 
a secondary diagnosis of a stroke in the 
code range I60.00 through I63.9 should 
not be excluded from acting as a MCC 
when reported with a principal 
diagnosis of diabetes in the code range 
E08.00 through E13.9. 
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As noted in the proposed rule, we 
analyzed claims data from the 
September 2019 update of the FY 2019 
MedPAR file for cases reporting a 
principal diagnosis of diabetes in the 
code range E08.00 through E13.9 with a 
secondary diagnosis of a stroke in the 
code range I60.00 through I63.9. We 
refer the reader to table 6P.3a for a 
detailed list of the diagnosis codes 
describing diabetes that were analyzed 
and table 6P.3b associated with the 
proposed rule for a detailed list of the 
diagnosis codes describing a stroke that 
were analyzed and that are also 
designated as a MCC in this code range. 
We found a total of 1,109 cases across 
40 MS–DRGs with an average length of 
stay of 10.1 days and average costs of 
$24,672 reporting a principal diagnosis 
of diabetes with a secondary diagnosis 
of a stroke that was excluded from 
acting as a MCC. Of those 1,109 cases, 
we identified 161 cases that would 
result in assignment to the higher 
severity level ‘‘with MCC’’ MS–DRG if 
the diagnosis of stroke was no longer 
excluded from acting as a MCC. The 
remaining 948 cases would maintain 
their existing MS–DRG assignment since 
they were either already grouped to the 
highest MCC severity level based on 
another diagnosis code that is 
designated as a MCC or they were 
assigned to one of the Pre-MDC MS– 
DRGs. We refer the reader to table 6P.4a 
associated with the proposed rule for 
the detailed analysis. 

Based on the advice of our clinical 
advisors, for FY 2021, we proposed to 
remove the diagnosis codes describing 
stroke in the code range I60.00 through 
I63.9 that are designated as a MCC from 
the list of CC Exclusions when reported 
with a principal diagnosis of diabetes in 
the code range E08.00 through E13.9 
from the ICD–10 MS–DRGs Version 38 
CC Exclusion List as reflected in Table 
6H.1.—Proposed Secondary Diagnosis 
Order Deletions to the CC Exclusions 
List—FY 2021 and Table 6H.2.— 
Proposed Principal Diagnosis Order 
Deletions to the CC Exclusions List—FY 
2021 associated with the proposed rule 
and available via the internet on the 
CMS website at: https://www.cms.gov/ 
Medicare/Medicare-Fee-for-Service- 
Payment/AcuteInpatientPPS. 

Comment: Commenters supported the 
proposal to remove diagnosis codes 
describing stroke in the code range 
I60.00 through I63.9 that are designated 
as a MCC from the list of CC Exclusions 
when reported with a principal 
diagnosis of diabetes in the code range 
E08.00 through E13.9. 

Response: We thank the commenters 
for their support. 

We proposed additional changes to 
the ICD–10 MS–DRGs Version 38 CC 
Exclusion List based on the diagnosis 
and procedure code updates as 
discussed in section II.D.13. of the FY 
2021 IPPS/LTCH PPS proposed rule and 
set forth in Tables 6G.1, 6G.2, 6H.1, and 
6H.2 associated with the proposed rule 
and available via the internet on the 
CMS website at https://www.cms.gov/ 
Medicare/Medicare-Fee-for-Service- 
Payment/AcuteInpatientPPS. 

Comment: Commenters supported the 
proposed additions and deletions to the 
CC Exclusion List as shown in tables 
6G.1, 6G.2, 6H.1 and 6H.2. 

Response: We appreciate the 
commenters’ support. 

After consideration of the public 
comments we received, we are 
finalizing our proposal to remove 
diagnosis codes describing stroke in the 
code range I60.00 through I63.9 that are 
designated as a MCC from the list of CC 
Exclusions when reported with a 
principal diagnosis of diabetes in the 
code range E08.00 through E13.9. 

The proposed CC Exclusions for a 
subset of the diagnosis codes as set forth 
in Tables 6G.1, 6G.2, 6H.1, and 6H.2 
associated with the FY 2021 IPPS/LTCH 
PPS proposed rule reflect the proposed 
severity level designations as discussed 
in section II.D.13. of the preamble of the 
proposed rule. As discussed in section 
II.E.13. of the preamble of this final rule, 
we are finalizing changes to the severity 
level designations for three diagnosis 
codes after consideration of the public 
comments received. Therefore, the 
finalized CC Exclusions List as 
displayed in Tables 6G.1, 6G.2, 6H.1 
6H.2, and 6K, associated with this final 
rule reflect the severity levels under 
Version 38 of the ICD–10 MS–DRGs. 

We have developed Table 6G.1.— 
Secondary Diagnosis Order Additions to 
the CC Exclusions List—FY 2021; Table 
6G.2.—Principal Diagnosis Order 
Additions to the CC Exclusions List— 
FY 2021; Table 6H.1.—Secondary 
Diagnosis Order Deletions to the CC 
Exclusions List—FY 2021; Table 6H.2.— 
Principal Diagnosis Order Deletions to 
the CC Exclusions List—FY 2021; and 
Table 6K.—Complete List of CC 
Exclusions—FY 2021. For Table 6G.1, 
each secondary diagnosis code for 
addition to the CC Exclusion List is 
shown with an asterisk and the 
principal diagnoses to exclude the 
secondary diagnosis code are provided 
in the indented column immediately 
following it. For Table 6G.2, each of the 
principal diagnosis codes for which 
there is a CC exclusion is shown with 
an asterisk and the conditions for 
addition to the CC Exclusion List that 
will not count as a CC are provided in 

an indented column immediately 
following the affected principal 
diagnosis. For Table 6H.1, each 
secondary diagnosis code for deletion 
from the CC Exclusion List is shown 
with an asterisk followed by the 
principal diagnosis codes that currently 
exclude it. For Table 6H.2, each of the 
principal diagnosis codes is shown with 
an asterisk and the proposed deletions 
to the CC Exclusions List are provided 
in an indented column immediately 
following the affected principal 
diagnosis. Table 6K is a list of all of the 
codes that are defined as either CC or a 
MCC when used as a secondary 
diagnosis. Within the table each code is 
specifically indicated as CC or MCC. A 
table number is given to a collection of 
diagnosis codes which, when used as 
the principal diagnosis, will cause the 
CC or MCC to be considered as only a 
non-CC. Tables 6G.1., 6G.2., 6H.1., 
6H.2., and 6K. associated with this final 
rule are available via the internet on the 
CMS website at: https://www.cms.gov/ 
Medicare/Medicare-Fee-for-Service- 
Payment/AcuteInpatientPPS/ 
index.html. 

The ICD–10 MS–DRGs Version 38 CC 
Exclusion List is included as Appendix 
C of the Definitions Manual (available in 
two formats; text and HTML). The 
manuals are available via the internet on 
the CMS website at: https://
www.cms.gov/Medicare/Medicare-Fee- 
for-Service-Payment/ 
AcuteInpatientPPS/MS-DRG- 
Classifications-and-Software and each 
format includes two lists identified as 
Part 1 and Part 2. Part 1 is the list of all 
diagnosis codes that are defined as a CC 
or MCC when reported as a secondary 
diagnosis. For all diagnosis codes on the 
list, a link (HTML version) is provided 
to a collection of diagnosis codes which, 
when used as the principal diagnosis, 
would cause the CC or MCC diagnosis 
to be considered as a non-CC. Part 2 is 
the list of diagnosis codes designated as 
a MCC only for patients discharged 
alive; otherwise, they are assigned as a 
non-CC. 

13. Changes to the ICD–10–CM and 
ICD–10–PCS Coding Systems 

To identify new, revised and deleted 
diagnosis and procedure codes, for FY 
2021, we have developed Table 6A.— 
New Diagnosis Codes, Table 6B.—New 
Procedure Codes, Table 6C.—Invalid 
Diagnosis Codes, and Table 6E.— 
Revised Diagnosis Code Titles for this 
final rule. 

These tables are not published in the 
Addendum to the proposed rule or final 
rule, but are available via the internet on 
the CMS website at: https://
www.cms.gov/Medicare/Medicare-Fee- 
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for-Service-Payment/ 
AcuteInpatientPPS/index.html as 
described in section VI. of the 
Addendum to this final rule. As 
discussed in section II.E.16. of the 
preamble of this final rule, the code 
titles are adopted as part of the ICD–10 
(previously ICD–9–CM) Coordination 
and Maintenance Committee meeting 
process. Therefore, although we publish 
the code titles in the IPPS proposed and 
final rules, they are not subject to 
comment in the proposed or final rules. 

In the FY 2021 IPPS/LTCH PPS 
proposed rule (85 FR 32551 through 
32552), we proposed the MDC and MS– 
DRG assignments for the new diagnosis 
codes and procedure codes as set forth 
in Table 6A.—New Diagnosis Codes and 
Table 6B.—New Procedure Codes. We 
also stated that the proposed severity 
level designations for the new diagnosis 
codes are set forth in Table 6A. and the 
proposed O.R. status for the new 
procedure codes are set forth in Table 
6B. 

Comment: A commenter stated they 
appreciated the finalization of new ICD– 
10–CM diagnosis code J84.170 
(Interstitial lung disease with 
progressive fibrotic phenotype in 
diseases classified elsewhere) that was 
included in Table 6A—New Diagnosis 
Codes associated with the proposed 
rule. The commenter stated this new 
diagnosis code will provide clarification 
for current coding of Interstitial Lung 
Disease (ILD) within the ICD–10–CM 
classification by enabling identification 
of patients with chronic fibrotic ILD 
who exhibit a progressive phenotype. 
The commenter noted this update is 
critical for facilitating research for 
patients with a progressive fibrotic ILD 
phenotype which is an area of high 
unmet needs. Another commenter also 
supported the creation of diagnosis code 
J84.170 and stated they generally 
support new ICD–10 codes that enable 
identification of beneficiaries with 
specific diseases or clinically important 
diagnoses, such as that represented by 
diagnosis code J84.170. However, the 
commenter expressed concern that the 
process for obtaining new ICD–10 codes 
can be cumbersome and cause delays in 
approving new codes that are important 
to identify and support appropriate 
treatment for patients with specific 
diseases or conditions. The commenter 
provided an example that current ICD– 
10 codes do not accurately characterize 
the disease progression of Alzheimer’s 
Disease and have not kept up with the 
current clinical documentation and 
management of patient treatments, and 
do not accurately reflect the various 
stages of disease progression. The 
commenter noted that proper 

identification is necessary, not only in 
clinical practice, but also to track the 
real word outcomes as patients progress 
through the disease states. The 
commenter stated CMS, along with the 
CDC, should consider steps to expedite 
the timetable for implementing 
important new diagnosis codes in 
emerging therapeutic areas in order to 
ensure timely patient access to vital 
treatment options. 

Response: We appreciate the 
commenters’ support. In response to the 
commenter who expressed concern 
regarding the process and timing for 
obtaining new ICD–10 codes, we note 
that, as discussed in section II.E.16. of 
the preamble of this final rule, the CDC/ 
NCHS has lead responsibility for the 
ICD–10–CM diagnosis classification 
while CMS has lead responsibility for 
the ICD–10–PCS procedure 
classification. Each organization has 
their own established process in 
responding to requests for code updates, 
including when specific topics may 
appear on the agenda of an ICD–10 
Coordination and Maintenance 
Committee meeting and the fiscal year 
in which code proposals are considered 
for implementation. With regard to the 
commenter’s concerns involving 
outdated and insufficient diagnosis code 
descriptions for Alzheimer’s Disease, we 
encourage the commenter to contact the 
CDC/NCHS directly as they have lead 
responsibility for the ICD–10–CM 
diagnosis classification. Requests for 
new and revised diagnosis code updates 
must be submitted to nchsicd10cm@
cdc.gov for consideration. In response to 
the commenter’s suggestion that CMS 
and CDC should consider steps to 
expedite the timetable for implementing 
important new diagnosis codes in 
emerging therapeutic areas in order to 
ensure timely patient access to vital 
treatment options, we note that, as also 
discussed in section II.E.16. of the 
preamble of this final rule, there are 
existing processes in place to implement 
diagnosis codes in an expedited 
manner. 

Comment: A commenter expressed 
appreciation for CMS’ request for 
comment on the MDC, MS–DRG and 
severity level for diagnosis code U07.1 
(COVID–19). The commenter stated 
there are variable and changing 
practices related to COVID–19, 
particularly as related to medication 
use. In addition, the commenter noted 
as medications may be used off-label or 
become newly approved for COVID–19, 
the cost of those medications remains to 
be seen. According to the commenter, 
these costs may have a significant 
impact on a hospital’s ability to treat 
patients with COVID–19. Therefore, the 

commenter suggested that as CMS 
considers the most appropriate MDC, 
MS–DRG and severity level assignments 
for diagnosis code U07.1, it 
recommended the agency account for 
the ongoing changes in best practices 
and medication use related to COVID– 
19, and whether additional 
reimbursement options or flexibilities 
could be provided to limit financial 
risks to hospitals. Another commenter 
applauded the speed with which CMS 
and CDC/NCHS addressed and 
implemented the new ICD–10–CM 
diagnosis codes U07.0 (Vaping-related 
disorder) and U07.1 (COVID–19) 
effective April 1, 2020 with MS–DRG 
assignments. This commenter 
encouraged the agencies to respond 
swiftly to address any similar public 
health emergencies in the future. 

Response: We thank the commenters 
for their support. In Table 6A—New 
Diagnosis Codes, associated with the 
proposed rule, we proposed to continue 
to designate diagnosis code U07.1 
(COVID–19) as a MCC in MDC 04 
(Diseases and Disorders of the 
Respiratory System) for MS–DRGs 177, 
178, and 179 (Respiratory Infections and 
Inflammations with MCC, with CC, and 
without CC/MCC, respectively); in MDC 
15 (Newborns and Other Neonates with 
Conditions Originating in Perinatal 
Period) for MS–DRGs 791 (Prematurity 
with Major Problems) and 793 (Full 
Term Neonate with Major Problems); 
and in MDC 25 (Human 
Immunodeficiency Virus Infections) for 
MS–DRGs 974, 975, and 976 (HIV with 
Major Related Condition with MCC, 
with CC, and without CC/MCC, 
respectively). We note that these are the 
same MDC and MS–DRG assignments 
that were applied at the time diagnosis 
code U07.1 was implemented, effective 
April 1, 2020, as discussed in section 
II.D.16. of the FY 2021 IPPS/LTCH PPS 
proposed rule (85 FR 32559). In 
response to the commenter’s 
recommendation that CMS account for 
changes in best practices and 
medications used for the treatment of 
COVID–19 with respect to providing 
additional payment options and 
flexibilities to limit financial risk to 
hospitals, we note that we have 
developed several resources in the form 
of a Coronavirus (COVID–19) Partner 
Toolkit available at the following CMS 
webpage: https://www.cms.gov/ 
outreach-education/partner-resources/ 
coronavirus-covid-19-partner-toolkit for 
various providers with respect to the 
COVID–19 public health emergency. 
Specifically, on that CMS webpage 
under the section titled ‘‘If you are in a 
Care Setting’’ there is a ‘‘Hospitals and 
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Healthcare Systems’’ list of 20 resource 
documents that have been made 
publicly available. 

Comment: Several commenters 
expressed concern regarding the 
proposed NonCC severity level 
designation for a subset of the new ICD– 
10–CM diagnosis codes describing 
cytokine release syndrome (CRS) as 
displayed in Table 6A—New Diagnosis 
Codes (associated with the proposed 
rule and available via the internet on the 
CMS website at https://www.cms.gov/ 
Medicare/Medicare-Fee-for-Service- 
Payment/AcuteInpatientPPS). 
Specifically, the commenters stated 
diagnosis codes D89.833 (Cytokine 
release syndrome, grade 3), D89.834 
(Cytokine release syndrome, grade 4), 
and D89.835 (Cytokine release 

syndrome, grade 5) warrant further 
consideration. The commenters noted 
that CRS has emerged as an established 
diagnosis in association with CAR T-cell 
therapy for various cancers, and 
providers are now seeing this syndrome 
in patients who present with COVID–19. 
The commenters requested CMS 
reconsider how the diagnosis codes 
describing CRS are designated within 
the ICD–10 MS–DRGs. 

Some commenters suggested that the 
American Society for Transplantation 
and Cellular Therapy (ASTCT) CRS 
Grading system be examined in review 
of potential CC and MCC designations 
for the CRS diagnosis codes. Other 
commenters stated that based on the 
ASTCT CRS Grading system, the CRS 
diagnosis codes describing grades 3, 4, 

and 5 appear to satisfy many of the CMS 
guiding principles discussed in the FY 
2021 IPPS/LTCH PPS proposed rule (85 
FR 32550). A commenter recommended 
that severity level assignments for the 
various grades of CRS could be used as 
a test case for these new guiding 
principles. According to the commenter, 
the guiding principles as described in 
the proposed rule do not indicate that 
a required threshold for the number of 
cases for Medicare patients be attained 
before an analysis of the severity level 
assignment occurs. The commenter 
stated that based on the ASTCT CRS 
Grading system, grades 3, 4 and 5 meet 
the criteria for 7 of the 9 proposed 
guiding principles. The commenter 
provided the following information for 
CMS’ consideration. 

This same commenter also suggested 
that CMS consider expanding the logic 
for the CRS diagnosis codes to include 
patients diagnosed with COVID–19. The 
commenter reported that based on 
current academic literature, CRS is a 
common occurrence and a focus of 
treatment in patients presenting with 
advanced COVID–19. According to the 
commenter, the presence of CRS in the 
COVID–19 population also indicates 
that the new CRS diagnosis codes meet 
the 4th guiding principle of ‘‘marker for 
advanced disease states across multiple 
different comorbid conditions.’’ 

Another commenter urged CMS to 
assign the CRS diagnosis codes 
identified as Grades 3, 4, and 5 
(D89.833, D89.834, and D89.835, 

respectively) as a MCC and to assign the 
CRS diagnosis code identified as Grade 
2, D89.832 (Cytokine release syndrome, 
grade 2) as a CC based on clinical 
significance. The commenter agreed 
with the proposed NonCC designation 
for the CRS diagnosis code identified as 
Grade 1, D89.831 (Cytokine release 
syndrome, grade 1) until additional data 
is available for analysis and 
consideration. 

A commenter noted that for Table 
6A—New Diagnosis Codes, associated 
with the proposed rule, that the 
proposed MDC for the new CRS 
diagnosis codes is MDC 16 (Diseases 
and Disorders of Blood, Blood Forming 
Organs, Immunologic Disorders) and the 
proposed MS–DRGs are 814, 815, and 

816 (Reticuloendothelial and Immunity 
Disorders with MCC, with CC, and 
without CC/MCC, respectively). The 
commenter stated that since the CRS 
diagnosis codes were proposed as 
NonCC it understood this to equate to 
the CRS diagnosis codes being assigned 
to MS–DRG 816. The commenter 
disagreed with the proposed severity 
levels for the CRS diagnosis codes and 
recommended CMS consider revising. 
According to the commenter, CRS is the 
most common complication of Immune 
Effector Cell (IEC) therapy as described 
in the ASTCT’s Consensus Grading 
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1 ASTCT Consensus Grading for Cytokine Release 
Syndrome and Neurologic Toxicity Associated with 

Immune Effector Cells. Lee, Daniel W. et al. Biology of Blood and Marrow Transplantation, Volume 25, 
Issue 4, 625–638. 

paper.1 Symptoms can be progressive, 
include fever at the onset, and may 
include hypotension, hypoxia, and end 
organ dysfunction. The commenter 
noted that patients with CRS grade 3 
require treatment for hypotension and 
hypoxia and patients with CRS grade 4 
experience hypoxia requiring treatment, 
are hemodynamically unstable, and 
have capillary leak which can lead to 
pulmonary edema and ventilation 
impairment and may require 
mechanical ventilation. Lastly, the 
commenter noted CRS grade 5 is 
defined as ‘‘death due to CRS,’’ and 
suggested this condition be considered 
a MCC. In addition, the commenter 

compared the APR–DRG Grouper 
severity levels, as described in the FY 
2008 IPPS/LTCH PPS final rule (72 FR 
47158) to inform how CMS should 
assign CC/MCC designations for the new 
CRS codes. For example, the commenter 
suggested diagnosis code D89.831 
(Cytokine release syndrome, grade (1) 
should be designated as NonCC; 
diagnosis code D86.832 (Cytokine 
release syndrome, grade (2) should be 
designated as CC; diagnosis code 
D89.833 (Cytokine release syndrome, 
grade (3) should be designated as MCC; 
diagnosis code D89.834 (Cytokine 
release syndrome, grade (4) should be 
designated as MCC; diagnosis code 

D89.835 (Cytokine release syndrome, 
grade (5) should be designated as MCC; 
and diagnosis code D89.839 (Cytokine 
release syndrome, grade unspecified) 
should be designated as NonCC. 

Similar to comments discussed earlier 
in this section, this commenter also 
stated that when applying CMS’ guiding 
principles as described in the proposed 
rule for severity level assignments, 
many of them are applicable to the new 
CRS diagnosis codes. The commenter 
provided the following table for CMS’ 
consideration and review which also 
included recommended MS–DRG 
assignments. 
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The commenter also noted that coding 
guidelines instruct the CRS diagnosis 
codes to be sequenced as a secondary 
diagnosis with a complication code (T 
code) sequenced first when CRS is a 
complication due to a procedure. The 
commenter expressed concern regarding 
how CRS cases will group into MS– 
DRGs 814, 815, and 816 as proposed by 
CMS since sequencing a T code as the 
principal diagnosis results in a different 
MS–DRG assignment. The commenter 
suggested CMS consider revising the 
Grouper logic, proposing different MS– 
DRGs for CRS and allow for public 
comment, or urging NCHS to change the 
coding instruction at subcategory 
D89.83 to allow only for diagnosis code 
T80.90XA (Unspecified complication 
following infusion and therapeutic 
injection) to be reported first since it 
would group to MS–DRGs 814, 815, and 
816. The commenter also urged CMS to 
request that the NCHS and the AHA 
publish clear coding guidance to 
eliminate any confusion about the 
appropriate T code to report for CRS 
due to CAR T-cell therapy. 

Another commenter also 
recommended that CMS assign the new 
CRS diagnosis codes to CC and MCC 
MS–DRGs within the MS–DRG 814, 815, 
and 816 series. The commenter stated 
their belief that several of the CMS 
guiding principles described in the 
proposed rule provide sufficient 
rationale for such assignments. The 
commenter also stated that once 
information regarding the CRS codes 

becomes available in the claims data, 
CMS can re-evaluate MS–DRG 
assignments. 

Response: Consistent with our annual 
process of assigning new diagnosis 
codes to MDCs, MS–DRGs, and 
designating a severity level (MCC, CC or 
NonCC), we reviewed the predecessor 
diagnosis code assignment for CRS. The 
predecessor code for CRS is diagnosis 
code D89.89 (Other specified disorders 
involving the immune mechanism, not 
elsewhere classified) which is 
designated as a NonCC, therefore our 
proposed severity level designation for 
each of the CRS codes was also a 
NonCC. After consideration of the 
commenters’ concerns regarding the 
proposed severity level designations for 
the new ICD–10–CM diagnosis codes 
describing cytokine release syndrome 
(hereafter referred to as ‘‘CRS codes’’) as 
displayed in Table 6A—New Diagnosis 
Codes, associated with proposed rule, 
we agree that the CRS codes warrant 
further consideration. 

Upon further review and 
consideration, our clinical advisors 
believe a CC severity level for CRS 
codes identified as grade 3, 4, or 5 
would be warranted since these patients 
may require additional resources and 
treatment including intensive 
monitoring, blood pressure support, 
oxygen or mechanical ventilation, that 
are above and beyond the resources 
required for patients with CRS 
identified as a grade 1, 2, or an 
unspecified grade. Our clinical advisors 

continue to believe that CRS codes with 
a grade 1, 2, or an unspecified grade do 
not warrant the CC severity level. 

Our clinical advisors also 
acknowledged the commenters’ 
recommendations to review the 
American Society for Transplantation 
and Cellular Therapy (ASTCT) CRS 
Grading system to reassess potential CC 
and MCC designations for the CRS 
codes and consider how the CMS 
guiding principles discussed in the FY 
2021 IPPS/LTCH PPS proposed rule (85 
FR 32550) could be applied as a test 
case for the various grades of the CRS 
codes. As noted previously, we applied 
our established process in proposing 
severity level assignments for these 
codes and the other new diagnosis 
codes for FY 2021. We also note that the 
guiding principles continue to be under 
development as we consider the public 
comments received, as discussed in 
section II.E.12.c. of the preamble of this 
final rule. We further note that with 
respect to proposing severity level 
assignments for new diagnosis codes in 
the future, we anticipate continuing our 
current process of first reviewing the 
predecessor code assignment, followed 
by review and consideration of the 
guiding principles that may be applied, 
in future rulemaking. 

We note that while our clinical 
advisors do not dispute the commenters’ 
assessments that the CRS codes would 
appear to meet most of the guiding 
principles, they also noted, as discussed 
previously, that a distinction between 
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assigning the codes as a CC versus a 
MCC cannot be made based on the fact 
that they appear to meet several of the 
guiding principles nor can assignment 
of a secondary diagnosis be based on 
whether the code meets 1 or 2 
principles or meets 7 or 8 of the 
principles. Our clinical advisors 
maintain that generally, the proposed 
severity level ultimately depends on 
clinical judgement and, where the data 
is available, the empirical analysis of 
the additional resources associated with 
the secondary diagnosis. The impact of 
the secondary diagnosis is dependent on 
the principal diagnosis reported, with 
which it is associated. If the secondary 
diagnosis is reported primarily with a 
principal diagnosis that reflects serious 
illness with treatment complexity, then 
the marginal contribution of the 
secondary diagnosis to the overall 
resource use may actually be relatively 
small. The CRS codes initially appeared 
to fall into this category, since it occurs 
in patients who are quite ill to begin 
with, the ‘‘grading’’ definitions have 
varied among organizations, and it has 
evolved over time. However, for the 
reasons noted, and after further 
consideration, we believe that a CC 
severity level for CRS codes identified 
as grade 3, 4, or 5 is warranted. We will 
continue to monitor the CRS codes and 
their impact on resource use once the 
claims data becomes available to 
determine if further modifications to the 
severity level are warranted. 

In response to the commenter who 
expressed concern regarding how CRS 
cases will group into MS–DRGs 814, 
815, and 816 as proposed by CMS (since 
sequencing certain T codes as the 
principal diagnosis results in a different 
MS–DRG assignment), we note that after 
notification and consideration of the 
concerns involving the proposed 
Tabular List instructions for the CRS 
codes were brought to its attention, the 
CDC/NCHS updated and finalized the 
Tabular instruction for the CRS codes. 
As noted in section II.E.16. of the 
preamble of this final rule, the CDC/ 
NCHS has lead responsibility for the 
diagnosis codes and CMS has lead 
responsibility for the ICD–10–PCS 
procedure codes. The finalized changes 
effective FY 2021 include updates to the 
diagnosis codes instructed to be 
sequenced first, followed by the 
applicable CRS code as follows: 
D89.83 Cytokine release syndrome 

Code first underlying cause, such as: 
Complications following infusion, 

transfusion and therapeutic injection 
(T80.89-) 

complications of transplanted organs 
and tissue (T86.-) 

Use additional code to identify 
associated manifestations 

D89.831 Cytokine release syndrome, 
grade 1 

D89.832 Cytokine release syndrome, 
grade 2 

D89.833 Cytokine release syndrome, 
grade 3 

D89.834 Cytokine release syndrome, 
grade 4 

D89.835 Cytokine release syndrome, 
grade 5 

D89.839 Cytokine release syndrome, 
grade unspecified 
As a result, CMS considered 

modifications to the GROUPER logic to 
allow cases reporting diagnosis code 
T80.89XA (Other complications 
following infusion, transfusion and 
therapeutic injection) as the principal 
diagnosis with any one of the CRS codes 
as a secondary diagnosis to group to 
MS–DRGs 814, 815, and 816. We note 
that diagnosis code T80.90XA 
(Unspecified complication following 
infusion and therapeutic injection) as 
the commenter suggested would not be 
appropriate to report as the principal 
diagnosis for these cases since the code 
descriptor refers to an ‘‘unspecified 
complication’’ and the complication is 
specified as CRS. In response to the 
commenter’s suggestion that CMS 
request the NCHS and the AHA publish 
clear coding guidance to eliminate any 
confusion about the appropriate T code 
to report for CRS due to CAR T-cell 
therapy, we note that it is standard 
practice for the AHA to publish coding 
guidance for the annual diagnosis and 
procedure code updates in the AHA’s 
Coding Clinic for ICD–10–CM and ICD– 
10–PCS 4th Quarter publication each 
year. 

With respect to the commenter who 
recommended that CMS assign the new 
CRS diagnosis codes to CC and MCC 
MS–DRGs within the MS–DRG 814, 815, 
and 816 series, we note that whenever 
there are new diagnosis codes finalized, 
the first step for incorporating the new 
diagnosis code into the logic of the ICD– 
10 MS–DRGs is to assign the diagnosis 
code to the appropriate MDC. The next 
step is to determine if and how the 
diagnosis code may define the logic for 
a specific MS–DRG assignment. For 
example, the diagnosis may be listed as 
principal or as any one of the secondary 
diagnoses, as a secondary diagnosis, or 
only as a secondary diagnosis as noted 
in more detail below. 

• Principal or secondary diagnoses. 
Indicates that a specific set of diagnoses 
are used in the definition of the MS– 
DRG. The diagnoses may be listed as 
principal or as any one of the secondary 
diagnoses. A special case of this 

condition is MS–DRG 008 in which two 
diagnoses (for example, renal and 
diabetic) must both be present 
somewhere in the list of diagnoses in 
order to be assigned to MS–DRG 008. 

• Secondary diagnoses. Indicates that 
a specific set of secondary diagnoses are 
used in the definition of the MS–DRG. 
For example, a secondary diagnosis of 
acute leukemia with chemotherapy is 
used to define MS–DRG 839. 

• Only secondary diagnoses. 
Indicates that in order to be assigned to 
the specified MS–DRG no secondary 
diagnoses other than those in the 
specified list may appear on the 
patient’s record. For example, in order 
to be assigned to MS–DRG 795, only 
secondary diagnoses from the specified 
list may appear on the patient’s record. 

As discussed earlier in this section, 
modifications to the GROUPER logic 
were made to allow cases reporting 
diagnosis code T80.89XA (Other 
complications following infusion, 
transfusion and therapeutic injection) as 
the principal diagnosis with any one of 
the CRS codes as a secondary diagnosis 
to group to MS–DRGs 814, 815, and 816. 
We note that whenever there is a 
secondary diagnosis component to the 
MS–DRG logic, the diagnosis code can 
either be used in the logic for 
assignment to the MS–DRG or to act as 
a CC/MCC. For this specific scenario, 
the CRS codes, as secondary diagnoses, 
are being used in the definition of the 
logic for assignment to MS–DRGs 814, 
815, and 816, similar to the example 
described above, where a secondary 
diagnosis of acute leukemia with 
chemotherapy is used to define MS– 
DRG 839. 

In response to the commenter that 
suggested CMS consider expanding the 
logic for the CRS diagnosis codes to 
include patients diagnosed with 
COVID–19, we note that for cases where 
CRS is present in a patient diagnosed 
with COVID–19, depending on the 
circumstances of the admission, the 
COVID–19 would be reported as the 
principal diagnosis and the appropriate 
CRS code would be reported as a 
secondary diagnosis. In this scenario, 
the case would group to a MS–DRG 
under MDC 04 (Diseases and Disorders 
of the Respiratory System) because that 
is where diagnosis code U07.1, (COVID– 
19) is assigned. Therefore, we do not 
agree that it is necessary to create 
specific logic for these patients. 

After consideration of the public 
comments received, and for the reasons 
previously discussed, for FY 2021, we 
are modifying our proposed severity 
level designations for a subset of the 
CRS codes as shown in Table 6A—New 
Diagnosis Codes, associated with this 
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final rule, and displayed in the table 
below. 

We are also finalizing modifications 
to the ICD–10 MS–DRG GROUPER logic 
V38 for MS–DRGs 814, 815, and 816. 
Effective with discharges on and after 
October 1, 2020 (FY 2021), the logic for 
case assignment to MS–DRGs 814, 815, 
and 816 will include a principal 
diagnosis of T89.89XA with a secondary 
diagnosis of any CRS code as noted 
below. 

Principal Diagnosis 
T80.89XA Other complications 

following infusion, transfusion and 
therapeutic injection, initial 
encounter 

with 

Secondary Diagnosis 
D89.831 Cytokine release syndrome, 

grade 1 
D89.832 Cytokine release syndrome, 

grade 2 
D89.833 Cytokine release syndrome, 

grade 3 
D89.834 Cytokine release syndrome, 

grade 4 
D89.835 Cytokine release syndrome, 

grade 5 
D89.839 Cytokine release syndrome, 

grade unspecified 
Comment: Several commenters 

requested that CMS consider higher 
reimbursement for the performance of 
ultrasound accelerated thrombolysis 
procedures utilizing the EKOSTM 
device. Specifically, the commenters 
recommended that ultrasound 
accelerated thrombolysis procedures 
performed with the EKOSTM device for 
the treatment of pulmonary embolism 

(PE) should be assigned to MS–DRGs 
163, 164, and 165 (Major Chest 
Procedures with MCC, with CC, and 
without CC/MCC, respectively) versus 
MS–DRGs 166, 167, and 168 (Other 
Respiratory System O.R. Procedures 
with MCC, with CC, and without CC/ 
MCC, respectively), and ultrasound 
accelerated thrombolysis procedures 
performed with the EKOSTM device for 
the treatment of deep venous 
thrombosis (DVT) should be assigned to 
MS–DRGs 270, 271, and 272 (Other 
Major Cardiovascular Procedures with 
MCC, with CC, and without CC/MCC, 
respectively) versus MS–DRGs 252, 253, 
and 254 (Other Vascular Procedures 
with MCC, with CC, and without CC/ 
MCC, respectively), as proposed in 
Table 6B—New Procedure Codes 
associated with the proposed rule, 
regardless of a physician’s clinical 
decision to use a device that removes 
matter or a device that fragments matter 
using ultrasound accelerated 
thrombolysis. Some commenters 
asserted that unique devices that 
remove matter, known as extirpating 
devices, are very similar to the EKOSTM 
device in the performance of an 
ultrasound accelerated thrombolysis 
procedure to treat PE or DVT. The 
commenters stated the difference is that 
these extirpating devices, specifically 
the FlowTriever® and ClotTriever® 
(Inari Medical, Inc) and the Indigo® 
System (Penumbra), remove matter and 
the EKOSTM device (Boston Scientific), 
fragments matter with the use of 
thrombolytics and ultrasonic assistance. 

A commenter stated its belief that: 
A. Percutaneous ultrasonic fragmentation 

and extirpation are both catheter-based 
procedures that address solid matter in a 
body part; 

B. Percutaneous ultrasonic fragmentation is 
similar to other procedures in the requested 
MS–DRGs; 

C. Both fragmentation and extirpation 
procedures were evaluated using similar PE 
pivotal trial designs and have similar efficacy 
results; 

D. Both types of procedures have similar 
overall hospital resource utilization; 

E. Medicare cost data do not reflect 
EKOSTM cost; and 

F. Medicare precedent exists for 
assignment of new codes to higher paying 
groups. 

Below we provide the commenters’ 
summaries for each of the statements 
listed above which also reflect similar 
statements or sentiments submitted by 
several of the other commenters. 

A. Percutaneous Ultrasonic 
Fragmentation and Extirpation are Both 
Catheter-Based Procedures That 
Address Solid Matter in a Body Part 

According to the commenter, clot 
reduction using percutaneous ultrasonic 
fragmentation is similar to extirpation in 
many respects. The commenter stated 
these technologies all use percutaneous 
approaches, all treat serious PE, all 
reduce thrombus burden and all treat 
patients in the inpatient hospital setting 
with intensive care unit (ICU) care. The 
commenter provided the following table 
for comparison of the different 
technologies. 
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The commenter stated that similarly, 
procedures using percutaneous clot 
reduction devices for peripheral 
vascular (PV) procedures exhibit many 

key similarities. All use percutaneous 
approaches, all manage PV 
thromboemboli, all reduce thrombus 
burden, and all involve inpatient 

hospital admission with ICU care. The 
commenter provided the following table 
for comparison. 

B. Percutaneous Ultrasonic 
Fragmentation Is Similar to Procedures 
in the Requested MS–DRGs 

According to the commenter, for PE, 
percutaneous ultrasonic fragmentation 
procedures are clinically similar to 
procedures that are assigned to MS– 

DRGs 163, 164, and 165. The 
commenter stated that both extirpation 
codes and percutaneous ultrasonic 
fragmentation codes are reporting 
services that are intended to reduce clot 
burden, addressing matter in the body. 
The commenter provided the following 

list of procedure codes describing 
extirpation of matter from pulmonary 
structures that are currently assigned to 
MS–DRGs 163, 164, and 165 that it 
stated are clinically similar to 
percutaneous ultrasonic fragmentation 
procedures for PE. 

Alternatively, the commenter stated 
that PE percutaneous ultrasonic 
fragmentation procedures are not 
clinically similar to other procedures 
assigned to MS–DRGs 166, 167, and 
168. According to the commenter, 
percutaneous ultrasonic fragmentation 

is unlike the other percutaneous 
procedure codes assigned to these MS– 
DRGs and even opposite to some. The 
commenter noted an example of how 
occlusion procedures stop flow, while 
percutaneous ultrasonic fragmentation 
restore flow. The commenter provided 

the following list of procedure codes 
describing occlusion and repair of 
pulmonary structures that are currently 
assigned to MS–DRGs 166, 167, and 168 
that it stated are not clinically similar to 
percutaneous ultrasonic fragmentation 
procedures for a PE. 
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In addition, the commenter stated that 
for PV procedures, percutaneous 
ultrasonic fragmentation procedures are 
clinically similar to procedures in MS– 
DRGs 270, 271, and 272. The 
commenter reiterated that both 

extirpation codes and fragmentation 
codes identify services that are intended 
to reduce clot burden, addressing matter 
in the body. The commenter provided 
the following list of procedure codes 
describing extirpation of matter from PV 

structures that are currently assigned to 
MS–DRGs 270, 271, and 272 it stated are 
clinically similar to percutaneous 
ultrasonic fragmentation procedures for 
PE. 

According to the commenter, as it 
noted with PE, percutaneous ultrasonic 
fragmentation PV procedures are 
generally unlike the codes and even 
opposite to some of the other ICD–10– 
PCS procedures in MS–DRGs 252, 253, 
and 254. For example, the commenter 
stated that percutaneous ultrasonic 
fragmentation is not comparable to 
dilation, which is the root operation for 
balloon angioplasty or vascular stenting 
and is primarily used to address 

peripheral artery disease, a condition 
which is very different than thrombotic 
events. The commenter reported that 
percutaneous ultrasonic fragmentation 
procedures using the EKOSTM device 
typically involve leaving the EKOSTM 
device in the body for multiple hours 
and in many cases overnight, which 
allows time for the thrombolytic to 
break apart the thrombus with 
ultrasonic assistance. The commenter 
noted the duration of angioplasty or 

stenting procedures are typically 
measured in minutes, rather than in 
hours. The commenter also noted that 
percutaneous ultrasonic fragmentation 
procedures are not similar to release 
procedures such as a carpal tunnel 
release procedure, which usually takes 
around ten minutes and involves cutting 
the carpal ligament. Conversely, 
percutaneous ultrasonic fragmentation 
catheters typically remain in the 
patient’s body for multiple hours or 
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overnight and do not cut ligaments, 
according to the commenter. The 
commenter provided the following list 
of procedure codes describing dilation 

(angioplasty) and release of PV 
structures that are currently assigned to 
MS–DRGs 252, 253, and 254 that it 
stated are not clinically similar to 

percutaneous ultrasonic fragmentation 
procedures for a PV procedure. 

C. Similar PE Pivotal Trial Designs and 
Efficacy Results 

The commenter stated that pivotal 
clinical studies for the treatment of PE 
with percutaneous ultrasonic 
fragmentation using EKOSTM and for 
extirpation using comparable devices 
are consistent, with all designed using 
the same primary outcome measure. 
According to the commenter, the design 
of pivotal studies for the extirpating 
devices (FLARE and EXTRACT–PE) 
closely mirrors that of the EKOSTM PE 
study, SEATTLE II. The commenter 
provided a table of device comparisons 
that were used in the three pivotal 
clinical trials to assess treatment of PE 

followed by another table to illustrate its 
findings. 

The commenter stated that the FLARE 
and EXTRACT–PE trials have nearly 
identical primary outcome measures 
and comparable results to that of the 
EKOSTM device SEATTLE II study, 
further validating the clinical similarity 
between the EKOSTM device and the 
comparable extirpating devices. 
According to the commenter, mirroring 
the EKOSTM SEATTLE II study design 
validates comparability of patients and 
procedures. The commenter asserted 
that percutaneous ultrasonic 
fragmentation procedures with the 
EKOSTM device have comparable, and 
in some cases even greater, use of 

hospital resources than extirpation 
procedures, with a longer length of stay 
in the SEATTLE II study than 
extirpation procedures in the FLARE 
study, with multi-day confidence 
intervals. 

D. Similar Hospital Resource Utilization 

The commenter stated that the 
SEATTLE II pivotal trial demonstrated 
an average length of stay of 8.8 ± 5 days 
for percutaneous ultrasonic 
fragmentation procedures with the 
EKOSTM device and the FLARE pivotal 
trial showed the hospital average length 
of stay of 4.1 ± 3.5 days for the 
FlowTriever® device. The commenter 
also stated that an analysis of MedPAR 
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claims for extirpating PE admissions 
showed a geometric mean length of stay 
similar to the FLARE study, with length 
of stay ranging from 2.9 to 5.1 days 
across MS–DRGs 163, 164 and 165. The 
commenter further stated that from a 
hospital resource utilization 
perspective, the SEATTLE II trial 
demonstrated that percutaneous 
ultrasonic fragmentation procedures 
with the EKOSTM device involved a 

length of stay greater than or equal to 
that of the comparable extirpation 
procedures performed with extirpation 
devices, given multi-day confidence 
intervals. The commenter provided a 
table to illustrate its findings of 
extirpation procedures performed for PE 
across MS–DRGs 163, 164, and 165. 

The commenter also reported that the 
cost of the percutaneous ultrasonic 
fragmentation procedure performed 

with the EKOSTM device is highly 
comparable to the cost of the extirpation 
procedure performed with the Indigo® 
System, which is assigned to the higher 
paying MS–DRGs. The commenter 
provided the following table to illustrate 
its findings of the costs for performing 
a PE procedure among the different 
devices. 

According to the commenter, overall, 
hospital resource utilization is 
comparable: the length of stay of 
percutaneous ultrasonic fragmentation 
procedures with the EKOSTM device is 
at least as great as if not longer than 
comparable extirpation procedures 
based on the SEATTLE II study and 
Medicare claims data, and device costs 
are similar to the Indigo® System. 

E. Medicare Claims Data Do Not Reflect 
EKOSTM Cost 

The commenter stated that the 
EKOSTM device obtained FDA 

indications for PV procedures in July 
2008 and for PE in May 2014. The 
commenter noted that there has not 
been ICD–10 procedure coding specific 
to EKOSTM, and the American Hospital 
Association (AHA) recommended a 
combination of codes to describe the use 
of EKOSTM in PE procedures in late 
2014: 

• 6A750Z7 Ultrasound therapy of 
vessels, single 

• 3E06317 Introduction of other 
thrombolytic into central artery, 
percutaneous approach 

The commenter conducted its own 
analysis for the following ICD–10–PCS 
procedure codes describing the use of 
ultrasound and the percutaneous 
introduction of thrombolytics and noted 
they found 544 claims, with 408 of 
those assigned to MS–DRG 175 
(Pulmonary Embolism with MCC or 
Acute Cor Pulmonale) and 116 of those 
assigned to MS–DRG 176 (Pulmonary 
Embolism without MCC). According to 
the commenter, while the AHA coding 
recommendation was helpful, it was 
unable to provide an accurate 
assessment of volumes and costs. 

F. Medicare Precedent Exists for 
Assignment of New Codes to Higher 
Paying Groups 

The commenter stated there is 
precedent for CMS to use its discretion 
to assign new codes to higher paying 
groups, such as the APCs and MS– 
DRGs. The commenter provided an 
example of the 2020 Outpatient 

Prospective Payment System (OPPS) 
Proposed Rule and noted that CMS 
proposed assigning two new procedure 
codes for describing percutaneous 
creation of AV fistula to a lower level 
endovascular APC and after reviewing 
comments, CMS decided to reconsider 
this recommendation and ultimately 
assigned the codes to a higher level 

endovascular APC, as noted in the 2020 
OPPS final rule. 

Finally, the commenter provided the 
following table that identifies the 
procedure codes describing 
fragmentation of pulmonary and 
peripheral vascular structures and the 
proposed O.R., MDC, and MS–DRG 
assignments for the codes as shown in 
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Table 6B—New Procedure Codes 
associated with the proposed rule. The 
commenter added a column with its 

requested MS–DRG assignments, as 
shown in the last column to the right. 
BILLING CODE 4120–01–P 
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BILLING CODE 4120–01–C 

Another commenter indicated it was 
made aware of comments being 

submitted in response to the FY 2021 
IPPS/LTCH PPS proposed rule regarding 

fragmentation codes (04FC3ZZ through 
04FY3ZZ). This commenter noted that 
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in each case, the commenter’s request 
was for CMS to revise the MS–DRG 
assignment of the fragmentation codes 
listed in the FY 2021 IPPS/LTCH PPS 
proposed rule, from MS–DRGs 252, 253 
and 254 to MS–DRGs 270, 271 and 272, 
which include extirpation procedures, 
by stating that fragmentation procedures 
are clinically and economically similar 
to extirpation procedures. The 
commenter stated it disagreed with the 
comparison provided in these 
comments and specifically with the 
comment that intravascular lithotripsy 
(IVL) fragmentation is more like 
extirpation of matter than like other 
intraluminal balloon-based procedures. 
This commenter further disagreed that 
fragmentation and extirpation are of 
similar complexity or accomplish the 
same treatment intent in peripheral 
vascular disease, especially for patients 
with critical limb ischemia. The 
commenter requested that CMS 
maintain its current proposed 
assignments of the new ICD–10–PCS 
codes for IVL procedures (04FC3ZZ 
through 04FY3ZZ) to the MS–DRGs as 
described in the proposed rule, and 
defer any changes to MS–DRG 
assignments until such time that 
additional long-term clinical and 
economic data become available to 
evaluate the new IVL procedures 
described by these new codes. 

Response: We appreciate the 
commenters’ feedback on the proposed 
MS–DRG assignments for the procedure 
codes that capture ultrasound 
accelerated thrombolysis performed 
with the EkoSonicTM Endovascular 
System (EKOSTM), identified as 
ultrasonic fragmentation procedures as 
displayed in Table 6B.—New Procedure 
Codes, associated with the proposed 
rule and available via the internet on the 
CMS web page: (https://www.cms.gov/ 
Medicare/Medicare-Fee-for-Service- 
Payment/AcuteInpatientPPS). We refer 
the reader to the table above for the list 
of ICD–10–PCS procedure codes 
submitted by a commenter that 
accurately identifies the procedure 
codes describing fragmentation of 
pulmonary and peripheral vascular 
structures with ultrasound and the 
proposed O.R., MDC, and MS–DRG 
assignments as shown in Table 6B— 
New Procedure Codes associated with 
the proposed rule, that are effective 
October 1, 2020 for reporting ultrasound 
assisted thrombolysis. 

As noted in prior rulemaking (85 FR 
32543), for new procedure codes that 
have been finalized through the ICD–10 
Coordination and Maintenance 
Committee meeting process and are 
proposed to be classified as O.R. 
procedures or non-O.R. procedures 

affecting the MS–DRG, our clinical 
advisors recommend the MS–DRG 
assignment which is then made 
available in association with the 
proposed rule (Table 6B—New 
Procedure Codes) and subject to public 
comment. These proposed assignments 
are generally based on the assignment of 
predecessor codes or the assignment of 
similar codes. Consistent with our 
established process, we examined the 
MS–DRG assignment for the predecessor 
codes to determine the most appropriate 
MS–DRG assignment. The predecessor 
codes for the new procedure codes 
describing fragmentation of pulmonary 
and peripheral vascular structures with 
ultrasound as shown in the September 
10, 2019 ICD–10 Coordination and 
Maintenance Committee meeting 
materials are 6A750Z7 (Ultrasound 
therapy of other vessels, single) and 
3E06317 (Introduction of other 
thrombolytic into central artery, 
percutaneous approach) or 3E05317 
(Introduction of other thrombolytic into 
peripheral artery, percutaneous 
approach). Because these procedure 
codes are designated as non-O.R. they 
do not impact the MS–DRG assignment. 
Therefore, when any combination of 
these procedure codes is currently 
reported, case assignment is dependent 
upon the principal diagnosis, any 
secondary diagnoses, and whether or 
not any other procedures may have been 
performed and reported on the claim. 
The MS–DRG assignment for cases with 
a principal diagnosis of PE is generally 
medical MS–DRG 175 (Pulmonary 
Embolism with MCC or Acute Cor 
Pulmonale) or medical MS–DRG 176 
(Pulmonary Embolism without MCC). 
The MS–DRG assignment for cases with 
a principal diagnosis of DVT is 
generally medical MS–DRG 299, 300, or 
301 (Peripheral Vascular Disorders with 
MCC, with CC, and without CC/MCC, 
respectively). Therefore, cases currently 
reporting the use of ultrasound 
accelerated thrombolysis for PE or DVT 
would generally be assigned to one of 
those medical MS–DRGs. 

The commenters are correct that there 
are different types of devices available 
in the treatment of pulmonary embolism 
(PE) and deep venous thrombosis (DVT). 
The commenters are also correct that 
some devices remove matter (clot, 
thrombus, etc.) while others fragment 
(break up) matter, with or without the 
use of thrombolytics. Under the ICD– 
10–PCS procedure classification system 
there are two root operations, 
extirpation and fragmentation, 
specifically defined as: 
Extirpation: Taking or cutting out solid 

matter from a body part 

Fragmentation: Breaking solid matter in 
a body part into pieces 

that are reported to describe the 
respective procedure that was 
performed. Because the EKOSTM device 
fragments matter, procedures performed 
utilizing this device are identified and 
described by the root operation 
Fragmentation, as shown in the titles of 
the procedure codes listed in the table 
previously mentioned and discussed 
above. We do not agree that a change in 
the proposed MS–DRG assignments for 
the procedure codes describing 
ultrasound assisted thrombolysis with 
the root operation Fragmentation is 
warranted at this time. We appreciate 
the information provided by the 
commenters, however, our clinical 
advisors do not believe that the 
treatment difficulty, resource utilization 
and complexity of service for 
fragmentation and extirpation 
procedures are similar in the treatment 
of PE and DVT. In response to the 
commenter’s statement that both 
extirpation codes and percutaneous 
ultrasonic fragmentation codes are 
reporting services that are intended to 
reduce clot burden, our clinical advisors 
agree, however, as shown above, each of 
these procedures are defined by 
clinically distinct definitions and 
objectives, and why there are separate 
and unique ICD–10–PCS procedure 
codes within the classification for 
reporting purposes. Our clinical 
advisors also do not believe it is 
appropriate to specifically compare the 
devices being utilized in the 
performance of these distinct 
procedures in consideration of MS–DRG 
assignment (as the assignment is not 
related to a new technology add-on 
payment application), rather, the 
emphasis is on the fragmentation and 
extirpation procedures performed and 
evaluating the treatment difficulty, 
resource utilization and complexity of 
service. 

With respect to the commenter’s 
statement that PE percutaneous 
ultrasonic fragmentation procedures are 
not clinically similar to other 
procedures assigned to MS–DRGs 166, 
167, and 168, and PV percutaneous 
ultrasonic fragmentation procedures are 
not clinically similar to other 
procedures assigned to MS–DRGs 252, 
253, and 254, we note that, as stated in 
the ICD–10 MS–DRG Definitions 
Manual, ‘‘In each MDC there is usually 
a medical and a surgical class referred 
to as ‘‘other medical diseases’’ and 
‘‘other surgical procedures,’’ 
respectively. The ‘‘other’’ medical and 
surgical classes are not as precisely 
defined from a clinical perspective. The 

VerDate Sep<11>2014 22:38 Sep 17, 2020 Jkt 250001 PO 00000 Frm 00142 Fmt 4701 Sfmt 4700 E:\FR\FM\18SER2.SGM 18SER2jb
el

l o
n 

D
S

K
JL

S
W

7X
2P

R
O

D
 w

ith
 R

U
LE

S
2

https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/AcuteInpatientPPS
https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/AcuteInpatientPPS
https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/AcuteInpatientPPS


58573 Federal Register / Vol. 85, No. 182 / Friday, September 18, 2020 / Rules and Regulations 

other classes would include diagnoses 
or procedures which were infrequently 
encountered or not well defined 
clinically. For example, the ‘‘other’’ 
medical class for the Respiratory System 
MDC would contain the diagnoses 
‘‘other somatoform disorders’’ and 
‘‘congenital malformation of the 
respiratory system,’’ while the ‘‘other’’ 
surgical class for the female 
reproductive MDC would contain the 
surgical procedures ‘‘excision of liver’’ 
(liver biopsy in ICD–9–CM) and 
‘‘inspection of peritoneal cavity’’ 
(exploratory laparotomy in ICD–9–CM). 
The ‘‘other’’ surgical category contains 
surgical procedures which, while 
infrequent, could still reasonably be 
expected to be performed for a patient 
in the particular MDC. There are, 
however, also patients who receive 
surgical procedures which are 
completely unrelated to the MDC to 
which the patient was assigned. An 
example of such a patient would be a 
patient with a principal diagnosis of 

pneumonia whose only surgical 
procedure is a destruction of prostate 
(transurethral prostatectomy in ICD–9– 
CM). Such patients are assigned to a 
surgical class referred to as ‘‘unrelated 
operating room procedures.’’ These 
patients are ultimately never assigned to 
a well-defined DRG.’’ We further note 
that MS–DRGs 166, 167, and 168 (Other 
Respiratory System O.R. Procedures 
with MCC, with CC, and without CC/ 
MCC, respectively) and MS–DRGs 252, 
253, and 254 (Other Vascular 
Procedures with MCC, with CC, and 
without CC/MCC, respectively) are 
examples of the ‘‘other’’ surgical class, 
therefore it is expected that there will be 
procedures not precisely clinically 
aligned within the definition (logic) of 
these MS–DRGs. 

We appreciate the commenter’s 
feedback and information pertaining to 
the pivotal trials that have been 
conducted, however, as stated 
previously, fragmentation and 
extirpation procedures are clinically 

distinct and separate procedures, 
uniquely defined within the 
classification, and our clinical advisors 
do not believe it is appropriate to 
specifically compare the devices being 
utilized in the performance of these 
distinct procedures with respect to 
resource utilization and in 
consideration of MS–DRG assignment. 
As discussed earlier in this section, we 
followed our established process for 
determining the most appropriate MS– 
DRG assignment for new procedure 
codes. 

We acknowledge the claims analysis 
conducted by the commenter and 
because the current procedure codes do 
not uniquely identify and describe 
ultrasound accelerated thrombolysis we 
concur it is difficult to accurately assess 
the data. 

The ICD–10–CM diagnosis codes that 
identify pulmonary embolism and acute 
cor pulmonale that are included in the 
logic for MS–DRGs 175 and 176 are: 

We analyzed claims data from the 
September 2019 update of the FY 2019 
MedPAR file for cases reporting 
fragmentation procedures in MS–DRGs 

175 and 176 with a principal diagnosis 
of PE and procedure codes 6A750Z7 
with 3E06317 to identify the use of 
fragmentation via ultrasound and 

thrombolytics. Our findings are shown 
in the following table. 
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The data demonstrates that the 297 
cases reporting a principal diagnosis of 
PE with the use of ultrasound and 
thrombolytics in MS–DRGs 175 and 176 
(235+62=297) have higher average costs 
compared to all the cases in MS–DRGs 

175 and 176 ($21,191 versus $10,515 
and $19,035 versus $6,268, respectively) 
and a comparable average length of stay 
(5.0 days versus 5.0 days and 3.8 days 
versus 3.1 days, respectively). 

The ICD–10–CM diagnosis codes that 
identify DVT that are included in the 
logic for MS–DRGs 299, 300 and 301 
are: 
BILLING CODE 4120–01–P 

VerDate Sep<11>2014 22:38 Sep 17, 2020 Jkt 250001 PO 00000 Frm 00144 Fmt 4701 Sfmt 4700 E:\FR\FM\18SER2.SGM 18SER2 E
R

18
S

E
20

.1
27

<
/G

P
H

>

jb
el

l o
n 

D
S

K
JL

S
W

7X
2P

R
O

D
 w

ith
 R

U
LE

S
2



58575 Federal Register / Vol. 85, No. 182 / Friday, September 18, 2020 / Rules and Regulations 

VerDate Sep<11>2014 22:38 Sep 17, 2020 Jkt 250001 PO 00000 Frm 00145 Fmt 4701 Sfmt 4725 E:\FR\FM\18SER2.SGM 18SER2 E
R

18
S

E
20

.1
28

<
/G

P
H

>

jb
el

l o
n 

D
S

K
JL

S
W

7X
2P

R
O

D
 w

ith
 R

U
LE

S
2



58576 Federal Register / Vol. 85, No. 182 / Friday, September 18, 2020 / Rules and Regulations 

VerDate Sep<11>2014 22:38 Sep 17, 2020 Jkt 250001 PO 00000 Frm 00146 Fmt 4701 Sfmt 4725 E:\FR\FM\18SER2.SGM 18SER2 E
R

18
S

E
20

.1
29

<
/G

P
H

>

jb
el

l o
n 

D
S

K
JL

S
W

7X
2P

R
O

D
 w

ith
 R

U
LE

S
2



58577 Federal Register / Vol. 85, No. 182 / Friday, September 18, 2020 / Rules and Regulations 

BILLING CODE 4120–01–C 

We also examined claims for cases 
reporting fragmentation procedures in 
MS–DRGs 299, 300 and 301 with a 

principal diagnosis of DVT and 
procedure codes 6A750Z7 with 3E06317 
to identify the use of fragmentation via 

ultrasound and thrombolytics. Our 
findings are shown in the following 
table. 
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The data demonstrates that the 4 cases 
reporting a principal diagnosis of DVT 
with the use of ultrasound and 
thrombolytics in MS–DRGs 299 and 300 
(3+1=4) have higher average costs 
compared to all the cases in MS–DRGs 
299 and 300 ($15,942 versus $10,611 
and $12,930 versus $7,378, respectively) 

and a comparable average length of stay 
(3.3 days versus 5.2 days and 4.0 days 
versus 3.9 days, respectively). We note 
that there were no cases found reporting 
a principal diagnosis of DVT with the 
use of ultrasound and thrombolytics in 
MS–DRG 301. 

We then analyzed claims data from 
the September 2019 update of the FY 
2019 MedPAR data for MS–DRGs 163, 
164, and 165 and MS–DRGs 270, 271, 
and 272. Our findings are shown in the 
following table. 

Overall, the data demonstrates that 
cases reporting a principal diagnosis of 
PE with ultrasound and thrombolytic 
(fragmentation) in MS–DRG 175 have 
average costs and an average length of 
stay that are less than the average costs 
and average length of stay of all the 
cases in MS–DRG 163 ($21,191 versus 
$34,718) and (5.0 days versus 11.6 
days). The data also demonstrates that 
cases reporting a principal diagnosis of 
PE with ultrasound and thrombolytic 
(fragmentation) in MS–DRG 176 have 
average costs and an average length of 
stay that are less than the average costs 
and average length of stay of all the 
cases in MS–DRG 164 ($19,035 versus 
$19,120) and (3.8 days versus 5.4 days). 
We note that because MS–DRG 175 is 
the ‘‘with MCC’’ MS–DRG and MS–DRG 
176 is the ‘‘without MCC’’ (CC+NonCC) 

MS–DRG that it’s possible a subset of 
the 62 cases found reporting a principal 
diagnosis of PE with ultrasound and 
thrombolytic in MS–DRG 176 did not 
report a CC and those cases would then 
be compared to MS–DRG 165, however, 
we were unable to analyze the detailed 
data for the 62 cases. 

The data demonstrates that cases 
reporting a principal diagnosis of DVT 
with ultrasound and thrombolytic 
(fragmentation) in MS–DRG 299 have 
average costs and an average length of 
stay that are less than the average costs 
and average length of stay of all the 
cases in MS–DRG 270 ($15,942 versus 
$37,100) and (3.3 days versus 9.4 days). 
The data also demonstrates that cases 
reporting a principal diagnosis of DVT 
with ultrasound and thrombolytic 
(fragmentation) in MS–DRG 300 have 

average costs and an average length of 
stay that are less than the average costs 
and average length of stay of all the 
cases in MS–DRG 271 ($12,930 versus 
$28,219) and (4.0 days versus 5.8 days). 
For these reasons, based on the claims 
analysis, our clinical advisors do not 
support assignment of the new 
procedure codes describing 
fragmentation via ultrasound 
accelerated thrombolysis for the 
treatment of PE to MS–DRGs 163, 164, 
and 165 or to MS–DRGs 270, 271, and 
272 for the treatment of DVT. 

We then analyzed claims data from 
the September 2019 update of the FY 
2019 MedPAR data for MS–DRGs 166, 
167, and 168 and MS–DRGs 252, 253, 
and 254. Our findings are shown in the 
following table. 
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Overall, the data demonstrates that 
cases reporting a principal diagnosis of 
PE with ultrasound and thrombolytic 
(fragmentation) in MS–DRG 175 have 
average costs and an average length of 
stay that are more consistent with the 
average costs and average length of stay 
of all the cases in MS–DRG 166 ($21,191 
versus $26,702) and (5.0 days versus 
10.3 days). The data also demonstrates 
that cases reporting a principal 
diagnosis of PE with ultrasound and 
thrombolytic (fragmentation) in MS– 
DRG 176 have average costs and an 
average length of stay that are more 
consistent with the average costs and 
average length of stay of all the cases in 
MS–DRG 167 ($19,035 versus $13,566) 
and (3.8 days versus 4.9 days). We note 
that it’s possible that a subset of the 62 
cases found reporting a principal 
diagnosis of PE with ultrasound and 
thrombolytic in MS–DRG 176 did not 
report a CC and those cases would then 
be compared to MS–DRG 168, however, 
we were unable to analyze the detailed 
data for the 62 cases. 

The data also demonstrates that cases 
reporting a principal diagnosis of DVT 
with ultrasound and thrombolytic 
(fragmentation) in MS–DRG 299 have 
average costs and an average length of 
stay that are more consistent with the 
average costs and average length of stay 
of all the cases in MS–DRG 252 ($15,942 
versus $24,369) and (3.3 days versus 7.5 
days). The data also demonstrates that 
cases reporting a principal diagnosis of 
DVT with ultrasound and thrombolytic 
(fragmentation) in MS–DRG 300 have 
average costs and an average length of 
stay that are more consistent with the 
average costs and average length of stay 
of all the cases in MS–DRG 253 ($12,930 
versus $19,316) and (4.0 days versus 5.4 
days). As previously noted, there were 
no cases found reporting a principal 
diagnosis of DVT with ultrasound and 
thrombolytic (fragmentation) in MS– 
DRG 301. For these reasons, our clinical 
advisors stated the claims analysis 
supports assignment of the new 
procedure codes describing 
fragmentation via ultrasound 

accelerated thrombolysis for the 
treatment of PE to MS–DRGs 166, 167, 
and 168 and to MS–DRGs 252, 253, and 
254 for the treatment of DVT. 

With respect to the commenter who 
stated it disagreed with the comparison 
provided in the other comments, 
specifically for IVL fragmentation, we 
appreciate the commenter’s feedback, 
however, we believe that the commenter 
expressed concerns regarding a different 
subset of procedure codes that are also 
reported with the root operation 
fragmentation. The procedure codes 
describing fragmentation that are 
reported to identify an IVL procedure 
was performed do not include the term 
‘‘ultrasonic’’ that is reported with the 
7th digit character qualifier value of ‘‘0’’ 
for the ultrasound accelerated 
thrombolysis procedures. Alternatively, 
the procedure codes describing 
fragmentation that are reported to 
identify an IVL procedure was 
performed are reported with the 7th 
digit character qualifier value of ‘‘Z’’. 

After consideration of the public 
comments we received, and for reasons 
previously discussed, we are finalizing 
our proposal to assign the ultrasound 
accelerated thrombolysis procedures 
described by the root operation 
fragmentation and performed for the 
treatment of PE to MS–DRGs 166, 167, 
and 168 and for the treatment of DVT to 
MS–DRGs 252, 253, and 254 as 
proposed in Table 6B—New Procedure 
Codes associated with the proposed 
rule, and shown in Table 6B—New 
Procedure Codes associated with this 
final rule. 

We note that, as stated in prior rule 
making (84 FR 42148), our clinical 
advisors recognize that MS–DRGs 163, 
164, 165, 166, 167, and 168 may warrant 
further review and therefore, we plan to 
begin conducting this detailed review 
beginning with our FY 2022 MS–DRG 
classification analysis of claims data 
and determine what modifications may 
need to be considered for future 
rulemaking. 

Comment: A commenter expressed 
concern that ICD–10–PCS procedure 

code XW0Q316 (Introduction of 
eladocagene exuparvovec into cranial 
cavity and brain, percutaneous 
approach, new technology group 6) did 
not have an O.R. procedure status 
proposed for FY 2021 as displayed in 
Table 6—New Procedure Codes 
associated with the proposed rule. 
According to the commenter, this new 
procedure code should have O.R. status 
because it involves traversing the skull 
in order to place a substance within the 
cranial cavity or brain. The commenter 
stated that the skull must be opened by 
drilling/cutting a burr hole and that 
although percutaneous (burr hole) 
procedures are performed through 
smaller openings in the skull than larger 
open burr hole procedures, they 
nonetheless require drilling through the 
skull under sterile technique with 
anesthesia for pain control. The 
commenter also stated that specialized 
equipment for a stereotactic approach, 
image-guidance and/or endoscope is 
required. Lastly, the commenter 
reported that other percutaneous 
procedures (including drainages) of the 
cranial cavities and brain have been 
discussed with CMS and appropriately 
re-classified to OR procedure status. 

Response: We appreciate the 
commenter’s feedback. Consistent with 
our annual process of assigning new 
procedure codes to MDCs and MS– 
DRGs, and designating a procedure as 
an O.R. or non-O.R. procedure, we 
reviewed the predecessor procedure 
code assignment. The predecessor code 
for procedure code XW0Q316 is 
procedure code 3E0Q3GC (Introduction 
of other therapeutic substance into 
cranial cavity and brain, percutaneous 
approach) which is designated as a non- 
O.R. procedure. In the absence of claims 
data, our clinical advisors also 
considered the indication for the 
specific procedure being described by 
the new procedure code, the treatment 
difficulty, and the resources utilized. 
Upon review, our clinical advisors do 
not believe that a change in the O.R. 
status for this procedure is warranted at 
this time. 
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After consideration of the comment 
we received, we are finalizing our 
proposal to designate procedure code 
XW0Q316 as non-O.R. for FY 2021. As 
claims data becomes available for this 
procedure we can reevaluate for future 
rule making. 

We are making available on the CMS 
website at https://www.cms.gov/ 
Medicare/Medicare-Fee-for-Service- 
Payment/AcuteInpatientPPS/index.html 
the following tables associated with this 
final rule: 

• Table 6A—New Diagnosis Codes– 
FY 2021; 

• Table 6B—New Procedure Codes– 
FY 2021; 

• Table 6C—Invalid Diagnosis Codes– 
FY 2021; 

• Table 6E—Revised Diagnosis Code 
Titles–FY 2021; 

• Table 6G.1—Secondary Diagnosis 
Order Additions to the CC Exclusions 
List–FY 2021; 

• Table 6G.2—Principal Diagnosis 
Order Additions to the CC Exclusions 
List–FY 2021; 

• Table 6H.1—Secondary Diagnosis 
Order Deletions to the CC Exclusions 
List–FY 2021; 

• Table 6H.2—Principal Diagnosis 
Order Deletions to the CC Exclusions 
List—FY 2021; 

• Table 6I—Complete MCC List–FY 
2021; 

• Table 6I.1—Additions to the MCC 
List–FY 2021; 

• Table 6I.2–Deletions to the MCC 
List–FY 2021; 

• Table 6J—Complete CC List –FY 
2021; 

• Table 6J.1—Additions to the CC 
List–FY 2021; 

• Table 6J.2—Deletions to the CC List 
–FY 2021; and 

• Table 6K—Complete List of CC 
Exclusions –FY 2021.14. Changes to the 
Medicare Code Editor (MCE) 

The Medicare Code Editor (MCE) is a 
software program that detects and 
reports errors in the coding of Medicare 
claims data. Patient diagnoses, 
procedure(s), and demographic 
information are entered into the 
Medicare claims processing systems and 
are subjected to a series of automated 
screens. The MCE screens are designed 
to identify cases that require further 
review before classification into an MS– 
DRG. 

As discussed in the FY 2020 IPPS/ 
LTCH PPS final rule (84 FR 42156), we 

made available the FY 2020 ICD–10 
MCE Version 37 manual file. The 
manual contains the definitions of the 
Medicare code edits, including a 
description of each coding edit with the 
corresponding diagnosis and procedure 
code edit lists. The link to this MCE 
manual file, along with the link to the 
mainframe and computer software for 
the MCE Version 37 (and ICD–10 MS– 
DRGs) are posted on the CMS website at 
https://www.cms.gov/Medicare/ 
Medicare-Fee-for-Service-Payment/ 
AcuteInpatientPPS/MS–DRG- 
Classifications-and-Software. 

In the FY 2021 IPPS/LTCH PPS 
proposed rule, we addressed the MCE 
requests we received by the November 
1, 2019 deadline. We also discussed the 
proposals we were making based on 
internal review and analysis. In this FY 
2021 IPPS/LTCH PPS final rule, we 
present a summation of the comments 
we received in response to the MCE 
requests and proposals presented based 
on internal reviews and analyses in the 
proposed rule, our responses to those 
comments, and our finalized policies. 

In addition, as a result of new and 
modified code updates approved after 
the annual spring ICD–10 Coordination 
and Maintenance Committee meeting, 
we routinely make changes to the MCE. 
In the past, in both the IPPS proposed 
and final rules, we have only provided 
the list of changes to the MCE that were 
brought to our attention after the prior 
year’s final rule. We historically have 
not listed the changes we have made to 
the MCE as a result of the new and 
modified codes approved after the 
annual spring ICD–10 Coordination and 
Maintenance Committee meeting. These 
changes are approved too late in the 
rulemaking schedule for inclusion in 
the proposed rule. Furthermore, 
although our MCE policies have been 
described in our proposed and final 
rules, we have not provided the detail 
of each new or modified diagnosis and 
procedure code edit in the final rule. 
However, we make available the 
finalized Definitions of Medicare Code 
Edits (MCE) file. Therefore, we are 
making available the FY 2021 ICD–10 
MCE Version 38 Manual file, along with 
the link to the mainframe and computer 
software for the MCE Version 38 (and 
ICD–10 MS–DRGs), on the CMS website 
at: https://www.cms.gov/Medicare/ 
Medicare-Fee-for-Service-Payment/ 

AcuteInpatientPPS/MS-DRG- 
Classifications-and-Software. 

a. Age Conflict Edit 

In the MCE, the Age conflict edit 
exists to detect inconsistencies between 
a patient’s age and any diagnosis on the 
patient’s record; for example, a 5-year- 
old patient with benign prostatic 
hypertrophy or a 78-year-old patient 
coded with a delivery. In these cases, 
the diagnosis is clinically and virtually 
impossible for a patient of the stated 
age. Therefore, either the diagnosis or 
the age is presumed to be incorrect. 
Currently, in the MCE, the following 
four age diagnosis categories appear 
under the Age conflict edit and are 
listed in the manual and written in the 
software program: 

• Perinatal/Newborn—Age 0 years 
only; a subset of diagnoses which will 
only occur during the perinatal or 
newborn period of age 0 (for example, 
tetanus neonatorum, health examination 
for newborn under 8 days old). 

• Pediatric—Age is 0–17 years 
inclusive (for example, Reye’s 
syndrome, routine child health exam). 

• Maternity—Age range is 9–64 years 
inclusive (for example, diabetes in 
pregnancy, antepartum pulmonary 
complication). 

• Adult—Age range is 15–124 years 
inclusive (for example, senile delirium, 
mature cataract). 

(1) Maternity Diagnoses 

Under the ICD–10 MCE, the Maternity 
diagnoses category for the Age conflict 
edit considers the age range of 9 to 64 
years inclusive. For that reason, the 
diagnosis codes on this Age conflict edit 
list would be expected to apply to 
conditions or disorders specific to that 
age group only. 

As discussed in section II.D.13. of the 
preamble of the proposed rule and 
section II.E.13. of this final rule, Table 
6A.—New Diagnosis Codes, lists the 
diagnosis codes that have been 
approved to date which will be effective 
with discharges on and after October 1, 
2020. We proposed to add the following 
new ICD–10–CM diagnosis codes listed 
in this section of this rule to the 
Maternity diagnoses category code list 
under the Age conflict edit. 
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In addition, as discussed in section 
II.D.13. of the preamble of the proposed 
rule and section II.E.13. of this final 
rule, Table 6C.—Invalid Diagnosis 
Codes, lists the diagnosis codes that are 
no longer effective October 1, 2020. 
Included in this table is ICD–10–CM 
diagnosis code O99.89 (Other specified 
diseases and conditions complicating 
pregnancy, childbirth and the 
puerperium) which is currently listed 
on the Maternity diagnoses category 
code list under the Age Conflict edit. 
We proposed to remove this code from 
the Maternity diagnoses category code 
list. 

Comment: Commenters agreed with 
CMS’ proposal to add the diagnosis 
codes listed in the previous table to the 
Maternity diagnoses category code list 
under the Age conflict edit. Commenters 
also agreed to remove ICD–10–CM 

diagnosis code O99.89 (Other specified 
diseases and conditions complicating 
pregnancy, childbirth and the 
puerperium) from the Maternity 
diagnoses category edit code list under 
the Age Conflict edit since it is no 
longer a valid code effective October 1, 
2020. 

Response: We appreciate the 
commenters’ support. 

After consideration of the public 
comments we received, we are 
finalizing our proposal to add the 
diagnosis codes listed in the previous 
table to the Maternity diagnoses 
category edit code list and our proposal 
to remove ICD–10–CM diagnosis code 
O99.89 from the Maternity diagnoses 
category edit code list under the ICD–10 
MCE Version 38, effective October 1, 
2020. 

(2) Adult Diagnoses 

Under the ICD–10 MCE, the Adult 
diagnoses category for the Age conflict 
edit considers the age range of 15 to 124 
years inclusive. For that reason, the 
diagnosis codes on this Age conflict edit 
list would be expected to apply to 
conditions or disorders specific to that 
age group only. 

As discussed in section II.D.13. of the 
preamble of the proposed rule and 
section II.E.13. of this final rule, Table 
6A.—New Diagnosis Codes, lists the 
diagnosis codes that have been 
approved to date which will be effective 
with discharges on and after October 1, 
2020. We proposed to add the following 
new ICD–10–CM diagnosis codes to the 
Adult diagnoses category code list 
under the Age conflict edit. 

Comment: Commenters supported the 
proposal to add the diagnosis codes 
listed in the previous table to the Adult 
diagnoses category code list under the 
Age conflict edit. 

Response: We thank the commenters 
for their support. 

After consideration of the public 
comments we received, we are 
finalizing our proposal to add the 
diagnosis codes listed in the previous 
table to the Adult diagnoses category 

edit code list under the ICD–10 MCE 
Version 38, effective October 1, 2020. 

b. Sex Conflict Edit 

In the MCE, the Sex conflict edit 
detects inconsistencies between a 
patient’s sex and any diagnosis or 
procedure on the patient’s record; for 
example, a male patient with cervical 
cancer (diagnosis) or a female patient 
with a prostatectomy (procedure). In 
both instances, the indicated diagnosis 

or the procedure conflicts with the 
stated sex of the patient. Therefore, the 
patient’s diagnosis, procedure, or sex is 
presumed to be incorrect. 

(1) Diagnoses for Females Only Edit 

As discussed in section II.D.13. of the 
preamble of the proposed rule and 
section II.E.13. of this final rule, Table 
6A.—New Diagnosis Codes, lists the 
new diagnosis codes that have been 
approved to date which will be effective 
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with discharges on and after October 1, 
2020. We proposed to add the following 

new ICD–10–CM diagnosis codes listed 
in this section of this rule to the edit 

code list for the Diagnoses for Females 
Only edit. 

In addition, as discussed in section 
II.D.13. of the preamble of the proposed 
rule and section II.E.13. of this final 
rule, Table 6C.—Invalid Diagnosis 
Codes, lists the diagnosis codes that are 
no longer effective October 1, 2020. 
Included in this table are ICD–10–CM 
diagnosis code O99.89 (Other specified 
diseases and conditions complicating 
pregnancy, childbirth and the 
puerperium) and ICD–10–CM diagnosis 
code Q51.20 (Other doubling of uterus, 
unspecified) which are currently listed 
on the Diagnoses for Females Only edit 
code list. We proposed to delete these 
codes from the Diagnoses for Females 
Only edit code list. 

Comment: Commenters supported the 
proposal to add the ICD–10–CM 
diagnosis codes listed in the previous 
table to the Diagnoses for Females Only 
edit code list and to remove ICD–10–CM 
diagnosis codes O99.89 and Q51.20 
from the list of diagnosis codes for the 
Diagnoses for Females Only edit code 
list. 

Response: We appreciate the 
commenters’ support. 

After consideration of the public 
comments that we received, we are 
finalizing our proposal to add the 
diagnosis codes displayed in the 
previous table to the Diagnoses for 
Females Only edit code list and our 
proposal to remove ICD–10–CM 

diagnosis code O99.89 and Q51.20 from 
the Diagnoses for Females Only edit 
code list under the ICD–10 MCE Version 
38, effective October 1, 2020. 

(2) Procedures for Females Only Edit 

As discussed in section II.D.13. of the 
preamble of the proposed rule and 
section II.E.13. of this final rule, Table 
6B—New Procedure Codes, lists the 
new procedure codes that have been 
approved to date which will be effective 
with discharges on and after October 1, 
2020. We proposed to add the following 
new ICD–10–PCS procedure codes 
listed in this section of this rule to the 
edit code list for the Procedures for 
Females Only edit. 

Comments: Commenters supported 
our proposal to add the ICD–10–PCS 
procedure codes listed in the previous 
table to the edit code list for the 
Procedures for Females Only edit. 

Response: We thank the commenters 
for their support. 

After consideration of the public 
comments that we received, we are 
finalizing our proposal to add the ICD– 

10–PCS procedure codes listed in the 
previous table to the edit code list for 
the Procedures for Females Only edit 
under the ICD–10 MCE Version 38, 
effective October 1, 2020. 

(3) Procedures for Males Only 

As discussed in section II.D.13. of the 
preamble of the proposed rule and in 
section II.E.13. of this final rule, Table 

6B—New Procedure Codes, lists the 
new procedure codes that have been 
approved to date which will be effective 
with discharges on and after October 1, 
2020. We proposed to add the following 
new ICD–10–PCS procedure codes 
listed in this section of this rule to the 
edit code list for the Procedures for 
Males Only edit. 

Comments: Commenters agreed with 
our proposal to add the ICD–10–PCS 
procedure codes listed in the previous 

table to the edit code list for the 
Procedures for Males Only edit. 

Response: We appreciate the 
commenters’ support. 
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After consideration of the public 
comments that we received, we are 
finalizing our proposal to add the ICD– 
10–PCS procedure codes listed in the 
previous table to the edit code list for 
the Procedures for Males Only edit 
under the ICD–10 MCE Version 38, 
effective October 1, 2020. 

c. Manifestation Code as Principal 
Diagnosis Edit 

In the ICD–10–CM classification 
system, manifestation codes describe 
the manifestation of an underlying 
disease, not the disease itself, and 
therefore should not be used as a 
principal diagnosis. 

As discussed in section II.D.13. of the 
preamble of the proposed rule and 
section II.E.13. of this final rule, Table 
6A—New Diagnosis Codes, lists the new 

diagnosis codes that have been 
approved to date which will be effective 
with discharges on and after October 1, 
2020. We proposed to add the following 
new ICD–10–CM diagnosis codes listed 
in this section of this rule to the edit 
code list for the Manifestation Codes 
Not Allowed as Principal Diagnosis edit 
code list because these codes are 
describing the manifestation of an 
underlying disease and not the disease 
itself. 

Comment: We received comments in 
support of our proposal to add the codes 
listed in the previous table to the 
Manifestation Codes Not Allowed as 
Principal Diagnosis edit code list. 

Response: We appreciate the 
commenters’ support. 

After consideration of the public 
comments that we received, we are 
finalizing our proposal to add the ICD– 
10–CM diagnosis codes listed in the 
previous table to the edit code list for 
the Manifestation Codes Not Allowed as 
Principal Diagnosis edit under the ICD– 
10 MCE Version 38, effective October 1, 
2020. 

In addition, as discussed in section 
II.D.13. of the preamble of the proposed 
rule and in section II.E.13. of this final 
rule, Table 6C.—Invalid Diagnosis 
Codes, lists the diagnosis codes that are 
no longer effective October 1, 2020. 
Included in this table is ICD–10–CM 
diagnosis code J84.17 (Other interstitial 
pulmonary diseases with fibrosis in 
diseases classified elsewhere) which is 
currently listed on the Manifestation 

Codes Not Allowed as Principal 
Diagnosis edit code list. We proposed to 
delete this code from the Manifestation 
Codes Not Allowed as Principal 
Diagnosis edit code list. 

Comment: Commenters agreed with 
the proposal to delete ICD–10–CM 
diagnosis code J84.17 (Other interstitial 
pulmonary diseases with fibrosis in 
diseases classified elsewhere) from the 
Manifestation Codes Not Allowed as 
Principal Diagnosis edit code list. 

Response: We appreciate the 
commenters’ support of our proposal. 

After consideration of the public 
comments that we received, we are 
finalizing our proposal to delete ICD– 
10–CM diagnosis code J84.17 from the 
Manifestation Codes Not Allowed as 
Principal Diagnosis edit code list under 
the ICD–10 MCE Version 38, effective 
October 1, 2020. 

d. Unacceptable Principal Diagnosis 
Edit 

In the MCE, there are select codes that 
describe a circumstance which 

influences an individual’s health status 
but does not actually describe a current 
illness or injury. There also are codes 
that are not specific manifestations but 
may be due to an underlying cause. 
These codes are considered 
unacceptable as a principal diagnosis. In 
limited situations, there are a few codes 
on the MCE Unacceptable Principal 
Diagnosis edit code list that are 
considered ‘‘acceptable’’ when a 
specified secondary diagnosis is also 
coded and reported on the claim. 

As discussed in Section II.D.13. of the 
preamble of the proposed rule and 
section II.E.13. of this final rule, Table 
6A.—New Diagnosis Codes, lists the 
new diagnosis codes that have been 
approved to date which will be effective 
with discharges on and after October 1, 
2020. We proposed to add the following 
new ICD–10–CM diagnosis codes listed 
in this section of this rule to the 
Unacceptable Principal Diagnosis edit 
code list. 
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Comment: Commenters supported our 
proposal to add the diagnosis codes 
listed in the previous table to the 
Unacceptable Principal Diagnosis edit 
code list. However, one commenter 
disagreed with adding the diagnosis 
codes describing Cytokine release 
syndrome (CRS) (D89.831 through 
D89.839) to the Unacceptable Principal 
Diagnosis edit code list. The commenter 
noted that at the ICD–10 Coordination 
and Maintenance Committee meeting 
held on September 11–12, 2019, CRS 
was described as a condition that may 
occur after treatment with some types of 
immunotherapy, such as Chimeric 
Antigen Receptor (CAR) T-cell therapy, 
and is the most common reaction after 
CAR T-cell therapy. The commenter 

stated that if CRS is the reason for the 
admission and is an adverse effect of the 
therapy/drug, the diagnosis code for the 
CRS must be sequenced as the principal 
diagnosis per coding guidelines, 
therefore, the CRS diagnosis codes 
should not be included on the 
Unacceptable Principal Diagnosis edit 
code list. This commenter also 
disagreed with adding diagnosis codes 
K74.00 (Hepatic fibrosis, unspecified), 
K74.01 (Hepatic fibrosis, early fibrosis), 
and K74.02 (Hepatic fibrosis, advanced 
fibrosis) to the Unacceptable Principal 
Diagnosis edit code list. The commenter 
noted that hepatic fibrosis may be 
determined to be the underlying cause 
of symptoms such as weakness, nausea, 
jaundice, or appetite loss in a patient. 

The commenter also stated that the 
current diagnosis code, K74.0 (Hepatic 
fibrosis) is not on the Unacceptable 
Principal Diagnosis edit code list, 
therefore, diagnosis codes K74.00, 
K74.01 and K74.02 should not be 
included on the Unacceptable Principal 
Diagnosis edit code list. This same 
commenter also disagreed with adding 
diagnosis codes Z03.821 (Encounter for 
observation for suspected ingested 
foreign body ruled out), Z03.822 
(Encounter for observation for suspected 
aspirated (inhaled) foreign body ruled 
out), and Z03.823 (Encounter for 
observation for suspected inserted 
(injected) foreign body ruled out) to the 
Unacceptable Principal Diagnosis edit 
code list. The commenter stated that 

VerDate Sep<11>2014 22:38 Sep 17, 2020 Jkt 250001 PO 00000 Frm 00154 Fmt 4701 Sfmt 4700 E:\FR\FM\18SER2.SGM 18SER2 E
R

18
S

E
20

.1
40

<
/G

P
H

>
E

R
18

S
E

20
.1

41
<

/G
P

H
>

jb
el

l o
n 

D
S

K
JL

S
W

7X
2P

R
O

D
 w

ith
 R

U
LE

S
2



58585 Federal Register / Vol. 85, No. 182 / Friday, September 18, 2020 / Rules and Regulations 

current codes in subcategory Z03.8 are 
only reportable as principal diagnosis/ 
first listed except when there are 
multiple encounters on the same day 
and the medical records for the 
encounters are combined and therefore, 
diagnosis codes Z03.821, Z03.822, and 
Z03.823 should not be included on the 
Unacceptable Principal Diagnosis edit 
code list. 

Response: We appreciate the 
commenters’ feedback on our proposal. 
In response to the commenter who 
disagreed with our proposal to add the 
diagnosis codes describing Cytokine 
release syndrome (CRS) (D89.831 
through D89.839) to the Unacceptable 
Principal Diagnosis edit code list, we 
note that we consulted with the staff at 
the Centers for Disease Control and 
Prevention’s (CDC’s) National Center for 
Health Statistics (NCHS) because NCHS 
has the lead responsibility for the ICD– 
10–CM diagnosis codes. The NCHS’ 
staff confirmed that they do not 
consider CAR T-cell therapy to be a 
drug since it is a gene therapy. They 
noted that the ICD–10–CM Tabular 
instruction at subcategory D89.83- 
(Cytokine release syndrome) has a 
‘‘Code first’’ that reads: 

‘‘Code first underlying cause, such as: 
complications following infusion, 

transfusion and therapeutic injection 
(T80.89-) complications of 
transplanted organs and tissue 
(T86.-)’’ 

They also stated that the intent is for 
the CRS codes to not be reported as a 
principal diagnosis. Diagnosis codes 
K74.00 (Hepatic fibrosis, unspecified), 
K74.01 (Hepatic fibrosis, early fibrosis), 
and K74.02 (Hepatic fibrosis, advanced 
fibrosis) also have a ‘‘Code first’’ note at 
the new subcategory K74.0 (Hepatic 
fibrosis), effective October 1, 2020. The 
commenter is correct that currently, 
diagnosis code K74.0 is not on the 
Unacceptable Principal Diagnosis Code 
list and we note that there is not a 
‘‘Code first’’ note currently at that 
diagnosis code. We point out that 
diagnosis code K74.0 has been 
expanded effective October 1 and is 
therefore classified as a subcategory. 
The ICD–10–CM Tabular instruction at 
new subcategory K74.0 has a ‘‘Code 
first’’ note that reads: 

‘‘Code first underlying liver disease, 
such as: 
nonalcoholic steatohepatitis (NASH) 

(K75.81)’’ 

The ‘‘Code first’’ note at this 
subcategory applies to all three new 
diagnosis codes, K74.00, K74.01, and 
K74.02. 

In response to the commenter’s 
disagreement with adding diagnosis 
codes Z03.821 (Encounter for 
observation for suspected ingested 
foreign body ruled out), Z03.822 
(Encounter for observation for suspected 
aspirated (inhaled) foreign body ruled 

out), and Z03.823 (Encounter for 
observation for suspected inserted 
(injected) foreign body ruled out) to the 
Unacceptable Principal Diagnosis edit 
code list, we note that these diagnosis 
codes were created in response to a 
request from the American Academy of 
Pediatrics, which indicated that since a 
child is often not able to communicate 
what occurred, there needs to be a way 
to identify and track these kinds of 
encounters, therefore, we would not 
expect these codes to be reported in our 
Medicare claims data for an inpatient 
stay. 

After consideration of the public 
comments that we received, we are 
finalizing our proposal to add the 
diagnosis codes listed in the previous 
table to the Unacceptable Principal 
Diagnosis edit code list under the ICD– 
10 MCE Version 38, effective October 1, 
2020. 

In addition, as discussed in section 
II.D.13. of the preamble of the proposed 
rule and in section II.E.13. of this final 
rule, Table 6C.—Invalid Diagnosis 
Codes, lists the diagnosis codes that are 
no longer effective October 1, 2020. 
Included in this table are the following 
ICD–10–CM diagnosis codes that are 
currently listed on the Unacceptable 
Principal Diagnosis edit code list. We 
proposed to delete these codes from the 
Unacceptable Principal Diagnosis edit 
code list. 

Comment: Commenters agreed with 
our proposal to remove the codes listed 
in the previous table from the 
Unacceptable Principal Diagnosis edit 
code list since they are no longer valid 
effective October 1, 2020. 

Response: We thank the commenters 
for their support. 

After consideration of the public 
comments that we received, we are 
finalizing our proposal to remove the 
diagnosis codes, as previously listed, 
from the Unacceptable Principal 
Diagnosis edit code list under the ICD– 
10 MCE Version 38, effective October 1, 
2020. 

e. Future Enhancement 

In the FY 2018 IPPS/LTCH PPS final 
rule (82 FR 38053 through 38054) we 
noted the importance of ensuring 
accuracy of the coded data from the 
reporting, collection, processing, 
coverage, payment and analysis aspects. 
Subsequently, in the FY 2019 IPPS/ 
LTCH PPS proposed rule (83 FR 20235) 
we stated that we engaged a contractor 
to assist in the review of the limited 
coverage and non-covered procedure 
edits in the MCE that may also be 
present in other claims processing 
systems that are utilized by our MACs. 
The MACs must adhere to criteria 

specified within the National Coverage 
Determinations (NCDs) and may 
implement their own edits in addition 
to what is already incorporated into the 
MCE, resulting in duplicate edits. The 
objective of this review is to identify 
where duplicate edits may exist and to 
determine what the impact might be if 
these edits were to be removed from the 
MCE. The contractor is continuing to 
conduct this review. 

We have also noted that the purpose 
of the MCE is to ensure that errors and 
inconsistencies in the coded data are 
recognized during Medicare claims 
processing. As we indicated in the FY 
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2019 IPPS/LTCH PPS final rule (83 FR 
41228), we are considering whether the 
inclusion of coverage edits in the MCE 
necessarily aligns with that specific goal 
because the focus of coverage edits is on 
whether or not a particular service is 
covered for payment purposes and not 
whether it was coded correctly. 

As we continue to evaluate the 
purpose and function of the MCE with 
respect to ICD–10, we encourage public 
input for future discussion. As we have 
discussed in prior rulemaking, we 
recognize a need to further examine the 
current list of edits and the definitions 
of those edits. We continue to encourage 
public comments on whether there are 
additional concerns with the current 
edits, including specific edits or 
language that should be removed or 
revised, edits that should be combined, 
or new edits that should be added to 
assist in detecting errors or inaccuracies 
in the coded data. Comments should be 
directed to the MS–DRG Classification 
Change Mailbox located at 
MSDRGClassificationChange@
cms.hhs.gov by November 1, 2020. 

15. Changes to Surgical Hierarchies 
Some inpatient stays entail multiple 

surgical procedures, each one of which, 
occurring by itself, could result in 
assignment of the case to a different 
MS–DRG within the MDC to which the 
principal diagnosis is assigned. 
Therefore, it is necessary to have a 
decision rule within the GROUPER by 
which these cases are assigned to a 
single MS–DRG. The surgical hierarchy, 
an ordering of surgical classes from 
most resource-intensive to least 
resource-intensive, performs that 
function. Application of this hierarchy 
ensures that cases involving multiple 
surgical procedures are assigned to the 
MS–DRG associated with the most 
resource-intensive surgical class. 

A surgical class can be composed of 
one or more MS–DRGs. For example, in 
MDC 11, the surgical class ‘‘kidney 
transplant’’ consists of a single MS–DRG 
(MS–DRG 652) and the class ‘‘major 
bladder procedures’’ consists of three 
MS–DRGs (MS–DRGs 653, 654, and 
655). Consequently, in many cases, the 
surgical hierarchy has an impact on 
more than one MS–DRG. The 
methodology for determining the most 
resource-intensive surgical class 
involves weighting the average 
resources for each MS–DRG by 
frequency to determine the weighted 
average resources for each surgical class. 
For example, assume surgical class A 
includes MS–DRGs 001 and 002 and 
surgical class B includes MS–DRGs 003, 
004, and 005. Assume also that the 
average costs of MS–DRG 001 are higher 

than that of MS–DRG 003, but the 
average costs of MS–DRGs 004 and 005 
are higher than the average costs of MS– 
DRG 002. To determine whether 
surgical class A should be higher or 
lower than surgical class B in the 
surgical hierarchy, we would weigh the 
average costs of each MS–DRG in the 
class by frequency (that is, by the 
number of cases in the MS–DRG) to 
determine average resource 
consumption for the surgical class. The 
surgical classes would then be ordered 
from the class with the highest average 
resource utilization to that with the 
lowest, with the exception of ‘‘other 
O.R. procedures’’ as discussed in this 
final rule. 

This methodology may occasionally 
result in assignment of a case involving 
multiple procedures to the lower- 
weighted MS–DRG (in the highest, most 
resource-intensive surgical class) of the 
available alternatives. However, given 
that the logic underlying the surgical 
hierarchy provides that the GROUPER 
search for the procedure in the most 
resource-intensive surgical class, in 
cases involving multiple procedures, 
this result is sometimes unavoidable. 
We note that, notwithstanding the 
foregoing discussion, there are a few 
instances when a surgical class with a 
lower average cost is ordered above a 
surgical class with a higher average cost. 
For example, the ‘‘other O.R. 
procedures’’ surgical class is uniformly 
ordered last in the surgical hierarchy of 
each MDC in which it occurs, regardless 
of the fact that the average costs for the 
MS–DRG or MS–DRGs in that surgical 
class may be higher than those for other 
surgical classes in the MDC. The ‘‘other 
O.R. procedures’’ class is a group of 
procedures that are only infrequently 
related to the diagnoses in the MDC, but 
are still occasionally performed on 
patients with cases assigned to the MDC 
with these diagnoses. Therefore, 
assignment to these surgical classes 
should only occur if no other surgical 
class more closely related to the 
diagnoses in the MDC is appropriate. 

A second example occurs when the 
difference between the average costs for 
two surgical classes is very small. We 
have found that small differences 
generally do not warrant reordering of 
the hierarchy because, as a result of 
reassigning cases on the basis of the 
hierarchy change, the average costs are 
likely to shift such that the higher- 
ordered surgical class has lower average 
costs than the class ordered below it. 

Based on the changes that we 
proposed to make in the FY 2021 IPPS/ 
LTCH PPS proposed rule, as discussed 
in section II.E.2.b. of the preamble of 
this final rule, we proposed to revise the 

surgical hierarchy for the Pre-MDC MS– 
DRGs as follows: In the Pre-MDC MS– 
DRGs we proposed to sequence 
proposed new Pre-MDC MS–DRG 018 
(Chimeric Antigen Receptor (CAR) T- 
cell Immunotherapy) above Pre-MDC 
MS–DRGs 001 and 002 (Heart 
Transplant or Implant of Heart Assist 
System with and without MCC, 
respectively). We also note that, as 
discussed in section II.D.2.b. of the 
preamble of the proposed rule and in 
section II.E.2.b. of this final rule, we 
proposed to revise the title for Pre-MDC 
MS–DRG 016 to ‘‘Autologous Bone 
Marrow Transplant with CC/MCC’’. In 
addition, based on the changes that we 
proposed to make as discussed in 
section II.D.8.a. of the preamble of the 
proposed rule and in section II.E.8.a. of 
this final rule, we also proposed to 
sequence proposed new Pre-MDC MS– 
DRG 019 (Simultaneous Pancreas/ 
Kidney Transplant with Hemodialysis) 
above Pre-MDC MS–DRG 008 
(Simultaneous Pancreas/Kidney 
Transplant) and below Pre-MDC MS– 
DRG 007 (Lung Transplant). 

As discussed in section II.D.4. of the 
preamble of the proposed rule and 
section II.E.4. of this final rule, we 
proposed to delete MS–DRGs 129 (Major 
Head and Neck Procedures with CC/ 
MCC or Major Device) and MS–DRG 130 
(Major Head and Neck Procedures 
without CC/MCC), MS–DRGs 131 and 
132 (Cranial and Facial Procedures with 
CC/MCC and without CC/MCC, 
respectively), and MS–DRGs 133 and 
134 (Other Ear, Nose, Mouth and Throat 
O.R. Procedures with CC/MCC and 
without CC/MCC, respectively). Based 
on the changes we proposed to make for 
those MS–DRGs in MDC 03, we 
proposed to revise the surgical 
hierarchy for MDC 03 (Diseases and 
Disorders of the Ear, Nose, Mouth and 
Throat) as follows: In MDC 03, we 
proposed to sequence proposed new 
MS–DRGs 140, 141, and 142 (Major 
Head and Neck Procedures with MCC, 
with CC, and without CC/MCC, 
respectively) above new MS–DRGs 143, 
144, and 145 (Other Ear, Nose, Mouth 
and Throat O.R. Procedures with MCC, 
with CC, and without CC/MCC, 
respectively). We also proposed to 
sequence proposed new MS–DRGs 143, 
144, and 145 above MS–DRGs 135 and 
136 (Sinus and Mastoid Procedures with 
CC/MCC and without CC/MCC, 
respectively). We also note that, based 
on the changes that we proposed to 
make, as discussed in section II.D.7.b. of 
the preamble of the proposed rule and 
section II.E.7.b. of this final rule, we 
proposed to revise the surgical 
hierarchy for MDC 08 (Diseases and 
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Disorders of the Musculoskeletal System 
and Connective Tissue) as follows: In 
MDC 08, we proposed to sequence 
proposed new MS–DRGs 521 and 522 
(Hip Replacement with Principal 
Diagnosis of Hip Fracture with and 
without MCC, respectively) above MS– 
DRGs 469 (Major Hip and Knee Joint 
Replacement or Reattachment of Lower 
Extremity with MCC or Total Ankle 
Replacement) and 470 (Major Hip and 

Knee Joint Replacement or 
Reattachment of Lower Extremity 
without MCC). We further note that, 
based on the changes we proposed to 
make, as discussed in section II.D.8.a. of 
the preamble of the proposed rule and 
section II.E.8.a. of this final rule, we 
proposed to revise the surgical 
hierarchy for MDC 11 (Diseases and 
Disorders of the Kidney and Urinary 
Tract) as follows: In MDC 11, we 

proposed to sequence proposed new 
MS–DRGs 650 and 651 (Kidney 
Transplant with Hemodialysis with and 
without MCC, respectively) above MS– 
DRG 652 (Kidney Transplant). 

Our proposal for Appendix D MS– 
DRG Surgical Hierarchy by MDC and 
MS–DRG of the ICD–10 MS–DRG 
Definitions Manual Version 38 is 
illustrated in the following tables. 

Comment: Commenters supported our 
proposal to sequence proposed new Pre- 
MDC MS–DRG 018 above Pre-MDC MS– 
DRGs 001 and 002. Commenters also 
supported our proposal to sequence 
proposed new Pre-MDC MS–DRG 019 

above Pre-MDC MS–DRG 008 and below 
Pre-MDC MS–DRG 007. 

Response: We appreciate the 
commenters’ support. As discussed in 
section II.E.2.b. of the preamble of this 
final rule, we are finalizing our proposal 
to create new Pre-MDC MS–DRG 018. In 

addition, as discussed in section II.E.8.a. 
of the preamble of this final rule, we are 
finalizing our proposal to create new 
Pre-MDC MS–DRG 019. 

Comment: Commenters agreed with 
our proposal to sequence proposed new 
MS–DRGs 140, 141, and 142 above 
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proposed new MS–DRGs 143, 144, and 
145 and our proposal to sequence 
proposed new MS–DRGs 143, 144, and 
145 above MS–DRGs 135 and 136 in 
MDC 03. 

Response: We thank the commenters 
for their support. As discussed in 
section II.E.4. of the preamble of this 
final rule, we are finalizing our proposal 
to create new MS–DRGs 140, 141, and 
142 and new MS–DRGs 143, 144, and 
145. 

Comment: Commenters supported our 
proposal to sequence proposed new 
MS–DRGs 521 and 522 above MS–DRGs 
469 and 470 in MDC 08. 

Response: We appreciate the 
commenters’ support. As discussed in 
section II.E.7.b. of the preamble of this 
final rule, we are finalizing our proposal 
to create new MS–DRGs 521 and 522. 

Comment: Commenters agreed with 
our proposal to sequence proposed new 
MS–DRGs 650 and 651 above MS–DRG 
652 (Kidney Transplant) in MDC 11. 

Response: We thank the commenters 
for their support. As discussed in 
section II.E.8.a. of the preamble of this 
final rule, we are finalizing our proposal 
to create new MS–DRGs 650 and 651. 

After consideration of the public 
comments we received, we are 
finalizing the proposed changes as 
illustrated in the tables above for the 
surgical hierarchy within Appendix D 
MS–DRG Surgical Hierarchy by MDC 
and MS–DRG of the ICD–10 MS–DRG 
Definitions Manual Version 38 for FY 
2021. 

16. Maintenance of the ICD–10–CM 
and ICD–10–PCS Coding Systems 

In September 1985, the ICD–9–CM 
Coordination and Maintenance 
Committee was formed. This is a 
Federal interdepartmental committee, 
co-chaired by the CDC National Center 
for Health Statistics (NCHS) and CMS, 
charged with maintaining and updating 
the ICD–9–CM system. The final update 
to ICD–9–CM codes was made on 
October 1, 2013. Thereafter, the name of 
the Committee was changed to the ICD– 
10 Coordination and Maintenance 
Committee, effective with the March 
19–20, 2014 meeting. The ICD–10 
Coordination and Maintenance 
Committee addresses updates to the 
ICD–10–CM and ICD–10–PCS coding 
systems. The Committee is jointly 
responsible for approving coding 
changes, and developing errata, 
addenda, and other modifications to the 
coding systems to reflect newly 
developed procedures and technologies 
and newly identified diseases. The 
Committee is also responsible for 
promoting the use of Federal and non- 
Federal educational programs and other 
communication techniques with a view 

toward standardizing coding 
applications and upgrading the quality 
of the classification system. 

The official list of ICD–9–CM 
diagnosis and procedure codes by fiscal 
year can be found on the CMS website 
at: http://cms.hhs.gov/Medicare/Coding/ 
ICD9ProviderDiagnosticCodes/ 
codes.html. The official list of ICD–10– 
CM and ICD–10–PCS codes can be 
found on the CMS website at: http://
www.cms.gov/Medicare/Coding/ICD10/ 
index.html. 

The NCHS has lead responsibility for 
the ICD–10–CM and ICD–9–CM 
diagnosis codes included in the Tabular 
List and Alphabetic Index for Diseases, 
while CMS has lead responsibility for 
the ICD–10–PCS and ICD–9–CM 
procedure codes included in the 
Tabular List and Alphabetic Index for 
Procedures. 

The Committee encourages 
participation in the previously 
mentioned process by health-related 
organizations. In this regard, the 
Committee holds public meetings for 
discussion of educational issues and 
coding changes. These meetings provide 
an opportunity for representatives of 
recognized organizations in the coding 
field, such as the American Health 
Information Management Association 
(AHIMA), the American Hospital 
Association (AHA), and various 
physician specialty groups, as well as 
individual physicians, health 
information management professionals, 
and other members of the public, to 
contribute ideas on coding matters. 
After considering the opinions 
expressed at the public meetings and in 
writing, the Committee formulates 
recommendations, which then must be 
approved by the agencies. 

The Committee presented proposals 
for coding changes for implementation 
in FY 2021 at a public meeting held on 
September 10–11, 2019, and finalized 
the coding changes after consideration 
of comments received at the meetings 
and in writing by November 08, 2019. 

The Committee held its 2020 meeting 
on March 17–18, 2020. The deadline for 
submitting comments on these code 
proposals was April 17, 2020. It was 
announced at this meeting that any new 
diagnosis and procedure codes for 
which there was consensus of public 
support and for which complete tabular 
and indexing changes would be made 
by June 2020 would be included in the 
October 1, 2020 update to the ICD–10– 
CM diagnosis and ICD–10–PCS 
procedure code sets. As discussed in 
earlier sections of the preamble of this 
final rule, there are new, revised, and 
deleted ICD–10–CM diagnosis codes 
and ICD–10–PCS procedure codes that 

are captured in Table 6A—New 
Diagnosis Codes, Table 6B—New 
Procedure Codes, Table 6C.—Invalid 
Diagnosis Codes, and Table 6E—Revised 
Diagnosis Code Titles for this final rule, 
which are available via the internet on 
the CMS website at: http://
www.cms.gov/Medicare/Medicare-Fee- 
for-Service-Payment/ 
AcuteInpatientPPS/index.html. The 
code titles are adopted as part of the 
ICD–10 (previously ICD–9–CM) 
Coordination and Maintenance 
Committee process. Therefore, although 
we make the code titles available for the 
IPPS proposed rule, they are not subject 
to comment in the proposed rule. 
Because of the length of these tables, 
they are not published in the 
Addendum to the proposed or final rule. 
Rather, they are available via the 
internet as discussed in section VI. of 
the Addendum to the proposed rule and 
this final rule. 

Live Webcast recordings of the 
discussions of the diagnosis and 
procedure codes at the Committee’s 
September 10–11, 2019 meeting and a 
recording of the virtual meeting held on 
March 17–18, 2020 can be obtained 
from the CMS website at: https://
www.cms.gov/Medicare/Coding/ICD10/ 
C-and-M-Meeting-Materials. The 
materials for the discussions relating to 
diagnosis codes at the September 10–11, 
2019 meeting and March 17–18, 2020 
meeting can be found at: http://
www.cdc.gov/nchs/icd/icd10cm_
maintenance.html. These websites also 
provide detailed information about the 
Committee, including information on 
requesting a new code, attending or 
participating in a Committee meeting, 
timeline requirements and meeting 
dates. 

We encourage commenters to address 
suggestions on coding issues involving 
diagnosis codes via Email to: 
nchsicd10cm@cdc.gov. 

Questions and comments concerning 
the procedure codes should be 
submitted via Email to: 
ICDProcedureCodeRequest@
cms.hhs.gov. 

Comment: A commenter stated that 
there was a need to establish and adhere 
to principles of greater transparency 
through making coding proposals and 
revisions public. The commenter also 
recommended that information be 
provided to entities that submit similar 
or related coding requests to enable 
more efficient and in depth public 
discussion and that reasonable notice is 
provided along with timely and accurate 
agendas when a coding change is 
accepted for discussion so that key 
stakeholders are able to participate in 
public meetings. The commenter also 
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suggested that clear and timely 
transcripts or recordings of such 
meetings should always be made 
publicly available as well as any written 
comments that are provided following 
public meetings so that stakeholders can 
understand the different perspectives 
under consideration. According to the 
commenter, these improvements would 
allow for timely and knowledgeable 
participation by experts in the field, 
enabling CMS staff to have the 
background and understanding of the 
current trajectory of treatment options to 
be reflected in their recommended 
policies. 

Response: As noted earlier in this 
section, the ICD–10 Coordination and 
Maintenance Committee is co-chaired 
by the NCHS/CDC, and CMS. The NCHS 
has lead responsibility for the ICD–10– 
CM diagnosis classification while CMS 
has lead responsibility for the ICD–10– 
PCS procedure classification. While it is 
an interdepartmental committee, each 
organization has their own established 
processes in responding to requests for 
coding updates and communicating 
with the requestors. With regard to the 
commenter’s recommendation that 
information be provided to entities who 
submit similar or related coding 
requests to enable more efficient and in 
depth public discussion, CMS currently, 
and has historically informed requestors 
of similar or related coding requests to 
provide those requestors with the option 
and opportunity to collaborate on a joint 
proposal if they choose to do so. In 
response to the commenter’s 
recommendation that reasonable notice 
is provided along with timely and 
accurate agendas when a coding change 
(proposal) is accepted for discussion so 
that key stakeholders are able to 
participate in public meetings, we note 
that notice of topics being considered 
for discussion is provided in an 
announcement that is published in the 
Federal Register two months in advance 
of each ICD–10 Coordination and 
Maintenance Committee meeting. For 
example, on January 30, 2020, the 
Federal Register Notice announcing the 
March 17–18, 2020 committee meetings 
was published with the tentative agenda 
items listed for both diagnosis and 
procedure code topics. This notice is 
located at: https://
www.federalregister.gov/documents/ 
2020/01/30/2020-01756/national- 
center-for-health-statistics-nchs-icd-10- 
coordination-and-maintenance-candm- 
committee. The agenda is considered 
tentative leading up to the meeting date 
as requestors may decide to withdraw 
their topic request or other topics that 
were not yet finalized for that specific 

meeting at the time of the development 
of the Federal Register Notice may 
subsequently be added to the final 
agenda. Upon receipt of a procedure 
code request, CMS immediately 
acknowledges receipt of the request and 
communicates to the requestor that 
additional follow up will occur once an 
analyst has been assigned. In addition, 
CMS provides information via Email 
communication in a letter to each 
requestor outlining the meeting process 
and, beginning in 2019, CMS initiated 
standard pre-meeting conference calls 
with requestors to discuss their 
procedure code topic request in more 
detail in advance of the meeting. Also, 
prior to the committee meeting, we 
make the procedure code topic meeting 
materials publicly available, commonly 
referred to as the ‘‘Agenda and 
Handout’’ packet on our website at: 
https://www.cms.gov/Medicare/Coding/ 
ICD10/C-and-M-Meeting-Materials. 
Lastly, once the meeting has concluded, 
CMS sends a follow-up letter to the 
requestor informing them of next steps 
in the process so they can anticipate 
what to expect. 

In response to the commenter’s 
recommendation that clear and timely 
transcripts or recordings of such 
meetings should always be made 
publicly available, as well as any 
written comments that are provided 
following public meetings so that 
stakeholders can understand the 
different perspectives under 
consideration, we note that we 
announce during the meeting that a link 
to the recording (or webcast) will be 
made publicly available on both the 
CDC and CMS web pages following the 
meeting, along with the slides that were 
presented. This information is generally 
posted no later than one week following 
the meeting and additional details 
regarding each organization’s website 
where materials are posted is also 
included in our IPPS rule as discussed 
earlier in this section. With respect to 
making written comments that are 
received after the meeting publicly 
available so that stakeholders can 
understand different perspectives, we 
will take that into consideration for the 
future. We note that some organizations, 
such as the AHIMA, routinely display 
the comments they have submitted in 
response to code proposals on their 
website. Therefore, in response to the 
commenter’s concern, we believe that 
the processes we currently have in place 
enable the CMS staff to have the 
background and understanding of the 
current trajectory of treatment options to 
be considered in our proposed policies. 

In the September 7, 2001 final rule 
implementing the IPPS new technology 

add-on payments (66 FR 46906), we 
indicated we would attempt to include 
proposals for procedure codes that 
would describe new technology 
discussed and approved at the Spring 
meeting as part of the code revisions 
effective the following October. 

Section 503(a) of Public Law 108–173 
included a requirement for updating 
diagnosis and procedure codes twice a 
year instead of a single update on 
October 1 of each year. This 
requirement was included as part of the 
amendments to the Act relating to 
recognition of new technology under the 
IPPS. Section 503(a) of Public Law 108– 
173 amended section 1886(d)(5)(K) of 
the Act by adding a clause (vii) which 
states that the Secretary shall provide 
for the addition of new diagnosis and 
procedure codes on April 1 of each year, 
but the addition of such codes shall not 
require the Secretary to adjust the 
payment (or diagnosis-related group 
classification) until the fiscal year that 
begins after such date. This requirement 
improves the recognition of new 
technologies under the IPPS by 
providing information on these new 
technologies at an earlier date. Data will 
be available 6 months earlier than 
would be possible with updates 
occurring only once a year on October 
1. 

While section 1886(d)(5)(K)(vii) of the 
Act states that the addition of new 
diagnosis and procedure codes on April 
1 of each year shall not require the 
Secretary to adjust the payment, or DRG 
classification, under section 1886(d) of 
the Act until the fiscal year that begins 
after such date, we have to update the 
DRG software and other systems in 
order to recognize and accept the new 
codes. We also publicize the code 
changes and the need for a mid-year 
systems update by providers to identify 
the new codes. Hospitals also have to 
obtain the new code books and encoder 
updates, and make other system changes 
in order to identify and report the new 
codes. 

Comment: A commenter suggested 
that CMS consider accelerating the ICD– 
10 coding timeline for novel indications 
to address rare and unmet clinical 
needs, such as expediting the 
implementation of innovative diagnosis 
codes for new or emerging therapeutic 
areas. The commenter provided an 
example of how the Food and Drug 
Administration’s (FDA’s) accelerated 
approval pathways, such as 
Breakthrough Designation, play an 
important role in providing priority 
review for products that address 
significant unmet need and have 
compelling clinical data. According to 
the commenter, after FDA-approval, 
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however, patients are often still unable 
to access these therapies if the disease 
does not yet have an appropriate ICD– 
10 diagnosis code. The commenter 
stated that a lack of accurate ICD–10 
coding may delay patient access to 
treatment as providers engage in the 
time-consuming process of 
demonstrating their patients’ diagnosis 
to payers, which the commenter stated 
typically results in ongoing appeals and 
exception requests. The commenter 
stated this is particularly concerning in 
patient populations with rare diseases 
experiencing progressive, and 
oftentimes fatal, conditions. 

The commenter acknowledged that 
CMS may grant implementation 
exceptions for codes capturing new 
technology and understands that topics 
presented during the fall meeting are 
considered for April 1 implementation 
if there is a strong and convincing case 
made by the requester at the 
Committee’s public meeting. However, 
relying on this rationale, the commenter 
stated their belief that it is critical to 
establish a process for expedited 
assignment of new ICD–10 diagnosis 
codes for therapeutic areas that have 
medications under review via an 
accelerated FDA review. According to 
the commenter, without timely 
assignment of ICD–10 diagnosis codes, 
access to new products may be delayed 
or denied, and resources appropriated 
by Congress and used by FDA for its 
accelerated approval pathways go to 
waste. The commenter encouraged CMS 
to revise and update the ICD–10 process 
to ensure timely access to these 
innovative products. 

Response: As stated earlier in this 
section, the ICD–10 Coordination and 
Maintenance Committee meeting is co- 
chaired by CDC/NCHS and CMS with 
the CDC/NCHS having lead 
responsibility for the ICD–10–CM 
diagnosis classification. Requests for 
new diagnosis codes must be submitted 
to nchsicd10cm@cdc.gov for 
consideration. Also, as previously 
noted, section 503(a) of Public Law 108– 
173 amended section 1886(d)(5)(K) of 
the Act by adding a clause (vii) which 
states that the Secretary shall provide 
for the addition of new diagnosis and 
procedure codes on April 1 of each year. 
As discussed in the FY 2021 IPPS/LTCH 
PPS proposed rule (85 FR 32559), the 
CDC/NCHS implemented new ICD–10– 
CM diagnosis codes U07.0 (Vaping- 
related disorder) and U07.1, (COVID– 
19) for reporting effective April 1, 2020. 
Therefore, with respect to the 
commenter’s concerns, we believe there 
are existing processes in place to 
implement diagnosis codes in an 
expedited manner, however, we also 

encourage the commenter to contact 
CDC/NCHS directly for additional 
information and further discussion of 
any remaining concerns. 

The ICD–10 (previously the ICD–9– 
CM) Coordination and Maintenance 
Committee holds its meetings in the 
spring and fall in order to update the 
codes and the applicable payment and 
reporting systems by October 1 of each 
year. Items are placed on the agenda for 
the Committee meeting if the request is 
received at least 3 months prior to the 
meeting. This requirement allows time 
for staff to review and research the 
coding issues and prepare material for 
discussion at the meeting. It also allows 
time for the topic to be publicized in 
meeting announcements in the Federal 
Register as well as on the CMS website. 
A complete addendum describing 
details of all diagnosis and procedure 
coding changes, both tabular and index, 
is published on the CMS and NCHS 
websites in June of each year. Publishers 
of coding books and software use this 
information to modify their products 
that are used by health care providers. 
This 5-month time period has proved to 
be necessary for hospitals and other 
providers to update their systems. 

A discussion of this timeline and the 
need for changes are included in the 
December 4–5, 2005 ICD–9–CM 
Coordination and Maintenance 
Committee Meeting minutes. The public 
agreed that there was a need to hold the 
fall meetings earlier, in September or 
October, in order to meet the new 
implementation dates. The public 
provided comment that additional time 
would be needed to update hospital 
systems and obtain new code books and 
coding software. There was considerable 
concern expressed about the impact this 
April update would have on providers. 

In the FY 2005 IPPS final rule, we 
implemented section 1886(d)(5)(K)(vii) 
of the Act, as added by section 503(a) 
of Public Law 108–173, by developing a 
mechanism for approving, in time for 
the April update, diagnosis and 
procedure code revisions needed to 
describe new technologies and medical 
services for purposes of the new 
technology add-on payment process. We 
also established the following process 
for making these determinations. Topics 
considered during the Fall ICD–10 
(previously ICD–9–CM) Coordination 
and Maintenance Committee meeting 
are considered for an April 1 update if 
a strong and convincing case is made by 
the requestor at the Committee’s public 
meeting. The request must identify the 
reason why a new code is needed in 
April for purposes of the new 
technology process. The participants at 
the meeting and those reviewing the 

Committee meeting materials and live 
webcast are provided the opportunity to 
comment on this expedited request. All 
other topics are considered for the 
October 1 update. Participants at the 
Committee meeting are encouraged to 
comment on all such requests. 

There were not any requests 
submitted for an expedited April 1, 
2020 implementation of a new code at 
the September 10–11, 2019 Committee 
meeting. However, as announced by the 
CDC on December 9, 2019, a new ICD– 
10 emergency code was established by 
the World Health Organization (WHO) 
in response to recent occurrences of 
vaping related disorders. Consistent 
with this update, the CDC/NCHS 
implemented a new ICD–10–CM 
diagnosis code, U07.0 (Vaping-related 
disorder) for U.S. reporting of vaping- 
related disorders effective April 1, 2020. 
In addition, as announced by the CDC, 
a new emergency code was established 
by the WHO on January 31, 2020, in 
response to the 2019 Novel Coronavirus 
(2019–nCoV) disease outbreak that was 
declared a public health emergency of 
international concern. Consistent with 
this update, the CDC/NCHS 
implemented a new ICD–10–CM 
diagnosis code, U07.1 (COVID–19) for 
U.S. reporting of the 2019 Novel 
Coronavirus disease effective April 1, 
2020. We refer the reader to the CDC 
web page at https://www.cdc.gov/nchs/ 
icd/icd10cm.htm for additional details 
regarding the implementation of these 
new diagnosis codes. 

We provided the MS–DRG 
assignments for these codes effective 
with discharges on and after April 1, 
2020, consistent with our established 
process for assigning new diagnosis 
codes. Specifically, we review the 
predecessor diagnosis code and MS– 
DRG assignment most closely associated 
with the new diagnosis code, and 
consider other factors that may be 
relevant to the MS–DRG assignment, 
including the severity of illness, 
treatment difficulty, and the resources 
utilized for the specific condition/ 
diagnosis. We note that this process 
does not automatically result in the new 
diagnosis code being assigned to the 
same MS–DRG as the predecessor code. 
Effective with discharges on and after 
April 1, 2020, diagnosis code U07.0 is 
assigned to MDC 04 (Diseases and 
Disorders of the Respiratory System) in 
MS–DRGs 205 and 206 (Other 
Respiratory System Diagnoses with and 
without MCC, respectively), consistent 
with the assignment of the predecessor 
diagnosis code. Effective with 
discharges on and after April 1, 2020, 
diagnosis code U07.1 is assigned to 
MDC 04 in MS–DRGs 177, 178 and 179 
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(Respiratory Infections and 
Inflammations with MCC, with CC, and 
without CC/MCC, respectively), MDC 15 
(Newborns and Other Neonates with 
Conditions Originating in Perinatal 
Period) in MS–DRG 791 (Prematurity 
with Major Problems) and MS–DRG 793 
(Full Term Neonate with Major 
Problems), and MDC 25 (Human 
Immunodeficiency Virus Infections) in 
MS–DRGs 974, 975, and 976 (HIV with 
Major Related Condition with MCC, 
with CC, and without CC/MCC, 
respectively). 

These assignments for diagnosis codes 
U07.0 and U07.1 are reflected in Table 
6A- New Diagnosis Codes associated 
with the proposed rule and this final 
rule (which is available via the internet 
on the CMS website at https://
www.cms.gov/Medicare/Medicare-Fee- 
for-Service-Payment/ 
AcuteInpatientPPS). We also noted that 
Change Request (CR) 11623, Transmittal 
4499, titled ‘‘Update to the International 
Classification of Diseases, Tenth 
Revision, Clinical Modification (ICD– 
10–CM) for Vaping Related Disorder’’, 
was issued on January 24, 2020 

(available via the internet on the CMS 
website at: https://www.cms.gov/files/ 
document/r4499cp.pdf) regarding the 
release of an updated version of the 
ICD–10 MS–DRG Grouper and Medicare 
Code Editor (MCE) software, Version 
37.1, to be effective with discharges on 
or after April 1, 2020 reflecting new 
diagnosis code U07.0. The updated 
software, along with the updated ICD– 
10 MS–DRG V37.1 Definitions Manual 
and the Definitions of Medicare Code 
Edits V37.1 manual was made available 
at https://www.cms.gov/Medicare/ 
Medicare-Fee-for-Service-Payment/ 
AcuteInpatientPPS/MS-DRG- 
Classifications-and-Software. In 
response to the implementation of 
diagnosis code U07.1 (COVID–19), we 
subsequently released a new updated 
version of the ICD–10 MS–DRG Grouper 
and Medicare Code Editor (MCE) 
software, Version 37.1 R1, effective with 
discharges on or after April 1, 2020 
reflecting this new code, which replaced 
the ICD–10 MS–DRG Grouper and 
Medicare Code Editor (MCE) software, 
Version 37.1 that reflected diagnosis 
code U07.0 (Vaping-related disorder). 

The updated software, along with the 
updated ICD–10 MS–DRG V37.1 R1 
Definitions Manual and the Definitions 
of Medicare Code Edits V37.1 R1 
manual are available at: https://
www.cms.gov/Medicare/Medicare-Fee- 
for-Service-Payment/ 
AcuteInpatientPPS/MS-DRG- 
Classifications-and-Software. 

In response to the COVID–19 
pandemic and new treatments that have 
followed, on July 30, 2020 we 
announced the implementation of 12 
new ICD–10–PCS procedure codes to 
identify the introduction or infusion of 
therapeutics for treating hospital 
inpatients with COVID–19. These 
procedure codes will afford the 
healthcare industry the ability to track 
the use of these drugs and their 
effectiveness in the inpatient setting, 
effective with discharges on and after 
August 1, 2020. The 12 new ICD–10– 
PCS procedure codes listed in this 
section of this rule are designated as 
non-O.R. and do not affect any MDC or 
MS–DRG assignment as shown in the 
following table. 
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We also note that Change Request 
(CR) 11623, Transmittal 10317, titled 
‘‘Update to the International 
Classification of Diseases, Tenth 
Revision, (ICD–10) Diagnosis Codes for 
Vaping Related Disorder and Diagnosis 
and Procedure Codes for the 2019 Novel 
Coronavirus (COVID–19)’’, was issued 
on August 21, 2020 (available via the 
internet on the CMS website at: https:// 
www.cms.gov/files/document/ 
r10317OTN.pdf) 

In response to the implementation of 
these procedure codes, we subsequently 
released a new updated version of the 
ICD–10 MS–DRG Grouper and Medicare 
Code Editor (MCE) software, Version 
37.2, effective with discharges on or 

after August 1, 2020 reflecting these 
new codes, which replaced the ICD–10 
MS–DRG Grouper and Medicare Code 
Editor (MCE) software, Version 37.1 R1 
that reflected diagnosis codes U07.0 
(Vaping-related disorder) and U07.1 
(COVID–19). The updated software, 
along with the updated ICD–10 MS– 
DRG V37.2 Definitions Manual and the 
Definitions of Medicare Code Edits 
V37.2 manual are available at https://
www.cms.gov/Medicare/Medicare-Fee- 
for-Service-Payment/ 
AcuteInpatientPPS/MS-DRG- 
Classifications-and-Software. 

ICD–9–CM addendum and code title 
information is published on the CMS 
website at: http://www.cms.hhs.gov/ 

Medicare/Coding/ 
ICD9ProviderDiagnosticCodes/ 
index.html?redirect=/ 
icd9ProviderDiagnosticCodes/ 
01overview.asp#TopofPage. ICD–10–CM 
and ICD–10–PCS addendum and code 
title information is published on the 
CMS website at: http://www.cms.gov/ 
Medicare/Coding/ICD10/index.html. 
CMS also sends copies of all ICD–10– 
CM and ICD–10–PCS coding changes to 
its Medicare contractors for use in 
updating their systems and providing 
education to providers. 

Information on ICD–10–CM diagnosis 
codes, along with the Official ICD–10– 
CM Coding Guidelines, can also be 
found on the CDC website at: http:// 
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www.cdc.gov/nchs/icd/icd10.htm. 
Additionally, information on new, 
revised, and deleted ICD–10–CM 
diagnosis and ICD–10–PCS procedure 
codes is provided to the AHA for 

publication in the Coding Clinic for 
ICD–10. AHA also distributes coding 
update information to publishers and 
software vendors. 

The following chart shows the 
number of ICD–10–CM and ICD–10–PCS 
codes and code changes since FY 2016 
when ICD–10 was implemented. 

As mentioned previously, the public 
is provided the opportunity to comment 
on any requests for new diagnosis or 
procedure codes discussed at the ICD– 
10 Coordination and Maintenance 
Committee meeting. 

17. Replaced Devices Offered Without 
Cost or With a Credit 

a. Background 

In the FY 2008 IPPS final rule with 
comment period (72 FR 47246 through 
47251), we discussed the topic of 
Medicare payment for devices that are 
replaced without cost or where credit 
for a replaced device is furnished to the 
hospital. We implemented a policy to 
reduce a hospital’s IPPS payment for 
certain MS–DRGs where the 
implantation of a device that 

subsequently failed or was recalled 
determined the base MS–DRG 
assignment. At that time, we specified 
that we will reduce a hospital’s IPPS 
payment for those MS–DRGs where the 
hospital received a credit for a replaced 
device equal to 50 percent or more of 
the cost of the device. 

In the FY 2012 IPPS/LTCH PPS final 
rule (76 FR 51556 through 51557), we 
clarified this policy to state that the 
policy applies if the hospital received a 
credit equal to 50 percent or more of the 
cost of the replacement device and 
issued instructions to hospitals 
accordingly. 

b. Changes for FY 2021 

As discussed in the FY 2021 IPPS/ 
LTCH proposed rule (84 FR 32560 
through 32564) for FY 2021, we 

proposed to delete MS–DRGs 129 and 
130, add new MS–DRGs 140, 141, and 
142 (Major Head and Neck Procedures 
with MCC, with CC, and without CC/ 
MCC, respectively) and to reassign a 
subset of the procedures currently 
assigned to MS–DRGs 129 and 130 to 
new MS–DRGs 140 through 142. 
Additionally, we proposed to create 
new MS–DRGs 521 and 522 (Hip 
Replacement with Principal Diagnosis 
of Hip Fracture with and without MCC, 
respectively) and to assign a subset of 
the procedures currently assigned to 
MS–DRGs 469 and 470 to new MS– 
DRGs 521 and 522. (We note that in the 
proposed rule, we inadvertently referred 
to these as MS–DRGs 551 and 552.) 

As stated in the FY 2016 IPPS/LTCH 
PPS proposed rule (80 FR 24409), we 
generally map new MS–DRGs onto the 
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list when they are formed from 
procedures previously assigned to MS– 
DRGs that are already on the list. 
Currently, MS–DRGs 129, 130, 469 and 
470 are on the list of MS–DRGs subject 
to the policy for payment under the 
IPPS for replaced devices offered 
without cost or with a credit as shown 

in the table in this section of this rule. 
Therefore, we proposed that if the 
applicable MS–DRG changes are 
finalized, in addition to deleting MS– 
DRGs 129 and 130, we also would add 
new MS–DRGs 140, 141, 142, 521 and 
522 to the list of MS–DRGs subject to 
the policy for payment under the IPPS 

for replaced devices offered without 
cost or with a credit and make 
conforming changes as reflected in the 
table. We also proposed to continue to 
include the existing MS–DRGs currently 
subject to the policy as also displayed 
in the table in this section of this rule. 
BILLING CODE 4120–01–P 
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BILLING CODE 4120–01–C 

As discussed in section II.E.5.a. of the 
preamble of this final rule, we are 
finalizing our proposal to delete MS– 
DRGs 129 and 130, add new MS–DRGs 
140, 141, and 142, and to reassign a 
subset of the procedures currently 
assigned to MS–DRGs 129 and 130 to 
new MS–DRGs 140 through 142. 
Additionally, we are finalizing our 
proposal to create new MS–DRGs 521 
and 522 and to reassign a subset of the 
procedures currently assigned to MS– 
DRGs 469 and 470 to new MS–DRGs 
521 and 522. We did not receive any 
public comments opposing our proposal 
to delete MS–DRGs 129 and 130. 
Additionally, we did not receive any 
public comments opposing our proposal 
to add MS–DRGs 140, 141, 142, 521 and 
522 to the policy for replaced devices 
offered without cost or with credit as 
reflected in the previous table or to 
continue to include the existing MS– 
DRGs currently subject to the policy. 
Therefore, we are finalizing the list of 
MS–DRGs in the table included in the 
proposed rule and in this rule that will 
be subject to the replaced devices 
offered without cost or with a credit 
policy effective October 1, 2020. 

The final list of MS–DRGs subject to 
the IPPS policy for replaced devices 
offered without cost or with a credit will 
be issued to providers in the form of a 
Change Request (CR). 

18. Out of Scope Public Comments 
Received 

We received public comments on 
MS–DRG related issues that were 
outside the scope of the proposals 
included in the FY 2021 IPPS/LTCH 
PPS proposed rule. 

Because we consider these public 
comments to be outside the scope of the 
proposed rule, we are not addressing 
them in this final rule. As stated in 
section II.E.1.b. of the preamble of this 
final rule, we encourage individuals 
with comments about MS–DRG 
classifications to submit these 
comments no later than November 1, 
2020 so that they can be considered for 

possible inclusion in the annual 
proposed rule. We will consider these 
public comments for possible proposals 
in future rulemaking as part of our 
annual review process. 

E. Recalibration of the FY 2021 MS– 
DRG Relative Weights 

1. Data Sources for Developing the 
Relative Weights 

Consistent with our established 
policy, in developing the MS–DRG 
relative weights for FY 2021, we 
proposed to use two data sources: 
Claims data and cost report data. The 
claims data source is the MedPAR file, 
which includes fully coded diagnostic 
and procedure data for all Medicare 
inpatient hospital bills. The FY 2019 
MedPAR data used in this final rule 
include discharges occurring on October 
1, 2018, through September 30, 2019, 
based on bills received by CMS through 
March 31, 2019, from all hospitals 
subject to the IPPS and short-term, acute 
care hospitals in Maryland (which at 
that time were under a waiver from the 
IPPS). The FY 2019 MedPAR file used 
in calculating the relative weights 
includes data for approximately 
9,218,950 Medicare discharges from 
IPPS providers. Discharges for Medicare 
beneficiaries enrolled in a Medicare 
Advantage managed care plan are 
excluded from this analysis. These 
discharges are excluded when the 
MedPAR ‘‘GHO Paid’’ indicator field on 
the claim record is equal to ‘‘1’’ or when 
the MedPAR DRG payment field, which 
represents the total payment for the 
claim, is equal to the MedPAR ‘‘Indirect 
Medical Education (IME)’’ payment 
field, indicating that the claim was an 
‘‘IME only’’ claim submitted by a 
teaching hospital on behalf of a 
beneficiary enrolled in a Medicare 
Advantage managed care plan. In 
addition, the March 31, 2020 update of 
the FY 2019 MedPAR file complies with 
version 5010 of the X12 HIPAA 
Transaction and Code Set Standards, 
and includes a variable called ‘‘claim 
type.’’ Claim type ‘‘60’’ indicates that 

the claim was an inpatient claim paid as 
fee-for-service. Claim types ‘‘61,’’ ‘‘62,’’ 
‘‘63,’’ and ‘‘64’’ relate to encounter 
claims, Medicare Advantage IME 
claims, and HMO no-pay claims. 
Therefore, the calculation of the relative 
weights for FY 2021 also excludes 
claims with claim type values not equal 
to ‘‘60.’’ The data exclude CAHs, 
including hospitals that subsequently 
became CAHs after the period from 
which the data were taken. We note that 
the FY 2021 relative weights are based 
on the ICD–10–CM diagnosis codes and 
ICD–10–PCS procedure codes from the 
FY 2019 MedPAR claims data, grouped 
through the ICD–10 version of the FY 
2021 GROUPER (Version 38). 

The second data source used in the 
cost-based relative weighting 
methodology is the Medicare cost report 
data files from the HCRIS. Normally, we 
use the HCRIS dataset that is 3 years 
prior to the IPPS fiscal year. 
Specifically, we used cost report data 
from the March 31, 2020 update of the 
FY 2018 HCRIS for calculating the FY 
2021 cost-based relative weights. 

2. Methodology for Calculation of the 
Relative Weights 

a. General 
In this final rule, as we proposed, we 

calculated the FY 2021 relative weights 
based on 19 CCRs, as we did for FY 
2020. The methodology we proposed to 
use to calculate the FY 2021 MS–DRG 
cost-based relative weights based on 
claims data in the FY 2019 MedPAR file 
and data from the FY 2018 Medicare 
cost reports is as follows: 

• To the extent possible, all the 
claims were regrouped using the FY 
2021 MS–DRG classifications discussed 
in sections II.B. and II.F. of the preamble 
of this final rule. 

• The transplant cases that were used 
to establish the relative weights for heart 
and heart-lung, liver and/or intestinal, 
and lung transplants (MS–DRGs 001, 
002, 005, 006, and 007, respectively) 
were limited to those Medicare- 
approved transplant centers that have 
cases in the FY 2019 MedPAR file. 
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(Medicare coverage for heart, heart-lung, 
liver and/or intestinal, and lung 
transplants is limited to those facilities 
that have received approval from CMS 
as transplant centers.) 

• Organ acquisition costs for kidney, 
heart, heart-lung, liver, lung, pancreas, 
and intestinal (or multivisceral organs) 
transplants continue to be paid on a 
reasonable cost basis. Because these 
acquisition costs are paid separately 
from the prospective payment rate, it is 
necessary to subtract the acquisition 
charges from the total charges on each 
transplant bill that showed acquisition 
charges before computing the average 
cost for each MS–DRG and before 
eliminating statistical outliers. 

• Claims with total charges or total 
lengths of stay less than or equal to zero 
were deleted. Claims that had an 
amount in the total charge field that 
differed by more than $30.00 from the 
sum of the routine day charges, 
intensive care charges, pharmacy 
charges, implantable devices charges, 
supplies and equipment charges, 
therapy services charges, operating 
room charges, cardiology charges, 
laboratory charges, radiology charges, 
other service charges, labor and delivery 
charges, inhalation therapy charges, 
emergency room charges, blood and 
blood products charges, anesthesia 
charges, cardiac catheterization charges, 
CT scan charges, and MRI charges were 
also deleted. 

• At least 92.8 percent of the 
providers in the MedPAR file had 
charges for 14 of the 19 cost centers. All 
claims of providers that did not have 
charges greater than zero for at least 14 
of the 19 cost centers were deleted. In 
other words, a provider must have no 
more than five blank cost centers. If a 
provider did not have charges greater 
than zero in more than five cost centers, 
the claims for the provider were deleted. 

• Statistical outliers were eliminated 
by removing all cases that were beyond 
3.0 standard deviations from the 
geometric mean of the log distribution 
of both the total charges per case and 
the total charges per day for each MS– 
DRG. 

• Effective October 1, 2008, because 
hospital inpatient claims include a POA 
indicator field for each diagnosis 
present on the claim, only for purposes 
of relative weight-setting, the POA 
indicator field was reset to ‘‘Y’’ for 
‘‘Yes’’ for all claims that otherwise have 
an ‘‘N’’ (No) or a ‘‘U’’ (documentation 
insufficient to determine if the 
condition was present at the time of 
inpatient admission) in the POA field. 

Under current payment policy, the 
presence of specific HAC codes, as 
indicated by the POA field values, can 

generate a lower payment for the claim. 
Specifically, if the particular condition 
is present on admission (that is, a ‘‘Y’’ 
indicator is associated with the 
diagnosis on the claim), it is not a HAC, 
and the hospital is paid for the higher 
severity (and, therefore, the higher 
weighted MS–DRG). If the particular 
condition is not present on admission 
(that is, an ‘‘N’’ indicator is associated 
with the diagnosis on the claim) and 
there are no other complicating 
conditions, the DRG GROUPER assigns 
the claim to a lower severity (and, 
therefore, the lower weighted MS–DRG) 
as a penalty for allowing a Medicare 
inpatient to contract a HAC. While the 
POA reporting meets policy goals of 
encouraging quality care and generates 
program savings, it presents an issue for 
the relative weight-setting process. 
Because cases identified as HACs are 
likely to be more complex than similar 
cases that are not identified as HACs, 
the charges associated with HAC cases 
are likely to be higher as well. 
Therefore, if the higher charges of these 
HAC claims are grouped into lower 
severity MS–DRGs prior to the relative 
weight-setting process, the relative 
weights of these particular MS–DRGs 
would become artificially inflated, 
potentially skewing the relative weights. 
In addition, we want to protect the 
integrity of the budget neutrality process 
by ensuring that, in estimating 
payments, no increase to the 
standardized amount occurs as a result 
of lower overall payments in a previous 
year that stem from using weights and 
case-mix that are based on lower 
severity MS–DRG assignments. If this 
would occur, the anticipated cost 
savings from the HAC policy would be 
lost. 

To avoid these problems, we reset the 
POA indicator field to ‘‘Y’’ only for 
relative weight-setting purposes for all 
claims that otherwise have an ‘‘N’’ or a 
‘‘U’’ in the POA field. This resetting 
‘‘forced’’ the more costly HAC claims 
into the higher severity MS–DRGs as 
appropriate, and the relative weights 
calculated for each MS–DRG more 
closely reflect the true costs of those 
cases. 

In addition, in the FY 2013 IPPS/ 
LTCH PPS final rule, for FY 2013 and 
subsequent fiscal years, we finalized a 
policy to treat hospitals that participate 
in the Bundled Payments for Care 
Improvement (BPCI) initiative the same 
as prior fiscal years for the IPPS 
payment modeling and ratesetting 
process without regard to hospitals’ 
participation within these bundled 
payment models (77 FR 53341 through 
53343). Specifically, because acute care 
hospitals participating in the BPCI 

Initiative still receive IPPS payments 
under section 1886(d) of the Act, we 
include all applicable data from these 
subsection (d) hospitals in our IPPS 
payment modeling and ratesetting 
calculations as if the hospitals were not 
participating in those models under the 
BPCI initiative. We refer readers to the 
FY 2013 IPPS/LTCH PPS final rule for 
a complete discussion on our final 
policy for the treatment of hospitals 
participating in the BPCI initiative in 
our ratesetting process. For additional 
information on the BPCI initiative, we 
refer readers to the CMS’ Center for 
Medicare and Medicaid Innovation’s 
website at: http://innovation.cms.gov/ 
initiatives/Bundled-Payments/ 
index.html and to section IV.H.4. of the 
preamble of the FY 2013 IPPS/LTCH 
PPS final rule (77 FR 53341 through 
53343). 

The participation of hospitals in the 
BPCI initiative concluded on September 
30, 2018. The participation of hospitals 
in the BPCI Advanced model started on 
October 1, 2018. The BPCI Advanced 
model, tested under the authority of 
section 1115A of the Act, is comprised 
of a single payment and risk track, 
which bundles payments for multiple 
services beneficiaries receive during a 
Clinical Episode. Acute care hospitals 
may participate in BPCI Advanced in 
one of two capacities: As a model 
Participant or as a downstream Episode 
Initiator. Regardless of the capacity in 
which they participate in the BPCI 
Advanced model, participating acute 
care hospitals will continue to receive 
IPPS payments under section 1886(d) of 
the Act. Acute care hospitals that are 
Participants also assume financial and 
quality performance accountability for 
Clinical Episodes in the form of a 
reconciliation payment. For additional 
information on the BPCI Advanced 
model, we refer readers to the BPCI 
Advanced web page on the CMS Center 
for Medicare and Medicaid Innovation’s 
website at: https://innovation.cms.gov/ 
initiatives/bpci-advanced/. Consistent 
with our policy for FY 2020, and 
consistent with how we have treated 
hospitals that participated in the BPCI 
Initiative, for FY 2021, we continue to 
believe it is appropriate to include all 
applicable data from the subsection (d) 
hospitals participating in the BPCI 
Advanced model in our IPPS payment 
modeling and ratesetting calculations 
because, as noted previously, these 
hospitals are still receiving IPPS 
payments under section 1886(d) of the 
Act. Consistent with FY 2020 IPPS/ 
LTCH PPS final rule, we also proposed 
to include all applicable data from 
subsection (d) hospitals participating in 
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the Comprehensive Care for Joint 
Replacement (CJR) Model in our IPPS 
payment modeling and ratesetting 
calculations. 

The charges for each of the 19 cost 
groups for each claim were standardized 
to remove the effects of differences in 
area wage levels, IME and DSH 
payments, and for hospitals located in 
Alaska and Hawaii, the applicable cost- 
of-living adjustment. Because hospital 
charges include charges for both 
operating and capital costs, we 
standardized total charges to remove the 
effects of differences in geographic 
adjustment factors, cost-of-living 
adjustments, and DSH payments under 
the capital IPPS as well. Charges were 
then summed by MS–DRG for each of 
the 19 cost groups so that each MS–DRG 
had 19 standardized charge totals. 
Statistical outliers were then removed. 
These charges were then adjusted to 
cost by applying the national average 
CCRs developed from the FY 2018 cost 
report data. 

The 19 cost centers that we used in 
the relative weight calculation are 
shown in a supplemental data file 
posted via the internet on the CMS 
website for this final rule and available 
at http://www.cms.hhs.gov/Medicare/ 
Medicare-Fee-for-Service-Payment/ 
AcuteInpatientPPS/index.html. The 
supplemental data file shows the lines 
on the cost report and the corresponding 
revenue codes that we used to create the 
19 national cost center CCRs. We stated 
in the proposed rule that, if we receive 
comments about the groupings in this 
supplemental file, we may consider 
these comments as we finalize our 
policy. However, we did not receive any 
comments on the groupings in this 
table, and therefore, we are finalizing 
the groupings as proposed. 

We invited public comments on our 
proposals related to recalibration of the 
FY 2021 relative weights and the 
changes in relative weights from FY 
2020. 

Comment: A commenter requested an 
explanation for the 187 discharge 
difference in total discharges in Table 
7A and Table 7B (proposed Table 7A for 
Grouper V37 included 9,127,118 
discharges, yet proposed Table 7B for 
Grouper V38 included 9,126,931 
discharges). 

Response: The discharge difference 
arises from the proposed modification to 
our relative weight methodology to 
account for the clinical trial CAR T-cell 
therapy cases(85 FR 32566). In the 
proposed rule’s Table 7B, proposed MS– 
DRG 018 showed only the 116 non- 
clinical trial discharges for CAR–T cell 
therapy cases, under the proposed 
relative weight calculation discussed in 

the next section. The 187 discharges the 
commenter referenced were clinical trial 
CAR T-cell therapy cases, which are not 
included in the calculation of the 
average cost for MS–DRG 018. In 
addition, these cases are not included in 
calculating the average and percentile 
lengths of stay data for MS–DRG 018, so 
they are not included in the number of 
discharges in Table 7B. 

In the proposed rule, we noted that in 
the FY 2020 IPPS/LTCH PPS final rule, 
we adopted a temporary one-time 
measure for FY 2020 for an MS–DRG 
where the FY 2018 relative weight 
declined by 20 percent from the FY 
2017 relative weight, and the FY 2020 
relative weight would have declined by 
20 percent or more from the FY 2019 
relative weight, which was maintained 
at the FY 2018 relative weight. For an 
MS–DRG meeting this criterion, the FY 
2020 relative weight was set equal to the 
FY 2019 relative weight, which in turn 
had been set equal to the FY 2018 
relative weight (84 FR 42167). For FY 
2020, the only MS–DRG meeting this 
criterion was MS–DRG 215. We invited 
public comments on the proposed FY 
2021 weight for MS–DRG 215 (Other 
Heart Assist System Implant) as set forth 
in Table 5 associated with the proposed 
rule, including comments on whether 
we should consider a policy under 
sections 1886(d)(4)(B) and (C) of the Act 
similar to the measure adopted in the 
FY 2020 IPPS/LTCH PPS final rule to 
maintain the FY 2021 relative weight 
equal to the FY 2020 relative weight for 
MS–DRG 215, or an alternative 
approach such as averaging the FY 2020 
relative weight and the otherwise 
applicable FY 2021 weight. 

Comment: Commenters supported a 
policy that would either maintain the 
FY 2021 relative weight equal to the FY 
2020 relative weight for MS–DRG 215, 
or average the FY 2020 relative weight 
and the otherwise applicable FY 2021 
weight. Commenters stated that heart 
assist devices are lifesaving devices that 
are implanted in patients undergoing 
high risk procedures or are in 
cardiogenic shock, and that there have 
been extensive coding changes such that 
hospitals are still not correctly reporting 
their costs. Commenters stated that the 
proposed relative weight would result 
in a payment that would be significantly 
below the cost incurred by providers to 
provide these procedures and could 
thereby limit access to Medicare 
beneficiaries. Commenters indicated 
that CMS had the authority to adjust the 
relative weights to ensure appropriate 
payment to providers for heart assist 
devices. 

Some commenters requested that 
CMS consider this approach in any 

situation when the relative weight for an 
MS–DRG is drastically reduced in a 
given year, particularly when it follows 
a significant decline in prior years. 
Some commenters pointed to MS–DRGs 
796 (Vaginal Delivery with Sterilization/ 
D&C with MCC) and 933 (Extensive 
Burns or Full Thickness Burns with MV 
>96 hrs without Skin Graft), which also 
have significant decreases relative to FY 
2020. 

Response: As we indicated in the FY 
2018 IPPS/LTCH final rule (82 FR 
38103), and in response to similar 
comments in the FY 2019 IPPS/LTCH 
PPS final rule (83 FR 41273) and the FY 
2020 IPPS/LTCH final rule (84 FR 
42167), we do not believe it is normally 
appropriate to address relative weight 
fluctuations that appear to be driven by 
changes in the underlying data. 
Nevertheless, after reviewing the 
comments received and the data used in 
our ratesetting calculations, we 
acknowledge an outlier circumstance 
where the weight for MS–DRG 215 is 
seeing a significant reduction for each of 
the 4 years since CMS began using the 
ICD–10 data in calculating the relative 
weights. While we would ordinarily 
consider this weight change to be 
appropriately driven by the underlying 
data, given the comments received, and 
in an abundance of caution because this 
may be the MS–DRG assigned when a 
hospital provides temporary right 
ventricular support for up to 14 days in 
critical care patients for the treatment of 
acute right heart failure or 
decompensation caused by 
complications related to COVID–19, 
including pulmonary embolism, we are 
adopting a temporary one-time measure 
for FY 2021 for MS–DRG 215. 
Specifically, we will set the 2021 
relative weight for MS–DRG 215 equal 
to the average of the FY 2020 relative 
weight and the otherwise applicable FY 
2021 weight. 

With regard to the commenters who 
raised concerns about other MS–DRGs 
with significant reductions relative to 
FY 2020, the other MS–DRGs are low 
volume in our claims data, and therefore 
typically experience a greater degree of 
year-to-year variation. For example, 
while MS–DRGs 796 and 933 would 
have significant decreases relative to FY 
2020, those MS–DRGs experienced 
considerable increases between FY 2019 
and FY 2020. We acknowledge the 
longstanding concerns related to low 
volume MS–DRGs and will take into 
consideration the unique issues relating 
to such MS–DRGs and the stability of 
their weights for future rulemaking. 

Comment: Some commenters 
requested that CMS adopt a permanent 
solution to stabilize payment for MS– 

VerDate Sep<11>2014 22:38 Sep 17, 2020 Jkt 250001 PO 00000 Frm 00168 Fmt 4701 Sfmt 4700 E:\FR\FM\18SER2.SGM 18SER2jb
el

l o
n 

D
S

K
JL

S
W

7X
2P

R
O

D
 w

ith
 R

U
LE

S
2

http://www.cms.hhs.gov/Medicare/Medicare-Fee-for-Service-Payment/AcuteInpatientPPS/index.html
http://www.cms.hhs.gov/Medicare/Medicare-Fee-for-Service-Payment/AcuteInpatientPPS/index.html
http://www.cms.hhs.gov/Medicare/Medicare-Fee-for-Service-Payment/AcuteInpatientPPS/index.html


58599 Federal Register / Vol. 85, No. 182 / Friday, September 18, 2020 / Rules and Regulations 

DRG 215, in addition to adopting a 
hold-harmless or blended rate to 
stabilize the relative weight for MS– 
DRG 215, effective with discharges 
beginning October 1, 2020 for FY 2021. 
Specifically, the commenters suggested 
that CMS reassign cases reporting 
procedure code 02HA3RJ (Insertion of 
short-term external heart assist system 
into heart, intraoperative, percutaneous 
approach) from MS–DRG 215 to MS– 
DRGs 216, 217, and 218 (Cardiac Valve 
and Other Major Cardiothoracic 
Procedures with Cardiac Catheterization 
with MCC, with CC, and without CC/ 
MCC, respectively). According to the 
commenters, these cases are more 
clinically aligned with MS–DRGs 216, 
217, and 218 and this reassignment 
would improve the long-term stability of 
the heart assist MS–DRGs including 
MS–DRG 215. The commenters also 
noted that reassigning the cases 
reporting heart assist system procedures 
performed intraoperatively from MS– 
DRG 215 into MS–DRGs 216, 217, and 
218 in the FY 2021 IPPS/LTCH PPS 
final rule would be consistent with CMS 
precedent and authority. 

Response: We note that we did not 
propose any changes to the assignment 
of heart assist devices and need 
additional time to fully analyze this 
request. Therefore, we are not making 
changes in this final rule to the 
assignment of cases reporting heart 
assist system procedures performed 
intraoperatively, and we will consider 
this issue in future rulemaking. 

b. Relative Weight Calculation for New 
MS–DRG 018 for CAR T-cell Therapy 

As discussed in section II.E.2.b. of 
this final rule, we proposed, and are 
finalizing, to create new MS–DRG 018 
for cases that include procedures 
describing CAR T-cell therapies, which 
are currently reported using ICD–10– 
PCS procedure codes XW033C3 or 
XW043C3. As discussed in section IV.I. 
of this final rule, given the high cost of 
the CAR T-cell product, we proposed, 
and are finalizing, a differential 
payment for cases where the CAR T-cell 
product is provided without cost as part 
of a clinical trial to ensure that the 
payment amount for CAR T-cell therapy 
clinical trial cases appropriately reflects 
the relative resources required for 
providing CAR T-cell therapy as part of 
a clinical trial. 

We stated in the proposed rule that 
we also believe it would be appropriate 
to modify our existing relative weight 
methodology to ensure that the relative 
weight for new MS–DRG 018 
appropriately reflects the relative 
resources required for providing CAR T- 
cell therapy outside of a clinical trial, 

while still accounting for the clinical 
trial cases in the overall average cost for 
all MS–DRGs. Specifically, we proposed 
that clinical trial claims that group to 
new MS–DRG 018 would not be 
included when calculating the average 
cost for new MS–DRG 018 that is used 
to calculate the relative weight for this 
MS–DRG, so that the relative weight 
reflects the costs of the CAR T-cell 
therapy drug. Consistent with our 
analysis of the FY 2019 MedPAR claims 
data as discussed in section IV.I. of this 
final rule, we identified clinical trial 
claims as claims that contain ICD–10– 
CM diagnosis code Z00.6 or contain 
standardized drug charges of less than 
$373,000, which is the average sales 
price of KYMRIAH and YESCARTA, 
which are the two CAR T-cell biological 
products licensed to treat relapsed/ 
refractory large B-cell lymphoma as of 
the time of the development of the 
proposed rule and this final rule. We 
also proposed to calculate the following 
adjustment to account for the CAR T- 
cell therapy cases identified as clinical 
trial cases in calculating the national 
average standardized cost per case that 
is used to calculate the relative weights 
for all MS–DRGs and for purposes of 
budget neutrality and outlier 
simulations: 

• Calculate the average cost for cases 
to be assigned to new MS–DRG 018 that 
contain ICD–10–CM diagnosis code 
Z00.6 or contain standardized drug 
charges of less than $373,000. 

• Calculate the average cost for cases 
to be assigned to new MS–DRG 018 that 
do not contain ICD–10–CM diagnosis 
code Z00.6 or standardized drug charges 
of at least $373,000. 

• Calculate an adjustor by dividing 
the average cost calculated in step 1 by 
the average cost calculated in step 2. 

• Apply the adjustor calculated in 
step 3 to the cases identified in step 1 
as clinical trial cases, then add this 
adjusted case count to the non-clinical 
trial case count prior to calculating the 
average cost across all MS–DRGs. 

Each year, when we calculate the 
relative weights, we use a transfer- 
adjusted case count for each MS–DRG, 
which accounts for payment 
adjustments resulting from our 
postacute care transfer policy. This 
process is described in the FY 2006 
IPPS/LTCH PPS final rule (70 FR 
47697). We proposed to apply this 
adjustor to the case count for MS–DRG 
018 in a similar manner. We proposed 
to first calculate the transfer-adjusted 
case count for MS–DRG 018, and then 
further adjust the transfer-adjusted case 
count by the adjustor described 
previously. Then, we proposed to use 
this adjusted case count for MS–DRG 

018 in calculating the national average 
cost per case, which is used in the 
calculation of the relative weights. 
Based on the December 2019 update of 
the FY 2019 MedPAR file, we estimated 
that the average costs of CAR T-cell 
therapy cases identified as clinical trial 
cases were 15% of the average costs of 
the CAR T-cell therapy cases identified 
as non-clinical trial cases, and therefore, 
in calculating the national average cost 
per case for purposes of the proposed 
rule, each case identified as a clinical 
trial case was adjusted to 0.15. We 
indicated that we expected to 
recalculate this proposed adjustor for 
the CAR T cell therapy clinical trial 
cases for the final rule based on the 
updated data available. We also noted 
that we were applying this proposed 
adjustor for CAR T-cell therapy clinical 
trial cases for purposes of budget 
neutrality and outlier simulations, as 
discussed further in section II.A. of the 
Addendum to the proposed rule and 
this final rule. 

We invited public comments on our 
proposal. 

Comment: A commenter expressed 
concern with our methodology to divide 
cases into clinical trial and non-clinical 
trial cohorts, stating that both criteria 
used to identify clinical trial cases, the 
presence of ICD–10–CM diagnosis code 
Z00.6 or standardized drug charges of 
less than $373,000, are problematic 
given the inconsistency of charging 
practices for CAR T-cell therapies and 
the application of ICD–10–CM diagnosis 
code Z00.6 in all clinical trial cases. 
This commenter noted that it is possible 
that some cases were excluded as 
clinical trial cases when the hospital 
actually incurred the full cost of the 
drug. This commenter suggested that 
these criteria may have resulted in a 
lower average adjusted cost for non- 
clinical trial cases below the cost of the 
drug. 

Some commenters also raised issues 
in the context of the payment 
adjustment for CAR T-cell clinical trial 
cases regarding two relatively less 
frequent scenarios. Commenters stated 
that when CAR T-cell therapy products 
are used out of specification (also 
termed expanded access), hospitals do 
not incur the cost of the CAR T-cell 
therapy product, but the claim would 
not include ICD–10–CM diagnosis code 
Z00.6 because the case is not part of a 
clinical trial. Commenters identified an 
additional scenario, in which the CAR 
T-cell therapy product is purchased in 
the usual manner, but the case involves 
a clinical trial of another drug, in which 
case ICD–10–CM diagnosis code Z00.6 
would be included on the claim. 
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Response: We believe that given the 
available data, our methodology to 
divide cases into clinical trial and non- 
clinical trial cohorts provides 
reasonable estimates on average of the 
costs for clinical trial and non-clinical 
trial cases. We note that in the MedPAR 
data used in the proposed rule, there 
were only two cases that were flagged as 
clinical trials that contained drug 
charges of more than $373,000. The 
average drug charge of these two cases 
was less than the average drug charge 
for all cases that were identified as non- 
clinical trial cases. Had we instead 
assumed that these cases were not 
clinical trial cases for CAR T-cell 
therapies, and included these two cases 
in the calculation of the relative weight, 
the relative weight would have been 
slightly lower, rather than higher as the 
commenter suggested. With respect to 
the concern about hospital charging 
practices, we reiterate our earlier 
response that there is nothing that 
precludes hospitals from setting their 
drug charges consistent with their CCRs. 

In response to commenters who raised 
issues in the context of the payment 
adjustment for CAR T-cell clinical trial 
cases regarding two scenarios, as 
discussed elsewhere in this final rule, 
we are adjusting our proposed policy for 
the payment adjustment for CAR T-cell 
clinical trial cases to address these 
scenarios. Similarly, we are adjusting 
our methodology here such that (a) 
when the CAR T-cell therapy product is 
purchased in the usual manner, but the 
case involves a clinical trial of a 
different product, the claim will be 
included when calculating the average 
cost for cases not determined to be 
clinical trial cases to the extent such 
cases can be identified in the historical 
data, and (b) when there is expanded 
access use of immunotherapy, these 
cases will be included when calculating 
the average cost for cases determined to 
be clinical trial cases to the extent such 
cases can be identified in the historical 
data. To the best of our knowledge there 
are no claims in the historical data used 
in the calculation of the adjustment for 
cases involving a clinical trial of a 
different product, and to the extent the 
historical data contain claims for cases 
involving expanded access use of 
immunotherapy we believe those claims 
would have drug charges less than 
$373,000. 

Comment: Some commenters asked 
whether standardized drug charges 
included charges for revenue center 891 
in addition to charges from revenue 
centers 025X, 026X, and 63X. Several 
commenters questioned whether 
charges for revenue center 891 were 
included in CMS’ calculation of 

standardized drug charges given that the 
MedPAR data dictionary seems to 
indicate that charges from revenue 
codes 081X–089X are excluded from 
ratesetting. Commenters stated that it 
would be incorrect to exclude charges in 
revenue center 891, since they would 
include CAR T product charges. 
Another commenter asked that CMS 
include claims with charges of greater 
than $373,000 in revenue center 891 in 
identifying claims that were not part of 
a clinical trial. One commenter 
requested that CMS apply a series of 
steps to determine whether charges in 
revenue center 891 were related to CAR 
T-cell therapy product acquisition. 

Response: We appreciate commenters 
bringing this issue to our attention. We 
agree with commenters that while 
revenue centers 081X–089X are 
typically excluded from ratesetting, 
charges from revenue center 891 should 
be included in our calculation of 
standardized drug charges for MS–DRG 
018. Therefore, for cases that group to 
MS–DRG 018, we will consider the 
charges reported in revenue center 891 
to be related to CAR T-cell therapy 
product acquisition and include these 
charges in determining whether the case 
contains standardized drug charges of at 
least $373,000 and therefore should be 
determined to be non-clinical trial case 
for purposes of this modified relative 
weight methodology. We note that the 
same trims used in calculating the 
standardized drug costs would apply to 
determine whether or not a given case 
is determined to be a clinical trial case 
for purposes of these modifications to 
the relative weight methodology. 

After consideration of public 
comments received, we are finalizing 
our proposal to not include claims 
determined to be clinical trial claims 
that group to new MS–DRG 018 when 
calculating the average cost for new 
MS–DRG 018 that is used to calculate 
the relative weight for this MS–DRG, 
with the additional refinements that (a) 
when the CAR T-cell therapy product is 
purchased in the usual manner, but the 
case involves a clinical trial of a 
different product, the claim will be 
included when calculating the average 
cost for new MS–DRG 018 to the extent 
such claims can be identified in the 
historical data, and (b) when there is 
expanded access use of immunotherapy, 
these cases will not be included when 
calculating the average cost for new 
MS–DRG 018 to the extent such claims 
can be identified in the historical data. 
We are also finalizing our proposal to 
calculate the adjustment described 
above to account for the CAR T-cell 
therapy cases determined to be clinical 
trial cases, with the additional 

refinement of including revenue center 
891 in our calculation of standardized 
drug charges for MS–DRG 018. 
Applying this finalized methodology, 
based on the March 2020 update of the 
FY 2019 MedPAR file, we estimate that 
the average costs of CAR T-cell therapy 
cases determined to be clinical trial 
cases ($46,0662) are 17 percent of the 
average costs of CAR T cell therapy 
cases determined to be non-clinical trial 
cases ($276,042), and therefore, in 
calculating the national average cost per 
case for purposes of this final rule, each 
case identified as a clinical trial case 
was adjusted to 0.17. We also note that 
we are applying this finalized adjustor 
for cases determined to be CAR T-cell 
therapy clinical trial cases for purposes 
of budget neutrality and outlier 
simulations, as discussed further in 
section II.A. of the Addendum to the 
this final rule. 

3. Development of National Average 
CCRs 

We developed the national average 
CCRs as follows: 

Using the FY 2018 cost report data, 
we removed CAHs, Indian Health 
Service hospitals, all-inclusive rate 
hospitals, and cost reports that 
represented time periods of less than 1 
year (365 days). We included hospitals 
located in Maryland because we include 
their charges in our claims database. 
Then we created CCRs for each provider 
for each cost center (see the 
supplemental data file for line items 
used in the calculations) and removed 
any CCRs that were greater than 10 or 
less than 0.01. We normalized the 
departmental CCRs by dividing the CCR 
for each department by the total CCR for 
the hospital for the purpose of trimming 
the data. Then we took the logs of the 
normalized cost center CCRs and 
removed any cost center CCRs where 
the log of the cost center CCR was 
greater or less than the mean log plus/ 
minus 3 times the standard deviation for 
the log of that cost center CCR. Once the 
cost report data were trimmed, we 
calculated a Medicare-specific CCR. The 
Medicare-specific CCR was determined 
by taking the Medicare charges for each 
line item from Worksheet D–3 and 
deriving the Medicare-specific costs by 
applying the hospital-specific 
departmental CCRs to the Medicare- 
specific charges for each line item from 
Worksheet D–3. Once each hospital’s 
Medicare-specific costs were 
established, we summed the total 
Medicare-specific costs and divided by 
the sum of the total Medicare-specific 
charges to produce national average, 
charge-weighted CCRs. 
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After we multiplied the total charges 
for each MS–DRG in each of the 19 cost 
centers by the corresponding national 
average CCR, we summed the 19 ‘‘costs’’ 
across each MS–DRG to produce a total 
standardized cost for the MS–DRG. The 
average standardized cost for each MS– 
DRG was then computed as the total 
standardized cost for the MS–DRG 

divided by the transfer-adjusted case 
count for the MS–DRG. The average cost 
for each MS–DRG was then divided by 
the national average standardized cost 
per case to determine the relative 
weight. 

The FY 2021 cost-based relative 
weights were then normalized by an 
adjustment factor of 1.819227 so that the 
average case weight after recalibration 

was equal to the average case weight 
before recalibration. The normalization 
adjustment is intended to ensure that 
recalibration by itself neither increases 
nor decreases total payments under the 
IPPS, as required by section 
1886(d)(4)(C)(iii) of the Act. 

The 19 national average CCRs for FY 
2021 are as follows: 

Since FY 2009, the relative weights 
have been based on 100 percent cost 
weights based on our MS–DRG grouping 
system. 

When we recalibrated the DRG 
weights for previous years, we set a 
threshold of 10 cases as the minimum 
number of cases required to compute a 
reasonable weight. We proposed to use 

that same case threshold in recalibrating 
the MS–DRG relative weights for FY 
2021. Using data from the FY 2019 
MedPAR file, there were 7 MS–DRGs 
that contain fewer than 10 cases. For FY 
2021, because we do not have sufficient 
MedPAR data to set accurate and stable 
cost relative weights for these low- 

volume MS–DRGs, we proposed to 
compute relative weights for the low- 
volume MS–DRGs by adjusting their 
final FY 2020 relative weights by the 
percentage change in the average weight 
of the cases in other MS–DRGs from FY 
2020 to FY 2021. The crosswalk table is 
as follows. 
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After consideration of the comments 
we received, we are finalizing our 
proposals, with the modifications for 
recalibrating the relative weights for FY 
2021 for MS–DRG 018 by including the 
charges reported in revenue center 891 
in determining whether the case should 
be determined to be a non-clinical trial 
case, and for MS–DRG 215 by setting the 
relative weight equal to the average of 
the FY 2020 relative weight and the 
otherwise applicable FY 2021 weight. 

F. Add-On Payments for New Services 
and Technologies for FY 2021 

1. Background 

Sections 1886(d)(5)(K) and (L) of the 
Act establish a process of identifying 
and ensuring adequate payment for new 
medical services and technologies 
(sometimes collectively referred to in 
this section as ‘‘new technologies’’) 
under the IPPS. Section 
1886(d)(5)(K)(vi) of the Act specifies 
that a medical service or technology will 
be considered new if it meets criteria 
established by the Secretary after notice 
and opportunity for public comment. 
Section 1886(d)(5)(K)(ii)(I) of the Act 
specifies that a new medical service or 
technology may be considered for new 
technology add-on payment if, based on 
the estimated costs incurred with 
respect to discharges involving such 
service or technology, the DRG 
prospective payment rate otherwise 
applicable to such discharges under this 
subsection is inadequate. We note that, 
beginning with discharges occurring in 
FY 2008, CMS transitioned from CMS– 
DRGs to MS–DRGs. The regulations at 
42 CFR 412.87 implement these 
provisions and § 412.87(b) specifies 
three criteria for a new medical service 
or technology to receive the additional 
payment: (1) The medical service or 
technology must be new; (2) the medical 

service or technology must be costly 
such that the DRG rate otherwise 
applicable to discharges involving the 
medical service or technology is 
determined to be inadequate; and (3) the 
service or technology must demonstrate 
a substantial clinical improvement over 
existing services or technologies. In 
addition, certain transformative new 
devices and Qualified Infectious Disease 
Products may qualify under an 
alternative inpatient new technology 
add-on payment pathway, as set forth in 
the regulations at § 412.87(c) and (d). In 
this rule, we highlight some of the major 
statutory and regulatory provisions 
relevant to the new technology add-on 
payment criteria, as well as other 
information. For a complete discussion 
on the new technology add-on payment 
criteria, we refer readers to the FY 2012 
IPPS/LTCH PPS final rule (76 FR 51572 
through 51574) and the FY 2020 IPPS/ 
LTCH PPS final rule (84 FR 42288 
through 42300). 

a. New Technology Add On Payment 
Criteria 

(1) Newness Criterion 

Under the first criterion, as reflected 
in § 412.87(b)(2), a specific medical 
service or technology will be considered 
‘‘new’’ for purposes of new medical 
service or technology add-on payments 
until such time as Medicare data are 
available to fully reflect the cost of the 
technology in the MS–DRG weights 
through recalibration. We note that we 
do not consider a service or technology 
to be new if it is substantially similar to 
one or more existing technologies. That 
is, even if a medical product receives a 
new FDA approval or clearance, it may 
not necessarily be considered ‘‘new’’ for 
purposes of new technology add-on 
payments if it is ‘‘substantially similar’’ 
to another medical product that was 

approved or cleared by FDA and has 
been on the market for more than 2 to 
3 years. In the FY 2010 IPPS/RY 2010 
LTCH PPS final rule (74 FR 43813 
through 43814), we established criteria 
for evaluating whether a new 
technology is substantially similar to an 
existing technology, specifically: (1) 
Whether a product uses the same or a 
similar mechanism of action to achieve 
a therapeutic outcome; (2) whether a 
product is assigned to the same or a 
different MS–DRG; and (3) whether the 
new use of the technology involves the 
treatment of the same or similar type of 
disease and the same or similar patient 
population. If a technology meets all 
three of these criteria, it would be 
considered substantially similar to an 
existing technology and would not be 
considered ‘‘new’’ for purposes of new 
technology add-on payments. For a 
detailed discussion of the criteria for 
substantial similarity, we refer readers 
to the FY 2006 IPPS final rule (70 FR 
47351 through 47352), and the FY 2010 
IPPS/LTCH PPS final rule (74 FR 43813 
through 43814). 

(2) Cost Criterion 

a. Overview 

Under the second criterion, 
§ 412.87(b)(3) further provides that, to 
be eligible for the add-on payment for 
new medical services or technologies, 
the MS–DRG prospective payment rate 
otherwise applicable to discharges 
involving the new medical service or 
technology must be assessed for 
adequacy. Under the cost criterion, 
consistent with the formula specified in 
section 1886(d)(5)(K)(ii)(I) of the Act, to 
assess the adequacy of payment for a 
new technology paid under the 
applicable MS–DRG prospective 
payment rate, we evaluate whether the 
charges for cases involving the new 
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technology exceed certain threshold 
amounts. The MS–DRG threshold 
amounts generally used in evaluating 
new technology add-on payment 
applications for FY 2021 are presented 
in a data file that is available, along with 
the other data files associated with the 
FY 2020 IPPS/LTCH PPS final rule and 
correction notice, on the CMS website 
at: https://www.cms.gov/Medicare/ 
Medicare-Fee-for-Service-Payment/ 
AcuteInpatientPPS/index. However, we 
refer readers to section II.G.1.a.(2)b. of 
the preamble of this final rule where we 
discuss our final policy to apply the 
proposed threshold value for new MS– 
DRG 018 in evaluating the cost criterion 
for the CAR T-cell therapy technologies 
for purposes of FY 2021 new technology 
add-on payments. 

As finalized in the FY 2019 IPPS/ 
LTCH PPS final rule (83 FR 41275), 
beginning with FY 2020, we include the 
thresholds applicable to the next fiscal 
year (previously included in Table 10 of 
the annual IPPS/LTCH PPS proposed 
and final rules) in the data files 
associated with the prior fiscal year. 
Accordingly, the final thresholds for 
applications for new technology add-on 
payments for FY 2022 are presented in 
a data file that is available on the CMS 
website, along with the other data files 
associated with this FY 2021 final rule, 
by clicking on the FY 2021 IPPS Final 
Rule Home Page at: https://
www.cms.gov/Medicare/Medicare-Fee- 
for-Service-Payment/ 
AcuteInpatientPPS/index. We note that, 
under our final policy discussed in 
section II.G.1.a.(2).b. of the preamble of 
this final rule, beginning with FY 2022, 
we will use the proposed threshold 
values associated with the proposed 
rule for that fiscal year to evaluate the 
cost criterion for all applications for 
new technology add-on payments and 
previously approved technologies that 
may continue to receive new technology 
add-on payments, if those technologies 
would be assigned to a proposed new 
MS–DRG for that same fiscal year. In the 
September 7, 2001 final rule that 
established the new technology add-on 
payment regulations (66 FR 46917), we 
discussed that applicants should submit 
a significant sample of data to 
demonstrate that the medical service or 
technology meets the high-cost 
threshold. Specifically, applicants 
should submit a sample of sufficient 
size to enable us to undertake an initial 
validation and analysis of the data. We 
also discussed in the September 7, 2001 
final rule (66 FR 46917) the issue of 
whether the Health Insurance 
Portability and Accountability Act 
(HIPAA) Privacy Rule at 45 CFR parts 

160 and 164 applies to claims 
information that providers submit with 
applications for new medical service or 
technology add-on payments. We refer 
readers to the FY 2012 IPPS/LTCH PPS 
final rule (76 FR 51573) for complete 
information on this issue. 

b. Cost Threshold Evaluation for 
Proposed New MS–DRG Reassignment 

In the FY 2021 IPPS/LTCH PPS 
proposed rule, we made proposals 
relating to our evaluation of the cost 
criterion for technologies that are 
proposed to be assigned to a new MS– 
DRG (85 FR 32643 and 32644 and 32650 
and 32651). We noted that, as we have 
discussed in prior rulemaking with 
regard to the potential creation of a new 
MS–DRG for CAR T-cell therapies (83 
FR 41172), if a new MS–DRG for CAR 
T-cell therapies were to be created, then 
consistent with section 1886(d)(5)(K)(ix) 
of the Act, there may no longer be a 
need for a new technology add-on 
payment under section 
1886(d)(5)(K)(ii)(III) of the Act. Section 
1886(d)(5)(K)(ix) of the Act requires 
that, before establishing any add-on 
payment for a new medical service or 
technology, the Secretary shall seek to 
identify one or more DRGs associated 
with the new technology, based on 
similar clinical or anatomical 
characteristics and the costs of the 
technology and shall assign the new 
technology into a DRG where the 
average costs of care most closely 
approximate the costs of care using the 
new technology. As discussed in 
previous rulemaking (71 FR 47996), no 
add-on payment will be made if the new 
technology is assigned to a DRG that 
most closely approximates its costs. 

In the proposed rule, we referred 
readers to the FY 2016 IPPS/LTCH PPS 
final rule (80 FR 49481 and 49482), 
where we discussed whether the 
WATCHMAN® System met the cost 
criterion for a new technology add-on 
payment. Specifically, we discussed 
whether the threshold value associated 
with a proposed new MS–DRG should 
be considered in determining whether 
the applicant meets the cost criterion. 
We also discussed instances in the past 
where the coding associated with a new 
technology application is included in a 
finalized policy to change one or more 
MS–DRGs. For example, in the FY 2013 
IPPS/LTCH PPS final rule (77 FR 53360 
through 53362), we described the cost 
analysis for the Zenith® Fenestrated 
Abdominal Aortic Aneurysm 
Endovascular Graft, which was 
identified by ICD–9–CM procedure code 
39.78 (Endovascular implantation of 
branching or fenestrated graft(s) in 
aorta). In that same rule, we finalized a 

change to the assignment of that 
procedure code, reassigning it from MS– 
DRGs 252, 253, and 254 to MS–DRGs 
237 and 238. Because of that change, we 
determined that, for FY 2013, in order 
for the Zenith® Fenestrated Abdominal 
Aortic Aneurysm Endovascular Graft to 
meet the cost criteria, it must 
demonstrate that the average case 
weighted standardized charge per case 
exceeded the thresholds for MS–DRGs 
237 and 238. We noted that, in that 
example, MS–DRGs 237 and 238 existed 
previously; therefore, thresholds that 
were 75 percent of one standard 
deviation beyond the geometric mean 
standardized charge for these MS–DRGs 
were available to the public in Table 10 
at the time the application was 
submitted. (We note that for fiscal years 
prior to FY 2020, Table 10 included the 
cost thresholds used to evaluate 
applications for new technology add-on 
payments for the next fiscal year.) We 
stated in the FY 2016 IPPS/LTCH PPS 
proposed rule (80 FR 24460) that in the 
case of WATCHMAN® System, if MS– 
DRGs 273 and 274 were to be finalized 
for FY 2016, we recognized that 
thresholds that are 75 percent of one 
standard deviation beyond the 
geometric mean standardized charge 
would not have been available at the 
time the application was submitted. We 
stated our belief that it could be 
appropriate for the applicant to 
demonstrate that the average case 
weighted standardized charge per case 
exceeded these thresholds for MS–DRGs 
273 and 274, for which this technology 
would be reassigned. Accordingly, we 
made available supplemental threshold 
values on the CMS website at https://
www.cms.gov/Medicare/Medicare-Fee- 
for-Service-Payment/ 
AcuteInpatientPPS/newtech that were 
calculated using the data used to 
generate the FY 2015 IPPS/LTCH PPS 
Table 10 and reassigned the procedure 
codes, in accordance with the finalized 
policies discussed in section II.G.3.b. of 
the preamble of the FY 2016 IPPS/LTCH 
PPS final rule. 

We also noted that in the FY 2016 
IPPS/LTCH PPS proposed rule, we 
invited public comments on whether 
considering these supplemental 
threshold values as part of the cost 
criterion evaluation for this application 
was appropriate and also on how to 
address similar future situations in a 
broader policy context should they 
occur. After consideration of the 
comments, in the FY 2016 IPPS/LTCH 
PPS final rule (80 FR 49482) we stated 
that we agreed with the commenters 
that we should evaluate the cost 
threshold in effect at the time the new 
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technology add-on payment application 
is submitted to determine if an 
applicant exceeds the cost threshold. 
We stated that we agreed with 
commenters that this policy is most 
predictable for applicants. We also 
stated that we were maintaining our 
current policy to use the thresholds 
issued with each final rule for the 
upcoming fiscal year when making a 
determination to continue add-on 
payments for those new technologies 
that were approved for new technology 
add-on payments from the prior fiscal 
year. 

In the FY 2021 IPPS/LTCH PPS 
proposed rule, we noted that at the time 
of the FY 2016 final rule, in applying 
this policy, we did not anticipate the 
onset of new, extremely high cost, 
technologies such as CAR T-cell 
therapy, nor such significant variance 
between the thresholds at the time of 
application and the thresholds based on 
the finalized MS–DRG assignment for 
the upcoming year. For example, in the 
FY 2016 final rule, the difference 
between the MS–DRG threshold amount 
for MS–DRGs 237 ($121,777) and 238 
($87,602) set forth in Table 10 
associated with the FY 2015 final rule, 
and the supplemental MS– DRG 
threshold amount based on the 
proposed new MS–DRGs 273 ($95,542) 
and 274 ($77,230), was $26,235 and 
$10,372 respectively. By comparison, 
based on the data file released with the 
FY 2020 final rule (and corresponding 
correction notice) for FY 2021 
applications, the threshold amount for 
MS–DRG 016 is $170,573. However, the 
threshold amount for proposed new 
MS–DRG 018 (in the data file released 
with this proposed rule) is $1,237,393, 
which is more than 7 times greater. 

We stated that in light of the 
development of new technologies, such 
as CAR T-cell therapies, and the more 
substantial shifts in the MS–DRG 
threshold amounts that may result from 
the reassignment of new technologies 
for the upcoming fiscal year, we believe 
it is appropriate to revisit the policy 
described in the FY 2016 final rule. We 
stated that while we continue to believe 
that predictability for applicants is 
important, we also believe payment 
accuracy is equally important. We stated 
our belief that it is necessary to balance 
predictability with a more accurate 
evaluation of whether a new technology 
meets the new technology add-on 
payment cost criterion by using 
threshold values that are consistent with 
how the cases involving the use of the 
new technology will be paid for in the 
upcoming fiscal year. We proposed to 
revise our policy in situations when the 
procedure coding associated with a new 

technology application is proposed to be 
assigned to a proposed new MS–DRG. 
Specifically, we proposed that effective 
for FY 2022, for applications for new 
technology add-on payments and 
previously approved technologies that 
may continue to receive new technology 
add-on payments, the proposed 
threshold for a proposed new MS–DRG 
for the upcoming fiscal year would be 
used to evaluate the cost criterion for 
technologies that would be assigned to 
a proposed new MS–DRG. For example, 
consider a technology that would be 
coded using procedure codes assigned 
to MS–DRG ABC at the time of its 
application for FY 2022, and then the 
procedure coding associated with the 
new technology was proposed to be 
assigned to a proposed new MS–DRG 
XYZ in the FY 2022 proposed rule. 
Instead of using the threshold for MS– 
DRG ABC based on the data file released 
with the FY 2021 final rule for FY 2022 
applications, we proposed to use the 
proposed threshold for the newly 
proposed MS–DRG XYZ based on the 
data file released with the FY 2022 
proposed rule, which would otherwise 
contain the proposed thresholds for FY 
2023 applications. We stated our belief 
that using the proposed rule thresholds 
for the proposed new MS–DRG would 
further promote payment accuracy by 
using the latest data available to assess 
how the technology would be paid for 
in the upcoming fiscal year, if the 
proposed reassignment to the new MS– 
DRG was finalized, while also providing 
the applicant and the public adequate 
time to analyze whether the technology 
meets the cost criterion using these 
proposed thresholds and to provide 
public comment following the proposed 
rule. 

In the FY 2021 proposed rule, we 
stated that we believe it is important 
that the cost criterion be applied in a 
manner that accurately reflects the 
anticipated payment for the technology. 
In assessing the adequacy of the 
otherwise applicable MS–DRG payment 
rate for a high cost new technology, 
where the reassignment of such a 
technology to a proposed new MS–DRG 
may result in a substantial change in the 
MS–DRG threshold amounts, we stated 
our belief that it is necessary to evaluate 
that technology using the proposed 
thresholds for the newly proposed MS– 
DRG to which the technology would be 
reassigned. 

We also stated that we believe this 
policy is consistent with section 
1886(d)(5)(K)(ix) of the Act which, as 
previously noted, requires that before 
establishing any add-on payment for a 
new medical service or technology, the 
Secretary seek to identify one or more 

DRGs associated with the new 
technology, based on similar clinical or 
anatomical characteristics and the costs 
of the technology, and assign the new 
technology into a DRG where the 
average costs of care most closely 
approximate the costs of care using the 
new technology. This provision further 
states that no add-on payment will be 
made with respect to such new 
technology. As we have noted in prior 
rulemaking with regard to the CAR T 
cell therapies (83 FR 41172), if a new 
MS–DRG were to be created, then 
consistent with section 1886(d)(5)(K)(ix) 
of the Act, there may no longer be a 
need for a new technology add-on 
payment under section 
1886(d)(5)(K)(ii)(III) of the Act. For these 
reasons, we also proposed, for purposes 
of FY 2021 new technology add-on 
payments, to evaluate the cost criterion 
for the CAR T-cell therapy technologies 
using the proposed threshold for the 
newly proposed MS–DRG to which the 
procedure codes describing the use of 
the CAR T-cell therapies would be 
assigned in FY 2021 (MS–DRG 018). We 
noted that this proposed policy would 
apply to the new FY 2021 CAR T-cell 
therapy applications, KTE–X19 and 
Liso-cel, and those CAR T-cell therapies 
previously approved for new technology 
add-on payments, KYMRIAH® and 
YESCARTA® (we note that KTE–X19 
and Liso-cel did not meet the July 1 
deadline as specified in § 412.87(e)). As 
discussed in section II.E.2.b. of the 
preamble of this final rule, we are 
finalizing our proposal to create a new 
MS–DRG 018 for cases reporting ICD– 
10–PCS procedure codes XW033C3 or 
XW043C3 for FY 2021. 

Comment: We did not receive any 
comments specifically regarding our 
proposal that, effective for FY 2022, for 
applications for new technology add-on 
payments and previously approved 
technologies that may continue to 
receive new technology add-on 
payments, the proposed threshold for a 
proposed new MS–DRG for the 
upcoming fiscal year would be used to 
evaluate the cost criterion for 
technologies that would be assigned to 
a proposed new MS–DRG. We also did 
not receive any comments specifically 
on our proposal to apply this policy, 
effective for FY 2021, for purposes of 
evaluating the cost criterion for the 
CAR–T cell therapy technologies using 
the proposed threshold for the newly 
proposed MS–DRG to which the 
procedure codes describing the use of 
the CAR–T cell therapies would be 
assigned in FY 2021 (MS–DRG 018). 

Several commenters, who were also 
applicants for new technology add-on 
payments for FY 2021, disagreed with 
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CMS’s position that their technologies 
would not meet the cost criterion based 
on the MS–DRG 018 threshold amount 
of $1,237,393. These commenters 
presented updated cost analyses that 
they believe demonstrate that the 
applicant technology meets the cost 
criterion. One commenter stated that the 
proposed cost threshold for MS–DRG 
018 is inaccurate. Specifically, the 
commenter believed that $913,244, 
which CMS cited as the standardized 
charge per case for DRG 018, is based on 
the standard deviation charges for those 
cases, and that the actual average 
standardized charge per case, according 
to the FY 2021 Proposed BOR file for 
Version 38 of the MS–DRGs is 
$1,387,946.33, which exceeds the cost 
threshold for MS–DRG 018. This 
commenter urged CMS to audit its 
calculations and then reapply the new 
cost threshold to current new 
technology add-on payment applicants. 

Response: We thank the commenters 
for their input. We have reviewed the 
data and agree that we inadvertently 
used the wrong value for the average 
case-weighted standardized charge from 
the FY 2021 Proposed BOR File. The 
commenter is correct that using the 
arithmetic mean charge of $1,387,946.33 
would exceed the proposed threshold 
for new MS–DRG 018 of $1,237,393. 

We noted in the FY 2021 IPPS/LTCH 
PPS proposed rule that, if finalized, this 
policy would apply to the new FY 2021 
CAR T-cell therapy applications, KTE– 
X19 and Liso-cel., and those CAR T-cell 
therapies previously approved for new 
technology add-on payments, 
KYMRIAH® and YESCARTA®. 
However, we note that neither Kite 
Pharma (the applicant for KTE–X19) nor 
Juno Therapeutics, a Bristol-Myers 
Squibb Company (the applicant for Liso- 
cel) received FDA approval for their 
therapies by July 1, and therefore, these 
technologies were not eligible for 
consideration for new technology add- 
on payments for FY 2021. We also note, 
as discussed later in this rule, that 
KYMRIAH® and YESCARTA® are no 
longer considered ‘‘new’’ for purposes 
of new technology add-on payments for 
FY 2021. Accordingly, we are not 
applying this policy to evaluate the cost 
criterion for CAR T-cell therapy 
technologies using the proposed 
threshold for MS–DRG 018 to which the 
procedure codes describing the use of 
the CAR T-cell therapies will be 
assigned beginning in FY 2021. 

As discussed in the preamble of the 
proposed rule and this final rule, while 
we continue to believe that 
predictability for applicants is 
important, we also believe payment 
accuracy is equally important. In order 

to promote payment accuracy, as 
previously discussed, and after 
consideration of the comments received, 
we are finalizing our proposal to use the 
proposed threshold for the upcoming 
fiscal year for any proposed new MS– 
DRG to evaluate the cost criterion for 
technologies that would be assigned to 
the proposed new MS–DRG, beginning 
with FY 2022 new technology add-on 
payments for all applicants and 
previously approved technologies that 
may continue to receive new technology 
add-on payments in FY 2022. As we 
have noted in prior rulemaking with 
regard to the CAR T cell therapies (83 
FR 41172), if a new MS–DRG were to be 
created, then consistent with section 
1886(d)(5)(K)(ix) of the Act, there may 
no longer be a need for a new 
technology add-on payment under 
section 1886(d)(5)(K)(ii)(III) of the Act. 

Finally, amidst our work on payment 
accuracy and coverage for CAR–T, we 
have heard from stakeholders that cell 
therapy goes beyond CAR–T to include 
Tumor-Infiltrating Lymphocyte (TIL) 
Therapy and Engineered T Cell Receptor 
(TCR) Therapy. While all of these 
treatments are autologous, CAR–T is 
currently limited to liquid tumors, and 
we foresee the need to address solid 
tumor treatments such as TIL and TCR 
in the near future. As the process and 
decisions on these issues take time, we 
plan to continue to engage with 
stakeholders to understand the needs 
necessary for patients and providers to 
get appropriate access as quickly as 
possible to these potentially lifesaving 
treatments. Our processes continue to 
evolve as innovative treatments evolve. 

c. Substantial Clinical Improvement 
Criterion 

Under the third criterion at 
§ 412.87(b)(1), a medical service or 
technology must represent an advance 
that substantially improves, relative to 
technologies previously available, the 
diagnosis or treatment of Medicare 
beneficiaries. In the FY 2020 IPPS/ 
LTCH PPS final rule (84 FR 42288 
through 42292) we prospectively 
codified in our regulations at § 412.87(b) 
the following aspects of how we 
evaluate substantial clinical 
improvement for purposes of new 
technology add-on payments under the 
IPPS: 

• The totality of the circumstances is 
considered when making a 
determination that a new medical 
service or technology represents an 
advance that substantially improves, 
relative to services or technologies 
previously available, the diagnosis or 
treatment of Medicare beneficiaries. 

• A determination that a new medical 
service or technology represents an 
advance that substantially improves, 
relative to services or technologies 
previously available, the diagnosis or 
treatment of Medicare beneficiaries 
means— 

++ The new medical service or 
technology offers a treatment option for 
a patient population unresponsive to, or 
ineligible for, currently available 
treatments; 

++ The new medical service or 
technology offers the ability to diagnose 
a medical condition in a patient 
population where that medical 
condition is currently undetectable, or 
offers the ability to diagnose a medical 
condition earlier in a patient population 
than allowed by currently available 
methods, and there must also be 
evidence that use of the new medical 
service or technology to make a 
diagnosis affects the management of the 
patient; 

++ The use of the new medical 
service or technology significantly 
improves clinical outcomes relative to 
services or technologies previously 
available as demonstrated by one or 
more of the following: A reduction in at 
least one clinically significant adverse 
event, including a reduction in 
mortality or a clinically significant 
complication; a decreased rate of at least 
one subsequent diagnostic or 
therapeutic intervention; a decreased 
number of future hospitalizations or 
physician visits; a more rapid beneficial 
resolution of the disease process 
treatment including, but not limited to, 
a reduced length of stay or recovery 
time; an improvement in one or more 
activities of daily living; an improved 
quality of life; or, a demonstrated greater 
medication adherence or compliance; or 

++ The totality of the circumstances 
otherwise demonstrates that the new 
medical service or technology 
substantially improves, relative to 
technologies previously available, the 
diagnosis or treatment of Medicare 
beneficiaries. 

• Evidence from the following 
published or unpublished information 
sources from within the United States or 
elsewhere may be sufficient to establish 
that a new medical service or 
technology represents an advance that 
substantially improves, relative to 
services or technologies previously 
available, the diagnosis or treatment of 
Medicare beneficiaries: Clinical trials, 
peer reviewed journal articles; study 
results; meta-analyses; consensus 
statements; white papers; patient 
surveys; case studies; reports; 
systematic literature reviews; letters 
from major healthcare associations; 
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editorials and letters to the editor; and 
public comments. Other appropriate 
information sources may be considered. 

• The medical condition diagnosed or 
treated by the new medical service or 
technology may have a low prevalence 
among Medicare beneficiaries. 

• The new medical service or 
technology may represent an advance 
that substantially improves, relative to 
services or technologies previously 
available, the diagnosis or treatment of 
a subpopulation of patients with the 
medical condition diagnosed or treated 
by the new medical service or 
technology. 

We refer the reader to the FY 2020 
IPPS/LTCH PPS final rule for additional 
discussion of the evaluation of 
substantial clinical improvement for 
purposes of new technology add-on 
payments under the IPPS. 

We note, consistent with the 
discussion in the FY 2003 IPPS Final 
Rule (67 FR 50015), although we are 
affiliated with FDA and we do not 
question FDA’s regulatory responsibility 
for decisions related to marketing 
authorization (for example, approval, 
clearance, etc.), we do not use FDA 
criteria to determine what drugs, 
devices, or technologies qualify for new 
technology add-on payments under 
Medicare. Our criteria do not depend on 
the standard of safety and efficacy on 
which FDA relies but on a 
demonstration of substantial clinical 
improvement in the Medicare 
population (particularly patients over 
age 65). 

d. Alternative Inpatient New 
Technology Add-on Payment Pathway 

Under § 412.87(c) and (d) of the 
regulations, beginning with applications 
for new technology add-on payments for 
FY 2021, certain transformative new 
devices and Qualified Infectious Disease 
Products (QIDPs) may qualify for the 
new technology add-on payment under 
an alternative pathway, as described in 
this section. We refer the reader to the 
FY 2020 IPPS/LTCH PPS final rule for 
complete discussion on this policy (84 
FR 42292 through 42297). We note, in 
section II.G.9.b. of this preamble, we 
discuss our final policy to expand our 
current alternative new technology add- 
on payment pathway for QIDPs to 
include products approved under the 
Limited Population Pathway for 
Antibacterial and Antifungal Drugs 
(LPAD) pathway. In addition, we are 
finalizing our policy to refer more 
broadly to ‘‘certain antimicrobial 
products’’ rather than specifying the 
particular FDA programs for 
antimicrobial products (that is, QIDPs 
and LPADs) that are the subject of the 

alternative new technology add-on 
payment pathway. (We refer the reader 
to section II.G.9.b. of this preamble 
below for a complete discussion 
regarding this final policy.) We note that 
a technology is not required to have the 
specified FDA designation at the time 
the new technology add-on payment 
application is submitted. CMS will 
review the application based on the 
information provided by the applicant 
under the alternative pathway specified 
by the applicant. However, to receive 
approval for the new technology add-on 
payment under that alternative 
pathway, the technology must have the 
applicable designation and meet all 
other requirements in the regulations in 
§ 412.87(c) and (d), as applicable. 

(1) Alternative Pathway for Certain 
Transformative New Devices 

For applications received for new 
technology add-on payments for FY 
2021 and subsequent fiscal years, if a 
medical device is part of FDA’s 
Breakthrough Devices Program and 
received FDA marketing authorization, 
it will be considered new and not 
substantially similar to an existing 
technology for purposes of the new 
technology add-on payment under the 
IPPS, and will not need to meet the 
requirement under § 412.87(b)(1) that it 
represent an advance that substantially 
improves, relative to technologies 
previously available, the diagnosis or 
treatment of Medicare beneficiaries. 
This policy is codified at § 412.87(c). 
Under this alternative pathway, a 
medical device that has received FDA 
marketing authorization (that is, has 
been approved or cleared by, or had a 
De Novo classification request granted 
by, FDA) and that is part of FDA’s 
Breakthrough Devices Program will 
need to meet the cost criterion under 
§ 412.87(b)(3), as reflected in 
§ 412.87(c)(3), and will be considered 
new as reflected in § 412.87(c)(2). We 
note, in section II.G.8. of the preamble 
of this final rule, we are clarifying our 
policy that a new medical device under 
this alternative pathway must receive 
marketing authorization for the 
indication covered by the Breakthrough 
Devices Program designation. (We refer 
the reader to section II.G.8. of this 
preamble below for a complete 
discussion regarding this clarification.) 

(2) Alternative Pathway for Qualified 
Infectious Disease Products (QIDPs) 

For applications received for new 
technology add-on payments for FY 
2021 and subsequent fiscal years, if a 
technology is designated by FDA as a 
QIDP and received FDA marketing 
authorization, it will be considered new 

and not substantially similar to an 
existing technology for purposes of new 
technology add-on payments and will 
not need to meet the requirement that it 
represent an advance that substantially 
improves, relative to technologies 
previously available, the diagnosis or 
treatment of Medicare beneficiaries. We 
codified this policy at § 412.87(d). 
Under this alternative pathway for 
QIDPs, a medical product that has 
received FDA marketing authorization 
and is designated by FDA as a QIDP will 
need to meet the cost criterion under 
§ 412.87(b)(3), as reflected in 
§ 412.87(d)(3), and will be considered 
new as reflected in § 412.87(d)(2). 

We refer the reader to the FY 2020 
IPPS/LTCH PPS final rule for complete 
discussion on this policy (84 FR 42292 
through 42297). We note, in section 
II.G.9.b. of the preamble of this final 
rule, we are clarifying a new medical 
product seeking approval for the new 
technology add-on payment under the 
alternative pathway for QIDPs must 
receive marketing authorization for the 
indication covered by the QIDP 
designation. (We refer the reader to 
section II.G.9.b. of this preamble below 
for a complete discussion regarding this 
clarification.) 

e. Additional Payment for New Medical 
Service or Technology 

The new medical service or 
technology add-on payment policy 
under the IPPS provides additional 
payments for cases with relatively high 
costs involving eligible new medical 
services or technologies, while 
preserving some of the incentives 
inherent under an average-based 
prospective payment system. The 
payment mechanism is based on the 
cost to hospitals for the new medical 
service or technology. For discharges 
occurring before October 1, 2019, under 
§ 412.88, if the costs of the discharge 
(determined by applying CCRs as 
described in § 412.84(h)) exceed the full 
DRG payment (including payments for 
IME and DSH, but excluding outlier 
payments), Medicare made an add-on 
payment equal to the lesser of: (1) 50 
percent of the costs of the new medical 
service or technology; or (2) 50 percent 
of the amount by which the costs of the 
case exceed the standard DRG payment. 

Beginning with discharges on or after 
October 1, 2019, for the reasons 
discussed in the FY 2020 IPPS/LTCH 
PPS final rule (84 FR 42297 through 
42300), we finalized an increase in the 
new technology add-on payment 
percentage, as reflected at 
§ 412.88(a)(2)(ii). Specifically, for a new 
technology other than a medical product 
designated by FDA as a QIDP, beginning 
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with discharges on or after October 1, 
2019, if the costs of a discharge 
involving a new technology (determined 
by applying CCRs as described in 
§ 412.84(h)) exceed the full DRG 
payment (including payments for IME 
and DSH, but excluding outlier 
payments), Medicare will make an add- 
on payment equal to the lesser of: (1) 65 
percent of the costs of the new medical 
service or technology; or (2) 65 percent 
of the amount by which the costs of the 
case exceed the standard DRG payment. 
For a new technology that is a medical 
product designated by FDA as a QIDP, 
beginning with discharges on or after 
October 1, 2019, if the costs of a 
discharge involving a new technology 
(determined by applying CCRs as 
described in § 412.84(h)) exceed the full 
DRG payment (including payments for 
IME and DSH, but excluding outlier 
payments), Medicare will make an add- 
on payment equal to the lesser of: (1) 75 
percent of the costs of the new medical 
service or technology; or (2) 75 percent 
of the amount by which the costs of the 
case exceed the standard DRG payment. 
As set forth in § 412.88(b)(2), unless the 
discharge qualifies for an outlier 
payment, the additional Medicare 
payment will be limited to the full MS– 
DRG payment plus 65 percent (or 75 
percent for a medical product 
designated by FDA as a QIDP) of the 
estimated costs of the new technology or 
medical service. 

We refer the reader to the FY 2020 
IPPS/LTCH PPS final rule (84 FR 42297 
through 42300) for complete discussion 
on the increase in the new technology 
add on payment beginning with 
discharges on or after October 1, 2019. 
We note, in section II.G.9.b. of the 
preamble of this final rule, we discuss 
our final policy to increase the new 
technology add-on payment percentage 
to 75 percent for products approved 
under FDA’s LPAD pathway. (We refer 
the reader to section II.G.9.b. of this 
preamble below for a complete 
discussion regarding this final policy.) 

Section 503(d)(2) of Public Law 108– 
173 provides that there shall be no 
reduction or adjustment in aggregate 
payments under the IPPS due to add-on 
payments for new medical services and 
technologies. Therefore, in accordance 
with section 503(d)(2) of Public Law 
108–173, add-on payments for new 
medical services or technologies for FY 
2005 and subsequent years have not 
been subjected to budget neutrality. 

f. Evaluation of Eligibility Criteria for 
New Medical Service or Technology 
Applications 

In the FY 2009 IPPS final rule (73 FR 
48561 through 48563), we modified our 

regulations at § 412.87 to codify our 
longstanding practice of how CMS 
evaluates the eligibility criteria for new 
medical service or technology add-on 
payment applications. That is, we first 
determine whether a medical service or 
technology meets the newness criterion, 
and only if so, do we then make a 
determination as to whether the 
technology meets the cost threshold and 
represents a substantial clinical 
improvement over existing medical 
services or technologies. We amended 
§ 412.87(c) to specify that all applicants 
for new technology add-on payments 
must have FDA approval or clearance by 
July 1 of the year prior to the beginning 
of the fiscal year for which the 
application is being considered. We 
note, in section II.G.9.c. of the preamble 
of this final rule, we discuss our 
finalized process by which a technology 
for which an application for new 
technology add-on payments is 
submitted under the alternative 
pathway for certain antimicrobial 
products would receive conditional 
approval for such payment, provided 
the product receives FDA marketing 
authorization by July 1 of the year for 
which the new technology add-on 
payment application was submitted. 
(We refer the reader to section II.G.9.c. 
of this preamble of this final rule for a 
complete discussion regarding this final 
policy.) 

g. Council on Technology and 
Innovation (CTI) 

The Council on Technology and 
Innovation at CMS oversees the agency’s 
cross-cutting priority on coordinating 
coverage, coding and payment processes 
for Medicare with respect to new 
technologies and procedures, including 
new drug therapies, as well as 
promoting the exchange of information 
on new technologies and medical 
services between CMS and other 
entities. The CTI, composed of senior 
CMS staff and clinicians, was 
established under section 942(a) of 
Public Law 108–173. The Council is co- 
chaired by the Director of the Center for 
Clinical Standards and Quality (CCSQ) 
and the Director of the Center for 
Medicare (CM), who is also designated 
as the CTI’s Executive Coordinator. 

The specific processes for coverage, 
coding, and payment are implemented 
by CM, CCSQ, and the local Medicare 
Administrative Contractors (MACs) (in 
the case of local coverage and payment 
decisions). The CTI supplements, rather 
than replaces, these processes by 
working to assure that all of these 
activities reflect the agency-wide 
priority to promote high-quality, 
innovative care. At the same time, the 

CTI also works to streamline, accelerate, 
and improve coordination of these 
processes to ensure that they remain up 
to date as new issues arise. To achieve 
its goals, the CTI works to streamline 
and create a more transparent coding 
and payment process, improve the 
quality of medical decisions, and speed 
patient access to effective new 
treatments. It is also dedicated to 
supporting better decisions by patients 
and doctors in using Medicare-covered 
services through the promotion of better 
evidence development, which is critical 
for improving the quality of care for 
Medicare beneficiaries. 

To improve the understanding of 
CMS’ processes for coverage, coding, 
and payment and how to access them, 
the CTI has developed an ‘‘Innovator’s 
Guide’’ to these processes. The intent is 
to consolidate this information, much of 
which is already available in a variety 
of CMS documents and in various 
places on the CMS website, in a user 
friendly format. This guide was 
published in 2010 and is available on 
the CMS website at: https://
www.cms.gov/Medicare/Coverage/ 
CouncilonTechInnov/Downloads/ 
Innovators-Guide-Master-7-23-15.pdf. 

As we indicated in the FY 2009 IPPS 
final rule (73 FR 48554), we invite any 
product developers or manufacturers of 
new medical services or technologies to 
contact the agency early in the process 
of product development if they have 
questions or concerns about the 
evidence that would be needed later in 
the development process for the 
agency’s coverage decisions for 
Medicare. 

The CTI aims to provide useful 
information on its activities and 
initiatives to stakeholders, including 
Medicare beneficiaries, advocates, 
medical product manufacturers, 
providers, and health policy experts. 
Stakeholders with further questions 
about Medicare’s coverage, coding, and 
payment processes, or who want further 
guidance about how they can navigate 
these processes, can contact the CTI at 
CTI@cms.hhs.gov. 

h. Application Information for New 
Medical Services or Technologies 

Applicants for add-on payments for 
new medical services or technologies for 
FY 2022 must submit a formal request, 
including a full description of the 
clinical applications of the medical 
service or technology and the results of 
any clinical evaluations demonstrating 
that the new medical service or 
technology represents a substantial 
clinical improvement (unless the 
application is under one of the 
alternative pathways as previously 
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described), along with a significant 
sample of data to demonstrate that the 
medical service or technology meets the 
high-cost threshold. Complete 
application information, along with 
final deadlines for submitting a full 
application, will be posted as it becomes 
available on the CMS website at: https:// 
www.cms.gov/Medicare/Medicare-Fee- 
for-Service-Payment/ 
AcuteInpatientPPS/newtech.html. To 
allow interested parties to identify the 
new medical services or technologies 
under review before the publication of 
the proposed rule for FY 2022, the CMS 
website also will post the tracking forms 
completed by each applicant. We note 
that the burden associated with this 
information collection requirement is 
the time and effort required to collect 
and submit the data in the formal 
request for add-on payments for new 
medical services and technologies to 
CMS. The aforementioned burden is 
subject to the PRA and approved under 
OMB control number 0938–1347. 

As discussed previously, in the FY 
2020 IPPS/LTCH PPS final rule, we 
adopted an alternative inpatient new 
technology add-on payment pathway for 
certain transformative new devices and 
for Qualified Infectious Disease 
Products, as set forth in the regulations 
at § 412.87(c) and (d). The change in 
burden associated with these changes to 
the new technology add-on payment 
application process were discussed in a 
revision of the information collection 
requirement (ICR) request currently 
approved under OMB control number 
0938–1347. In accordance with the 
implementing regulations of the PRA, 
we detailed the revisions of the ICR and 
published the required 60-day notice on 
August 15, 2019 (84 FR 41723) and 30- 
day notice on December 17, 2019 (84 FR 
68936) to solicit public comments. The 
ICR is currently pending OMB approval. 

2. Public Input Before Publication of a 
Notice of Proposed Rulemaking on Add- 
On Payments 

Section 1886(d)(5)(K)(viii) of the Act, 
as amended by section 503(b)(2) of Pub. 
L. 108–173, provides for a mechanism 
for public input before publication of a 
notice of proposed rulemaking regarding 
whether a medical service or technology 
represents a substantial clinical 
improvement or advancement. The 
process for evaluating new medical 
service and technology applications 
requires the Secretary to— 

• Provide, before publication of a 
proposed rule, for public input 
regarding whether a new service or 
technology represents an advance in 
medical technology that substantially 

improves the diagnosis or treatment of 
Medicare beneficiaries; 

• Make public and periodically 
update a list of the services and 
technologies for which applications for 
add-on payments are pending; 

• Accept comments, 
recommendations, and data from the 
public regarding whether a service or 
technology represents a substantial 
clinical improvement; and 

• Provide, before publication of a 
proposed rule, for a meeting at which 
organizations representing hospitals, 
physicians, manufacturers, and any 
other interested party may present 
comments, recommendations, and data 
regarding whether a new medical 
service or technology represents a 
substantial clinical improvement to the 
clinical staff of CMS. 

In order to provide an opportunity for 
public input regarding add-on payments 
for new medical services and 
technologies for FY 2021 prior to 
publication of the FY 2021 IPPS/LTCH 
PPS proposed rule, we published a 
notice in the Federal Register on 
October 8, 2019 (84 FR 53732), and held 
a town hall meeting at the CMS 
Headquarters Office in Baltimore, MD, 
on December 16, 2019. In the 
announcement notice for the meeting, 
we stated that the opinions and 
presentations provided during the 
meeting would assist us in our 
evaluations of applications by allowing 
public discussion of the substantial 
clinical improvement criterion for the 
FY 2021 new medical service and 
technology add-on payment 
applications before the publication of 
the FY 2021 IPPS/LTCH PPS proposed 
rule. 

We stated in the FY 2021 IPPS/LTCH 
PPS proposed rule that approximately 
100 individuals registered to attend the 
town hall meeting in person, while 
additional individuals listened over an 
open telephone line. We also live- 
streamed the town hall meeting and 
posted the morning and afternoon 
sessions of the town hall on the CMS 
YouTube web page at: https://
www.youtube.com/ 
watch?v=4z1AhEuGHqQ and https://
www.youtube.com/ 
watch?v=m26Xj1EzbIY, respectively. 
We considered each applicant’s 
presentation made at the town hall 
meeting, as well as written comments 
submitted on the applications that were 
received by the due date of January 3, 
2020, in our evaluation of the new 
technology add-on payment 
applications for FY 2021 in the 
development of the FY 2021 IPPS/LTCH 
PPS proposed rule. 

In response to the published notice 
and the December 16, 2019 New 
Technology Town Hall meeting, we 
received written comments regarding 
the applications for FY 2021 new 
technology add-on payments. We also 
noted in the FY 2021 IPPS/LTCH PPS 
proposed rule that we do not summarize 
comments that are unrelated to the 
‘‘substantial clinical improvement’’ 
criterion. As explained earlier and in 
the Federal Register notice announcing 
the New Technology Town Hall meeting 
(84 FR 53732 through 53734), the 
purpose of the meeting was specifically 
to discuss the substantial clinical 
improvement criterion in regard to 
pending new technology add-on 
payment applications for FY 2021. 
Therefore, we did not summarize those 
written comments in the proposed rule 
that are unrelated to the substantial 
clinical improvement criterion. In 
section II.G.5. of the preamble of the FY 
2021 IPPS/LTCH PPS proposed rule (85 
FR 32581 through 32678), we 
summarized comments regarding 
individual applications, or, if 
applicable, indicated that there were no 
comments received in response to the 
New Technology Town Hall meeting 
notice or New Technology Town Hall 
meeting, at the end of each discussion 
of the individual applications. 

3. ICD–10–PCS Section ‘‘X’’ Codes for 
Certain New Medical Services and 
Technologies 

As discussed in the FY 2016 IPPS/ 
LTCH PPS final rule (80 FR 49434), the 
ICD–10–PCS includes a new section 
containing the new Section ‘‘X’’ codes, 
which began being used with discharges 
occurring on or after October 1, 2015. 
Decisions regarding changes to ICD–10– 
PCS Section ‘‘X’’ codes will be handled 
in the same manner as the decisions for 
all of the other ICD–10–PCS code 
changes. That is, proposals to create, 
delete, or revise Section ‘‘X’’ codes 
under the ICD–10–PCS structure will be 
referred to the ICD–10 Coordination and 
Maintenance Committee. In addition, 
several of the new medical services and 
technologies that have been, or may be, 
approved for new technology add-on 
payments may now, and in the future, 
be assigned a Section ‘‘X’’ code within 
the structure of the ICD–10–PCS. We 
posted ICD–10–PCS Guidelines on the 
CMS website at: http://www.cms.gov/ 
Medicare/Coding/ICD10/2016-ICD-10- 
PCS-and-GEMs.html, including 
guidelines for ICD–10–PCS Section ‘‘X’’ 
codes. We encourage providers to view 
the material provided on ICD–10–PCS 
Section ‘‘X’’ codes. 
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4. FY 2021 Status of Technologies 
Approved for FY 2020 New Technology 
Add-On Payments 

In section II.G.4. of the proposed rule 
(85 FR 32572 through 32580), we 
discussed the proposed FY 2021 status 
of 18 technologies approved for FY 2020 
new technology add-on payments. In 
general, we extend new technology add- 
on payments for an additional year only 
if the 3-year anniversary date of the 
product’s entry onto the U.S. market 
occurs in the latter half of the upcoming 
fiscal year. We refer readers to a table 
at the end of this section summarizing 
for FY 2021 the name of each 
technology, newness start date, whether 
we are continuing or discontinuing the 
add-on payment for FY 2021, relevant 
final rule citations, final maximum add- 
on payment amount and coding 
assignments. 

a. KYMRIAH® (Tisagenlecleucel) and 
YESCARTA® (Axicabtagene Ciloleucel) 

Two manufacturers, Novartis 
Pharmaceuticals Corporation and Kite 
Pharma, Inc., submitted separate 
applications for new technology add-on 
payments for FY 2019 for KYMRIAH® 
(tisagenlecleucel) and YESCARTA® 
(axicabtagene ciloleucel), respectively. 
Both of these technologies are CD–19- 
directed T-cell immunotherapies used 
for the purposes of treating patients 
with aggressive variants of non-Hodgkin 
lymphoma (NHL). On May 1, 2018, 
Novartis Pharmaceuticals Corporation 
received FDA approval for 
KYMRIAH®’s second indication, the 
treatment of adult patients with 
relapsed or refractory (r/r) large B-cell 
lymphoma after two or more lines of 
systemic therapy including diffuse large 
B-cell lymphoma (DLBCL) not otherwise 
specified, high grade B-cell lymphoma 
and DLBCL arising from follicular 
lymphoma. On October 18, 2017, Kite 
Pharma, Inc. received FDA approval for 
the use of YESCARTA® indicated for 
the treatment of adult patients with r/r 
large B-cell lymphoma after two or more 
lines of systemic therapy, including 
DLBCL not otherwise specified, primary 
mediastinal large B-cell lymphoma, high 
grade B-cell lymphoma, and DLBCL 
arising from follicular lymphoma. With 
respect to the newness criterion, 
because potential cases representing 
patients who may be eligible for 
treatment using KYMRIAH® and 
YESCARTA® would group to the same 
MS–DRGs (because the same ICD–10– 
CM diagnosis codes and ICD–10–PCS 
procedures codes are used to report 
treatment using either KYMRIAH® or 
YESCARTA®), and because we believed 
that these technologies are intended to 

treat the same or similar disease in the 
same or similar patient population, and 
are purposed to achieve the same 
therapeutic outcome using the same or 
similar mechanism of action, we 
considered these two technologies to be 
substantially similar to each other. We 
refer readers to the FY 2019 IPPS/LTCH 
PPS final rule (83 FR 41285 through 
41286) and FY 2020 IPPS/LTCH/PPS 
final rule (84 FR 42185 through 42187) 
for a complete discussion. We stated in 
the FY 2019 IPPS/LTCH PPS final rule 
(83 FR 41285 through 41286) and FY 
2020 IPPS/LTCH PPS final rule (84 FR 
42185 through 42186) that in 
accordance with our policy, since we 
consider the technologies to be 
substantially similar to each other, it is 
appropriate to use the earliest market 
availability date submitted as the 
beginning of the newness period for 
both technologies. According to the 
applicant for YESCARTA®, the first 
commercial shipment of YESCARTA® 
was received by a certified treatment 
center on November 22, 2017. 
Therefore, based on our policy, with 
regard to both technologies, we stated 
that the beginning of the newness 
period would be November 22, 2017. 
KYMRIAH® and YESCARTA® were 
approved for new technology add-on 
payments for FY 2019 (83 FR 41299). 
We refer readers to section II.H.5.a. of 
the preamble of the FY 2019 IPPS/LTCH 
PPS final rule (83 FR 41283 through 
41299) and section II.H.4.d. of the 
preamble of the FY 2020 IPPS/LTCH 
PPS final rule (84 FR 42185 through 
42187) for a complete discussion of the 
new technology add-on payment 
application, coding and payment 
amount for KYMRIAH® and 
YESCARTA® for FY 2019 and FY 2020. 

Our policy is that a medical service or 
technology may continue to be 
considered ‘‘new’’ for purposes of new 
technology add-on payments within 2 or 
3 years after the point at which data 
begin to become available reflecting the 
inpatient hospital code assigned to the 
new service or technology. Our practice 
has been to begin and end new 
technology add-on payments on the 
basis of a fiscal year, and we have 
generally followed a guideline that uses 
a 6-month window before and after the 
start of the fiscal year to determine 
whether to extend the new technology 
add-on payment for an additional fiscal 
year. In general, we extend new 
technology add-on payments for an 
additional year only if the 3-year 
anniversary date of the product’s entry 
onto the U.S. market occurs in the latter 
half of the fiscal year (70 FR 47362). 

With regard to the newness criterion 
for KYMRIAH® and YESCARTA®, as 

discussed in the FY 2019 IPPS/LTCH 
PPS final rule, according to the 
applicant for YESCARTA®, the first 
commercial shipment of YESCARTA® 
was received by a certified treatment 
center on November 22, 2017. As 
previously stated, we use the earliest 
market availability date submitted as the 
beginning of the newness period for 
both KYMRIAH® and YESCARTA®. 
Therefore, we consider the beginning of 
the newness period for both KYMRIAH® 
and YESCARTA® to commence 
November 22, 2017. Because the 3-year 
anniversary date of the entry of the 
technology onto the U.S. market 
(November 22, 2020) will occur in the 
first half of FY 2021, we proposed to 
discontinue new technology add-on 
payments for this technology for FY 
2021. We invited public comments on 
our proposal to discontinue new 
technology add-on payments for 
KYMRIAH® and YESCARTA® for FY 
2021. 

Comment: Commenters supported 
CMS’ proposal to discontinue new 
technology add-on payments for 
KYMRIAH® and YESCARTA® for FY 
2021. One commenter expressed 
support for CMS’s proposal to either 
continue or discontinue new technology 
add-on payments based on the 
anniversary date of the product’s entry 
on the market, noting the exception of 
products that enter the U.S. market in 
the latter half of the fiscal year. 

We also received comments that were 
not supportive of the proposal. 
According to these commenters, the 
removal of new technology add-on 
payment eligibility for KYMRIAH® and 
YESCARTA® will widen the gap 
between therapy cost and 
reimbursement. According to the 
commenters, reimbursement provided 
through a new MS–DRG payment will 
not fully compensate providers for the 
extraordinarily high cost of the 
treatment and the expanding gaps 
between reimbursement and total cost of 
care may create barriers to this 
innovative treatment for Medicare 
beneficiaries. Another commenter 
offered that CMS has the authority to 
extend new technology add-on 
payments for CAR T-cell products into 
FY 2021 as the third program year. 
According to the commenter, although 
November 22, 2017 was the date the 
first FDA-approved CAR T-cell product 
was delivered for use to an approved 
facility, there were very few facilities 
even able to conduct these procedures, 
and of those, several were unwilling to 
do so due to the high cost of the product 
and low likelihood of getting paid for it. 
As such, the commenter indicated that 
November 22, 2017 is not the date to 
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most appropriately coincide with when 
the market was fully formed for CAR T- 
cell products and procedures, 
particularly within the Medicare 
beneficiary patient population. 
According to the commenter, a more 
appropriate date to describe when the 
market was fully formed, consisting of 
buyers and sellers of CAR T-cell 
products, was October 1, 2018, with the 
inclusion of CAR T-cell therapies within 
MS–DRG 016 for FY 2019. The 
commenter explained that they believe 
this date is the more appropriate ‘‘first 
year’’ of new technology add-on 
payment eligibility under the newness 
criterion, in which case the third year 
begins in full with the start of FY 2021. 
According to the commenter, even if 
CMS is unwilling or unable to consider 
this alternate conception of ‘‘market 
availability’’ and adjust the CAR T-cell 
newness date accordingly, CMS 
nonetheless retains the authority to 
simply waive its informal, internal ‘‘six 
months’’ policy and grant new 
technology add-on payment 
participation for the entirety of FY 2021 
as the third (and final) new technology 
add-on payment year for KYMRIAH® 
and YESCARTA®. Another commenter 
provided support for the extension of 
the new technology add-on payment to 
KYMRIAH® and YESCARTA® for 
another year but suggested that all CAR 
T-cell product that becomes FDA- 
approved automatically receive new 
technology add-on payment as well. 
Finally, other commenters stated a 
general support for a continuation of 
new technology add-on payments for all 
FDA approved CAR T-cell therapies for 
FY 2021. 

Response: We thank the commenters 
for their input and suggestions. While 
we appreciate the commenters’ 
concerns, with regard to the 
technology’s newness, as discussed in 
the FY 2005 IPPS final rule (69 FR 
49003), the timeframe that a new 
technology can be eligible to receive 
new technology add-on payments 
begins when data become available. 
Section 412.87(b)(2) states that a 
medical service or technology may be 
considered new within 2 or 3 years after 
the point at which data begin to become 
available reflecting the inpatient 
hospital code assigned to the new 
service or technology (depending on 
when a new code is assigned and data 
on the new service or technology 
become available for DRG recalibration). 
Section 412.87(b)(2) also states that after 
CMS has recalibrated the DRGs, based 
on available data, to reflect the costs of 
an otherwise new medical service or 
technology, the medical service or 

technology will no longer be considered 
‘‘new’’ under the criterion of the 
section. 

With respect to the comment that 
CMS should consider the date when the 
market was ‘‘fully formed’’ as the start 
of the newness period, we note that 
while CMS may consider a documented 
delay in a technology’s availability on 
the U.S. market in determining when 
the newness period begins, under our 
historical policy, we do not consider 
how frequently the medical service or 
technology has been used in our 
determination of newness (70 FR 
47349). Similarly, our policy for 
determining whether to extend new 
technology add-on payments for a third 
year generally applies regardless of the 
claims volume for the technology after 
the start of the newness period. As 
discussed in the FY 2006 IPPS final rule 
(70 FR 47349), we do not believe that 
case volume is a relevant consideration 
for making the determination as to 
whether a product is ‘‘new.’’ Consistent 
with the statute, a technology no longer 
qualifies as ‘‘new’’ once it is more than 
2 to 3 years old, irrespective of how 
frequently it has been used in the 
Medicare population. Therefore, if a 
product is more than 2 to 3 years old, 
we consider its costs to be included in 
the MS–DRG relative weights whether 
its use in the Medicare population has 
been frequent or infrequent. 

For these reasons, we do not agree 
that we should use October 1, 2018 as 
the start of the newness period or 
otherwise modify our policy for 
determining whether to extend new 
technology add-on payments for a third 
year in considering whether to continue 
new technology add-on payments for FY 
2021 for KYMRIAH® and YESCARTA®. 
Therefore, KYMRIAH® and 
YESCARTA® are no longer considered 
‘‘new’’ for purposes of new technology 
add-on payments for FY 2021. We are 
finalizing our proposal to discontinue 
new technology add-on payments for 
KYMRIAH® and YESCARTA® for FY 
2021. 

As discussed in section II.E.2.b. of the 
preamble of this final rule, currently 
procedures involving CAR T-cell 
therapies are identified with ICD–10– 
PCS procedure codes XW033C3 
(Introduction of engineered autologous 
chimeric antigen receptor t-cell 
immunotherapy into peripheral vein, 
percutaneous approach, new technology 
group 3) and XW043C3 (Introduction of 
engineered autologous chimeric antigen 
receptor t-cell immunotherapy into 
central vein, percutaneous approach, 
new technology group 3), which became 
effective October 1, 2017. As discussed 
in section II.E.2.b. of the preamble of 

this final rule, we are finalizing our 
proposal to create a new MS–DRG 018 
for cases reporting ICD–10–PCS 
procedure codes XW033C3 or XW043C3 
for FY 2021. We also refer readers to 
section II.G.1.a.(2).b. of the preamble of 
this final rule for a complete discussion 
of our final policy that, effective for FY 
2022, for applications for new 
technology add-on payments and for 
previously approved technologies that 
may continue to receive new technology 
add-on payments, the proposed 
threshold for the upcoming fiscal year 
for a proposed new MS–DRG would be 
used to evaluate the cost criterion for 
any new technologies that would be 
assigned to a proposed new MS–DRG. 
As we also discuss in section 
II.G.1.a.(2)b. of the preamble of this final 
rule, in the proposed rule we stated that 
in light of the significant variance in the 
threshold amount for proposed new 
MS–DRG 018 for cases involving CAR 
T-cell therapies, we proposed to apply 
this policy in evaluating the CAR T-cell 
therapy technologies for FY 2021 new 
technology add-on payments. We stated 
that this would include both the new FY 
2021 CAR T-cell therapy applications 
and those CAR T-cell therapy 
technologies previously approved for 
new technology add-on payments, 
KYMRIAH® and YESCARTA®. 
Therefore, in the proposed rule we 
stated that even if KYMRIAH® and/or 
YESCARTA® were still considered new 
and within the 3-year anniversary date 
of the entry of the technology onto the 
U.S. market, in determining whether 
these technologies would continue to be 
eligible for the new technology add-on 
payment, we proposed to evaluate 
whether they meet the cost criterion 
using the proposed threshold for the 
proposed new MS–DRG 018 for FY 2021 
payment. 

Per the applicants’ cost analyses in 
the FY 2019 IPPS/LTCH PPS final rule 
(83 FR 41291), the final inflated average 
case-weighted standardized charge per 
case for KYMRIAH® and YESCARTA® 
is $39,723 (not including the charges 
related to the technology) and $118,575 
(not including the charges related to the 
technology), respectively. However, we 
stated in the proposed rule that we now 
have cases involving the use of CAR T- 
cell therapy within the FY 2019 
MedPAR data that we believe represent 
cases that would be eligible for 
KYMRIAH® and YESCARTA® and 
which can be used to estimate the 
average standardized charge per case for 
purposes of the proposed rule. This 
charge information from the FY 2019 
MedPAR data can be found in the FY 
2021 Proposed Before Outliers Removed 
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(BOR) File (available on the CMS 
website) for Version 38 of the MS– 
DRGs. We stated that based on 
information from the FY 2021 Proposed 
BOR File for Version 38 of the MS– 
DRGs, the standardized charge per case 
for MS–DRG 018 is $913,224. The 
average case-weighted threshold amount 
based on the proposed new MS–DRG 
018 is $1,237,393. We stated that 
because this estimated average case- 
weighted standardized charge per case 
for KYMRIAH® and YESCARTA® 
($913,224) does not exceed the average 
case-weighted threshold amount for 
proposed new MS–DRG 018 
($1,237,393), we did not believe that the 
technology would meet the cost 
criterion and, as previously stated, 
proposed to discontinue new 
technology add-on payments for this 
technology for FY 2021. We invited 
public comment on our proposals. 

Comment: According to one 
commenter, CMS’ calculations 
explained in the proposal may be based 
on an inappropriate figure. According to 
the commenter, $913,244 was cited as 
the standardized charge per case for 
MS–DRG 018; however, based on a 
review of information released with the 
proposed rule, this figure is the standard 
deviation charges for those cases, rather 
than the average standardized charge. 
According to the commenter, the actual 
average standardized charge per case, 
according to the FY 2021 Proposed BOR 
file for Version 38 of the MS–DRGs is 
$1,387,946.33, which exceeds the cost 
threshold for MS–DRG 018. The 
commenter encouraged CMS to re-run 
its calculations and to clarify this issue 
and the amounts in the final rule. 

Response: We reviewed the data and 
agree we inadvertently used the wrong 
value for the average case-weighted 
standardized charge from the FY 2021 
Proposed BOR File. The commenter is 
correct that using the arithmetic mean 
charge of $1,387,946.33 would exceed 
the proposed threshold for new MS– 
DRG 018 of $1,237,393. As previously 
noted, KYMRIAH® and YESCARTA® 
are no longer considered ‘‘new’’ for 
purposes of new technology add-on 
payments for FY 2021 and therefore, as 
previously stated, we are finalizing our 
proposal to discontinue new technology 
add-on payments for KYMRIAH® and 
YESCARTA® for FY 2021. 

b. VYXEOSTM (Daunorubicin and 
Cytarabine) Liposome for Injection 

Jazz Pharmaceuticals, Inc. submitted 
an application for new technology add- 
on payments for the VYXEOSTM 
technology for FY 2019. VYXEOSTM 
was approved by FDA on August 3, 
2017, for the treatment of adults with 

newly diagnosed therapy-related acute 
myeloid leukemia (t-AML) or AML with 
myelodysplasia-related changes (AML– 
MRC). CMS approved VYXEOSTM for 
new technology add on payments for FY 
2019 (83 FR 41299). We refer readers to 
section II.H.5.b. of the preamble of the 
FY 2019 IPPS/LTCH PPS final rule (83 
FR 41299 through 41305) and section 
II.H.4.e. of the preamble of the FY 2020 
IPPS/LTCH PPS final rule (84 FR 42187 
through 42188) for a complete 
discussion of the new technology add 
on payment application, coding, and 
payment amount for VYXEOSTM for FY 
2019 and FY 2020. 

With regard to the newness criterion 
for VYXEOSTM, we consider the 
beginning of the newness period to 
commence when VYXEOSTM was 
approved by FDA (August 3, 2017). 
Because the 3-year anniversary date of 
the entry of the VYXEOSTM onto the 
U.S. market (August 3, 2020) will occur 
in FY 2020, we proposed to discontinue 
new technology add-on payments for 
this technology for FY 2021. We invited 
public comments on our proposal to 
discontinue new technology add-on 
payments for VYXEOSTM for FY 2021. 

Comment: A commenter supported 
CMS’ proposal to discontinue new 
technology add-on payments for 
VYXEOSTM for FY 2021. 

Response: We appreciate the 
commenter’s support. After 
consideration of the public comments 
we received, we are finalizing our 
proposal to discontinue new technology 
add-on payments for VYXEOSTM for FY 
2021. 

c. VABOMERETM (Meropenem and 
Vaborbactam) 

Melinta Therapeutics, Inc., submitted 
an application for new technology add- 
on payments for VABOMERETM for FY 
2019. VABOMERETM is indicated for 
use in the treatment of adult patients 
who have been diagnosed with 
complicated urinary tract infections 
(cUTIs), including pyelonephritis 
caused by designated susceptible 
bacteria. VABOMERETM received FDA 
approval on August 29, 2017 and was 
approved for new technology add on 
payments for FY 2019 (83 FR 41311). 
We refer readers to section II.H.5.c. of 
the preamble of the FY 2019 IPPS/LTCH 
PPS final rule (83 FR 41305 through 
41311) and section II.H.4.f. of the 
preamble of the FY 2020 IPPS/LTCH 
PPS final rule (84 FR 42188 through 
42189) for a complete discussion of the 
new technology add on payment 
application, coding, and payment 
amount for VABOMERETM for FY 2019 
and FY 2020. 

With regard to the newness criterion 
for VABOMERETM, we consider the 
beginning of the newness period to 
commence when VABOMERETM 
received FDA approval (August 29, 
2017). Because the 3-year anniversary 
date of the entry of VABOMERETM onto 
the U.S. market (August 29, 2020) will 
occur in FY 2020, we proposed to 
discontinue new technology add-on 
payments for this technology for FY 
2021. We invited public comments on 
our proposal to discontinue new 
technology add-on payments for 
VABOMERETM for FY 2021. 

Comment: Several commenters, 
including the applicant, did not support 
CMS’ proposal to discontinue new 
technology add-on payments for FY 
2021 for VABOMERETM. Commenters 
highlighted the global health crisis of 
antimicrobial resistance and 
corresponding importance of add-on 
payments for maintaining adequate 
patient access to novel antibiotics that 
are effective against multidrug resistant 
gram-negative bacteria. Some 
commenters acknowledged the 
infrequent use of VABOMERETM due to 
antibiotic stewardship considerations, 
but nonetheless expressed concern 
about the cost burden of novel agents 
like VABOMERETM in light of limited 
treatment options. A few commenters 
urged CMS to consider the data 
limitations regarding the infrequent use 
of novel antibiotics and their dispersion 
across many MS–DRGs as justification 
for continuing add-on payments for 
VABOMERETM for purposes of 
additional data collection and further 
opportunity for relevant MS–DRGs to 
adjust to the availability of 
VABOMERETM. A commenter, who is 
also the applicant, suggested that 
without appropriate reimbursement for 
novel antibiotics, such as 
VABOMERETM, it is unlikely that 
manufacturers will continue investing 
in these vitally necessary products. 

Several commenters described what 
they asserted was the particular value of 
VABOMERETM during the current 
public health emergency, as extended 
hospital stays and prolonged ventilator 
use for many COVID–19 patients can 
increase the risk of multidrug resistant 
bacterial infections. A commenter, who 
is also the applicant, suggested that 
CMS employ all of the tools within its 
authority to address the unprecedented 
financial challenges health care 
providers are facing as a result of the 
economic crisis caused by the COVID– 
19 pandemic and ensuing public health 
emergency, including, at a minimum, 
ensuring eligibility continues for the 
maximum period of time permitted by 
statute (currently, a full three years) for 
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qualified infectious disease products 
(QIDPs), including VABOMERETM. The 
applicant also encouraged CMS to 
implement a DRG carve-out policy for 
QIDPs that would provide for payment 
of QIDPs at 100 percent of ASP under 
the IPPS, which it asserted would 
improve the balance of incentives for 
providers who are treating patients with 
resistant infections, maintain the 
sustainability of companies that develop 
and commercialize QIDPs, as well as 
spur innovation in this critically 
important area affecting clinical 
outcomes and public health. 

Response: We thank the commenters 
for their comments. While we 
appreciate the commenters’ concerns, 
with regard to the technology’s 
newness, as discussed in the FY 2005 
IPPS final rule (69 FR 49003), the 
timeframe that a new technology can be 
eligible to receive new technology add- 
on payments begins when data become 
available. Section 412.87(b)(2) states 
that a medical service or technology 
may be considered new within 2 or 3 
years after the point at which data begin 
to become available reflecting the 
inpatient hospital code assigned to the 
new service or technology (depending 
on when a new code is assigned and 
data on the new service or technology 
become available for DRG recalibration). 
Section 412.87(b)(2) also states that after 
CMS has recalibrated the DRGs, based 
on available data, to reflect the costs of 
an otherwise new medical service or 
technology, the medical service or 
technology will no longer be considered 
‘‘new’’ under the criterion of the 
section. 

In addition, and as discussed in the 
FY 2006 IPPS final rule (70 FR 47349), 
we do not believe that case volume is 
a relevant consideration for making the 
determination as to whether a product 
is ‘‘new.’’ Consistent with the statute, a 
technology no longer qualifies as ‘‘new’’ 
once it is more than 2 to 3 years old, 
irrespective of how frequently it has 
been used in the Medicare population, 
or how many MS–DRGs the technology 
may be spread across. Therefore, if a 
product is more than 2 to 3 years old, 
we consider its costs to be included in 
the MS–DRG relative weights whether 
its use in the Medicare population has 
been frequent or infrequent. 
Additionally, we did not propose any 
policies relating to a DRG carve-out for 
QIDPs but appreciate the commenter’s 
suggestion. 

Based on the reasons stated above, 
VABOMERETM is no longer considered 
‘‘new’’ for purposes of new technology 
add-on payments for FY 2021. We are 
finalizing our proposal to discontinue 

new technology add-on payments for 
VABOMERETM for FY 2021. 

d. remedē® System 
Respicardia, Inc. submitted an 

application for new technology add-on 
payments for the remedē® System for 
FY 2019. The remedē® System is 
indicated for use as a transvenous 
phrenic nerve stimulator in the 
treatment of adult patients who have 
been diagnosed with moderate to severe 
central sleep apnea (CSA). On October 
6, 2017, the remedē® System was 
approved by FDA. The remedē® System 
was approved for new technology add 
on payments for FY 2019. We refer 
readers to section II.H.5.d. of the 
preamble of the FY 2019 IPPS/LTCH 
PPS final rule (83 FR 41311 through 
41320) and section II.H.4.g. of the 
preamble of the FY 2020 IPPS/LTCH 
PPS final rule (84 FR 42189 through 
42190) for a complete discussion of the 
new technology add on payment 
application, coding and payment 
amount for the remedē® System for FY 
2019 and FY 2020. 

With regard to the newness criterion 
for the remedē® System, as we have 
discussed in prior rulemaking, we 
consider the beginning of the newness 
period to commence when the remedē® 
System was approved by FDA on 
October 6, 2017. However, as we 
summarized in the FY 2020 IPPS/LTCH 
PPS final rule (84 FR 42189 through 
42190), a commenter on the FY 2020 
IPPS/LTCH PPS proposed rule, who was 
also the applicant, believed that the 
newness period for the remedē® System 
should start on February 1, 2018, 
instead of the FDA approval date of 
October 6, 2017. The commenter stated 
that due to the required build out of 
operational and commercial 
capabilities, the remedē® System was 
not commercially available upon FDA 
approval and the first case involving its 
use did not occur until February 1, 
2018. The commenter asserted that the 
date of the first implant should mark the 
start of the newness period since before 
that, the technology was not 
commercially available. In response to 
that comment, we indicated that we 
would consider the additional 
information the applicant provided 
when proposing whether to continue 
new technology add-on payments for 
the remedē® System for FY 2021. 

As we have discussed in prior 
rulemaking (77 FR 53348), generally, 
our policy is to begin the newness 
period on the date of FDA approval or 
clearance or, if later, the date of 
availability of the product on the U.S. 
market. With regard to the commenter’s 
assertion that the date of the first 

implant should mark the start of the 
newness period, we note that while we 
may consider a documented delay in a 
technology’s availability on the U.S. 
market in determining when the 
newness period begins, under our 
historical policy, we do not consider 
how frequently the medical service or 
technology has been used in our 
determination of newness (70 FR 
47349). As we discussed in the 
proposed rule, without additional 
information from the applicant, we 
cannot determine a newness date based 
on such a documented delay in 
commercial availability (and not the 
first case involving use of the remedē® 
System on February 1, 2018). However, 
even if we were to consider the newness 
period to commence on February 1, 
2018, as recommended by the 
commenter, such that the 3-year 
anniversary date of the entry of the 
remedē® System onto the U.S. market 
would be February 1, 2021 rather than 
October 6, 2020, that 3-year anniversary 
date would still occur within the first 
half of FY 2021. Because the 3-year 
anniversary date of the entry of the 
remedē® System onto the U.S. market 
will occur in the first half of FY 2021, 
we proposed to discontinue new 
technology add-on payments for this 
technology for FY 2021. We invited 
public comments on our proposal to 
discontinue new technology add-on 
payments for the remedē® System for 
FY 2021. 

Comment: A commenter supported 
CMS’ proposal to discontinue new 
technology add-on payments for FY 
2021 for the remedē® System. 

Response: We appreciate the 
commenter’s support. 

Comment: A commenter did not 
support CMS’ proposal to discontinue 
new technology add-on payments for FY 
2021 for the remedē® System. The 
commenter, who was also the applicant, 
requested that CMS extend for one 
additional year all new technology add- 
on payments set to expire at the end of 
FY 2020 due to the extraordinary 
circumstances of the COVID–19 public 
health emergency. They expressed 
concerns that the public health 
emergency dramatically limited 
availability of the remedē® System since 
March 2020, when most elective 
procedures were halted across the 
United States. The commenter stated 
that the reduced access to new 
technologies for Medicare beneficiaries 
should be factored into consideration of 
the newness period expiration date. 

Response: We thank the commenter 
for their comments. While we 
appreciate the commenter’s concerns, 
with regard to the technology’s 

VerDate Sep<11>2014 22:38 Sep 17, 2020 Jkt 250001 PO 00000 Frm 00182 Fmt 4701 Sfmt 4700 E:\FR\FM\18SER2.SGM 18SER2jb
el

l o
n 

D
S

K
JL

S
W

7X
2P

R
O

D
 w

ith
 R

U
LE

S
2



58613 Federal Register / Vol. 85, No. 182 / Friday, September 18, 2020 / Rules and Regulations 

newness, as discussed in the FY 2005 
IPPS final rule (69 FR 49003), the 
timeframe that a new technology can be 
eligible to receive new technology add- 
on payments begins when data become 
available. Section 412.87(b)(2) states 
that a medical service or technology 
may be considered new within 2 or 3 
years after the point at which data begin 
to become available reflecting the 
inpatient hospital code assigned to the 
new service or technology (depending 
on when a new code is assigned and 
data on the new service or technology 
become available for DRG recalibration). 
Section 412.87(b)(2) also states that after 
CMS has recalibrated the DRGs, based 
on available data, to reflect the costs of 
an otherwise new medical service or 
technology, the medical service or 
technology will no longer be considered 
‘‘new’’ under the criterion of the 
section. In addition, CMS’s policy for 
determining whether to extend new 
technology add-on payments for a third 
year generally applies regardless of the 
claims volume for the technology. As 
discussed in the FY 2006 IPPS final rule 
(70 FR 47349) and earlier in this section, 
we do not believe that case volume is 
a relevant consideration for making the 
determination as to whether a product 
is ‘‘new.’’ Consistent with the statute, a 
technology no longer qualifies as ‘‘new’’ 
once it is more than 2 to 3 years old, 
irrespective of how frequently it has 
been used in the Medicare population. 
Therefore, if a product is more than 2 
to 3 years old, we consider its costs to 
be included in the MS–DRG relative 
weights whether its use in the Medicare 
population has been frequent or 
infrequent. 

Based on the reasons stated above, the 
remedē® System is no longer considered 
‘‘new’’ for purposes of new technology 
add-on payments for FY 2021. We are 
finalizing our proposal to discontinue 
new technology add-on payments for 
the remedē® System for FY 2021. 

e. ZEMDRITM (Plazomicin) 
Achaogen, Inc. submitted an 

application for new technology add-on 
payments for ZEMDRITM (plazomicin) 
for FY 2019. According to the applicant, 
ZEMDRITM is a next generation 
aminoglycoside antibiotic, which has 
been found in vitro to have enhanced 
activity against many multidrug 
resistant (MDR) gram-negative bacteria. 
The applicant received approval from 
FDA on June 25, 2018, for use in the 
treatment of adults who have been 
diagnosed with cUTIs, including 
pyelonephritis. ZEMDRITM was 
approved for new technology add on 
payments for FY 2019 (83 FR 41334). 
We refer readers to section II.H.5.f. of 

the preamble of the FY 2019 IPPS/LTCH 
PPS final rule (83 FR 41326 through 
41334) and section II.H.4.h. of the 
preamble of the FY 2020 IPPS/LTCH 
PPS final rule (84 FR 42190 through 
42191) for a complete discussion of the 
new technology add on payment 
application, coding and payment 
amount for ZEMDRITM for FY 2019 and 
FY 2020. 

With regard to the newness criterion 
for ZEMDRITM, we consider the 
beginning of the newness period to 
commence when ZEMDRITM was 
approved by FDA on June 25, 2018. As 
discussed previously in this section, in 
general, we extend new technology add- 
on payments for an additional year only 
if the 3-year anniversary date of the 
product’s entry onto the U.S. market 
occurs in the latter half of the upcoming 
fiscal year. Because the 3-year 
anniversary date of the entry of 
ZEMDRITM onto the U.S. market (June 
25, 2021) will occur in the second half 
of FY 2021, we proposed to continue 
new technology add-on payments for 
this technology for FY 2021. We 
proposed that the maximum new 
technology add-on payment amount for 
a case involving the use of ZEMDRITM 
would remain at $4,083.75 for FY 2021 
(we refer readers to the FY 2020 IPPS/ 
LTCH PPS final rule for complete 
discussion of the calculation of the new 
technology add on payment amount for 
ZEMDRITM). Cases involving 
ZEMDRITM that are eligible for new 
technology add-on payments are 
identified by ICD–10–PCS procedure 
codes XW033G4 (Introduction of 
Plazomicin anti-infective into 
peripheral vein, percutaneous approach, 
new technology group 4) or XW043G4 
(Introduction of Plazomicin 
antiinfective into central vein, 
percutaneous approach, new technology 
group 4). We invited public comments 
on our proposal to continue new 
technology add-on payments for 
ZEMDRITM for FY 2021. 

Comment: A commenter supported 
CMS’ proposal to continue new 
technology add-on payments for 
ZEMDRITM for FY 2021. 

Response: We appreciate the 
commenter’s support. After 
consideration of the public comments 
we received, we are finalizing our 
proposal to continue new technology 
add-on payments for ZEMDRITM for FY 
2021. The maximum new technology 
add-on payment amount for a case 
involving the use of ZEMDRITM will 
remain at $4,083.75 for FY 2021; that is, 
75 percent of the average cost of the 
technology. 

f. GIAPREZATM (angiotensin II) 

The La Jolla Pharmaceutical Company 
submitted an application for new 
technology add-on payments for 
GIAPREZATM for FY 2019. 
GIAPREZATM, a synthetic human 
angiotensin II, is administered through 
intravenous infusion to raise blood 
pressure in adult patients who have 
been diagnosed with septic or other 
distributive shock. GIAPREZATM was 
granted a Priority Review designation 
under FDA’s expedited program and 
received FDA approval on December 21, 
2017, for the use in the treatment of 
adults who have been diagnosed with 
septic or other distributive shock as an 
intravenous infusion to increase blood 
pressure. GIAPREZATM was approved 
for new technology add on payments for 
FY 2019 (83 FR 41342). We refer readers 
to section II.H.5.g. of the preamble of the 
FY 2019 IPPS/LTCH PPS final rule (83 
FR 41334 through 41342) and section 
II.H.4.i. of the preamble of the FY 2020 
IPPS/LTCH PPS final rule (84 FR 42191) 
for a complete discussion of the new 
technology add on payment application, 
coding and payment amount for 
GIAPREZATM for FY 2019 and FY 2020. 

With regard to the newness criterion 
for GIAPREZATM, we consider the 
beginning of the newness period to 
commence when GIAPREZATM was 
approved by FDA (December 21, 2017). 
As discussed previously in this section, 
in general, we extend new technology 
add-on payments for an additional year 
only if the 3-year anniversary date of the 
product’s entry onto the U.S. market 
occurs in the latter half of the upcoming 
fiscal year. Because the 3-year 
anniversary date of the entry of 
GIAPREZATM onto the U.S. market 
(December 21, 2020) will occur in the 
first half of FY 2021, we proposed to 
discontinue new technology add-on 
payments for this technology for FY 
2021. We invited public comments on 
our proposal to discontinue new 
technology add-on payments for 
GIAPREZATM for FY 2021. 

Comment: A commenter supported 
CMS’ proposal to discontinue new 
technology add-on payments for 
GIAPREZATM for FY 2021. 

Response: We appreciate the 
commenter’s support. After 
consideration of the public comments 
we received, we are finalizing our 
proposal to discontinue new technology 
add-on payments for GIAPREZATM for 
FY 2021. 

g. Cerebral Protection System (Sentinel® 
Cerebral Protection System) 

Claret Medical, Inc. submitted an 
application for new technology add-on 
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payments for the Cerebral Protection 
System (Sentinel® Cerebral Protection 
System) for FY 2019. According to the 
applicant, the Sentinel Cerebral 
Protection System is indicated for the 
use as an embolic protection (EP) device 
to capture and remove thrombus and 
debris while performing transcatheter 
aortic valve replacement (TAVR) 
procedures. The device is 
percutaneously delivered via the right 
radial artery and is removed upon 
completion of the TAVR procedure. The 
De Novo request for the Sentinel® 
Cerebral Protection System was granted 
by FDA on June 1, 2017. The Sentinel 
Cerebral Protection System was 
approved for new technology add on 
payments for FY 2019 (83 FR 41348). 
We refer readers to section II.H.5.h. of 
the preamble of the FY 2019 IPPS/LTCH 
PPS final rule (83 FR 41342 through 
41348) and section II.H.4.j. of the 
preamble of the FY 2020 IPPS/LTCH 
PPS final rule (84 FR 42191 through 
42192) for a complete discussion the 
new technology add on payment 
application, coding, and payment 
amount for the Sentinel® Cerebral 
Protection System for FY 2019 and FY 
2020. 

With regard to the newness criterion 
for the Sentinel® Cerebral Protection 
System, we consider the beginning of 
the newness period to commence when 
FDA granted the De Novo request for the 
Sentinel® Cerebral Protection System 
(June 1, 2017). Because the 3-year 
anniversary date of the entry of the 
Sentinel® Cerebral Protection System 
onto the U.S. market (June 1, 2020) will 
occur in FY 2020, we proposed to 
discontinue new technology add-on 
payments for this technology for FY 
2021. We invited public comments on 
our proposal to discontinue new 
technology add-on payments for the 
Sentinel® Cerebral Protection System 
for FY 2021. 

Comment: A commenter supported 
CMS’ proposal to discontinue new 
technology add-on payments for the 
Sentinel® Cerebral Protection System 
for FY 2021. 

Response: We appreciate the 
commenter’s support. After 
consideration of the public comments 
we received, we are finalizing our 
proposal to discontinue new technology 
add-on payments for the Sentinel® 
Cerebral Protection System for FY 2021. 

h. The AQUABEAM System 
(Aquablation) 

PROCEPT BioRobotics Corporation 
submitted an application for new 
technology add-on payments for the 
AQUABEAM System (Aquablation) for 
FY 2019. According to the applicant, the 

AQUABEAM System is indicated for the 
use in the treatment of patients 
experiencing lower urinary tract 
symptoms caused by a diagnosis of 
benign prostatic hyperplasia (BPH). 
FDA granted the AQUABEAM System’s 
De Novo request on December 21, 2017, 
for use in the resection and removal of 
prostate tissue in males suffering from 
lower urinary tract symptoms (LUTS) 
due to benign prostatic hyperplasia. The 
AQUABEAM System was approved for 
new technology add on payments for FY 
2019 (83 FR 41355). We refer readers to 
section II.H.5.i. of the preamble of the 
FY 2019 IPPS/LTCH PPS final rule (83 
FR 41348 through 41355) and section 
II.H.4.k. of the preamble of the FY 2020 
IPPS/LTCH PPS final rule (84 FR 42192 
through 42193) for a complete 
discussion of the new technology add 
on payment application, coding, and 
payment for the AQUABEAM System 
for FY 2019 and FY 2020. 

With regard to the newness criterion 
for the AQUABEAM System, we 
consider the beginning of the newness 
period to commence on the date FDA 
granted the De Novo request (December 
21, 2017). As discussed previously in 
this section, in general, we extend new 
technology add-on payments for an 
additional year only if the 3-year 
anniversary date of the product’s entry 
onto the U.S. market occurs in the latter 
half of the upcoming fiscal year. 
Because the 3-year anniversary date of 
the entry of the AQUABEAM System 
onto the U.S. market (December 21, 
2020) will occur in the first half of FY 
2021, we proposed to discontinue new 
technology add-on payments for this 
technology for FY 2021. We invited 
public comments on our proposal to 
discontinue new technology add-on 
payments for the AQUABEAM System 
for FY 2021. 

Comment: A commenter supported 
CMS’ proposal to discontinue new 
technology add-on payments for the 
AQUABEAM System for FY 2021. 

Response: We appreciate the 
commenter’s support. After 
consideration of the public comments 
we received, we are finalizing our 
proposal to discontinue new technology 
add-on payments for the AQUABEAM 
System for FY 2021. 

i. AndexXaTM (coagulation factor Xa 
(recombinant), inactivated-zhzo) 

Portola Pharmaceuticals, Inc. (Portola) 
submitted an application for new 
technology add-on payments for FY 
2019 for the use of AndexXaTM 
(coagulation factor Xa (recombinant), 
inactivated-zhzo). AndexXaTM received 
FDA approval on May 3, 2018, and is 
indicated for use in the treatment of 

patients who are receiving treatment 
with rivaroxaban and apixaban, when 
reversal of anticoagulation is needed 
due to life-threatening or uncontrolled 
bleeding. AndexXaTM was approved for 
new technology add on payments for FY 
2019 (83 FR 41362). We refer readers to 
section II.H.5.j. of the preamble of the 
FY 2019 IPPS/LTCH PPS final rule (83 
FR 41355 through 41362) and section 
II.H.4.k. of the preamble of the FY 2020 
IPPS/LTCH PPS final rule (84 FR 42193 
through 42194) for a complete 
discussion of the new technology add 
on payment application, coding, and 
payment amount for AndexXaTM for FY 
2019 and FY 2020. 

With regard to the newness criterion 
for AndexXaTM, we consider the 
beginning of the newness period to 
commence when AndexXaTM received 
FDA approval (May 3, 2018). As 
discussed previously in this section, in 
general, we extend new technology add- 
on payments for an additional year only 
if the 3-year anniversary date of the 
product’s entry onto the U.S. market 
occurs in the latter half of the upcoming 
fiscal year. Because the 3-year 
anniversary date of the entry of 
AndexXaTM onto the U.S. market (May 
3, 2021) will occur in the second half of 
FY 2021, we proposed to continue new 
technology add-on payments for this 
technology for FY 2021. We proposed 
that the maximum new technology add- 
on payment for a case involving 
AndexXaTM would remain at $18,281.25 
for FY 2021 (we refer readers to the FY 
2020 IPPS/LTCH PPS final rule for 
complete discussion of the calculation 
of the new technology add on payment 
amount for AndexXaTM). Cases 
involving the use of AndexXaTM that are 
eligible for new technology add-on 
payments are identified by ICD–10–PCS 
procedure codes XW03372 
(Introduction of inactivated coagulation 
factor Xa into peripheral vein, 
percutaneous approach, new technology 
group 2) or XW04372 (Introduction of 
inactivated coagulation factor Xa into 
central vein, percutaneous approach, 
new technology group 2). We invited 
public comments on our proposal to 
continue new technology add-on 
payments for AndexXaTM for FY 2021. 

Comment: Several commenters, 
including the applicant, supported 
CMS’ proposal to continue new 
technology add-on payments for FY 
2021 for AndexXaTM. 

Response: We appreciate the 
commenters’ support. After 
consideration of the public comments 
we received, we are finalizing our 
proposal to continue new technology 
add-on payments for AndexXaTM for FY 
2021. The maximum new technology 
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add-on payment amount for a case 
involving AndexXaTM will remain at 
$18,281.25 for FY 2021; that is, 65 
percent of the average cost of the 
technology. 

j. AZEDRA® (iobenguane Iodine-131) 
Solution 

Progenics Pharmaceuticals, Inc. 
submitted an application for new 
technology add-on payments for 
AZEDRA® (iobenguane Iodine-131) for 
FY 2020. AZEDRA® is a drug solution 
formulated for intravenous (IV) use in 
the treatment of patients who have been 
diagnosed with obenguane avid 
malignant and/or recurrent and/or 
unresectable pheochromocytoma and 
paraganglioma (PPGL). AZEDRA was 
approved by FDA on July 30, 2018, as 
a radioactive therapeutic agent 
indicated for the treatment of adult and 
pediatric patients 12 years and older 
with iobenguane scan positive, 
unresectable, locally advanced or 
metastatic pheochromocytoma or 
paraganglioma who require systemic 
anticancer therapy. AZEDRA® was 
approved for new technology add on 
payments for FY 2020. We refer readers 
to section II.H.5.a. of the preamble of the 
FY 2020 IPPS/LTCH PPS final rule (84 
FR 42194 through 42201) for a complete 
discussion of the new technology add 
on payment application, coding and 
payment amount for AZEDRA® for FY 
2020. 

With regard to the newness criterion 
for AZEDRA®, we consider the 
beginning of the newness period to 
commence when AZEDRA® was 
approved by FDA (July 30, 2018). As 
discussed previously in this section, in 
general, we extend new technology add- 
on payments for an additional year only 
if the 3-year anniversary date of the 
product’s entry onto the U.S. market 
occurs in the latter half of the upcoming 
fiscal year. Because the 3-year 
anniversary date of the entry of 
AZEDRA® onto the U.S. market (July 30, 
2021) will occur in the second half of 
FY 2021, we proposed to continue new 
technology add-on payments for this 
technology for FY 2021. We proposed 
that the maximum new technology add- 
on payment for a case involving 
AZEDRA® would remain at $98,150 for 
FY 2021 (we refer readers to the FY 
2020 IPPS/LTCH PPS final rule for 
complete discussion of the calculation 
of the new technology add on payment 
amount for AZEDRA®). Cases involving 
the use of AZEDRA® that are eligible for 
new technology add-on payments are 
identified by ICD–10–PCS procedure 
codes XW033S5 (Introduction of 
Iobenguane I–131 antineoplastic into 
peripheral vein, percutaneous approach, 

new technology group 5), and XW043S5 
(Introduction of Iobenguane I–131 
antineoplastic into central vein, 
percutaneous approach, new technology 
group 5). We invited public comments 
on our proposal to continue new 
technology add-on payments for 
AZEDRA® for FY 2021. 

Comment: Several commenters 
supported CMS’ proposal to continue 
new technology add-on payments for FY 
2021 for AZEDRA®. 

Response: We appreciate the 
commenters’ support. After 
consideration of the public comments 
we received, we are finalizing our 
proposal to continue new technology 
add-on payments for AZEDRA® for FY 
2021. The maximum new technology 
add-on payment amount for a case 
involving AZEDRA® will remain at 
$98,150.00 for FY 2021; that is, 65 
percent of the average cost of the 
technology. 

k. CABLIVI® (caplacizumab-yhdp) 
The Sanofi Company submitted an 

application for new technology add-on 
payments for CABLIVI® (caplacizumab- 
yhdp) for FY 2020. The applicant 
described CABLIVI® as a humanized 
bivalent nanobody consisting of two 
identical building blocks joined by a tri 
alanine linker, which is administered 
through intravenous and subcutaneous 
injection to inhibit microclot formation 
in adult patients who have been 
diagnosed with acquired thrombotic 
thrombocytopenic purpura (aTTP). 
CABLIVI® received FDA approval on 
February 6, 2019, for the treatment of 
adult patients with acquired aTTP, in 
combination with plasma exchange and 
immunosuppressive therapy. CABLIVI® 
was approved for new technology add 
on payments for FY 2020. We refer 
readers to section II.H.5.b. of the 
preamble of the FY 2020 IPPS/LTCH 
PPS final rule (84 FR 42201 through 
42208) for a complete discussion of the 
new technology add on payment 
application, coding, and payment 
amount for CABLIVI® for FY2020. 

With regard to the newness criterion 
for CABLIVI®, we consider the 
beginning of the newness period to 
commence when CABLIVI® was 
approved by FDA (February 6, 2019). 
Because the 3-year anniversary date of 
the entry of CABLIVI® onto the U.S. 
market (February 6, 2022) will occur 
after FY 2021, we proposed to continue 
new technology add-on payments for 
this technology for FY 2021. We 
proposed that the maximum new 
technology add-on payment for a case 
involving CABLIVI® would remain at 
$33,215 for FY 2021 (we refer readers to 
the FY 2020 IPPS/LTCH PPS final rule 

for complete discussion of the 
calculation of the new technology add 
on payment amount for CABLIVI®). 
Cases involving the use of CABLIVI® 
that are eligible for new technology add- 
on payments are identified by ICD–10– 
PCS procedure codes XW013W5 
(Introduction of Caplacizumab into 
subcutaneous tissue, percutaneous 
approach, new technology group 5), 
XW033W5 (Introduction of 
Caplacizumab into peripheral vein, 
percutaneous approach, new technology 
group 5) and XW043W5 (Introduction of 
Caplacizumab into central vein, 
percutaneous approach, new technology 
group 5). We invited public comments 
on our proposal to continue new 
technology add-on payments for 
CABLIVI® for FY 2021. 

Comment: A commenter supported 
CMS’ proposal to continue new 
technology add-on payments for 
CABLIVI® for FY 2021. 

Response: We appreciate the 
commenter’s support. After 
consideration of the public comments 
we received, we are finalizing our 
proposal to continue new technology 
add-on payments for CABLIVI® for FY 
2021. The maximum new technology 
add-on payment amount for a case 
involving CABLIVI® will remain at 
$33,215 for FY 2021; that is, 65 percent 
of the average cost of the technology. 

l. ELZONRISTM (tagraxofusp-erzs) 
Stemline Therapeutics submitted an 

application for new technology add-on 
payments for ELZONRISTM for FY 2020. 
ELZONRISTM (tagraxofusp-erzs) is a 
targeted therapy for the treatment of 
blastic plasmacytoid dendritic cell 
neoplasm (BPDCN) administered via 
infusion. On December 21, 2018, FDA 
approved ELZONRISTM for the 
treatment of blastic plasmacytoid 
dendritic cell neoplasm in adults and in 
pediatric patients 2 years old and older. 
ELZONRISTM was approved for new 
technology add on payments for FY 
2020. We refer readers to section 
II.H.5.e. of the preamble of the FY 2020 
IPPS/LTCH PPS final rule (84 FR 42231 
through 42237) for a complete 
discussion of the new technology add 
on payment application, coding and 
payment amount for ELZONRISTM for 
FY 2020. 

With regard to the newness criterion 
for ELZONRISTM, we consider the 
beginning of the newness period to 
commence when ELZONRISTM was 
approved by FDA (December 21, 2018). 
Because the 3-year anniversary date of 
the entry of ELZONRISTM onto the U.S. 
market (December 21, 2021) will occur 
after FY 2021, we proposed to continue 
new technology add-on payments for 
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this technology for FY 2021. We 
proposed that the maximum new 
technology add-on payment for a case 
involving ELZONRISTM would remain 
at $125,448.05 for FY 2021 (we refer 
readers to the FY 2020 IPPS/LTCH PPS 
final rule for complete discussion of the 
calculation of the new technology add 
on payment amount for ELZONRISTM). 
Cases involving the use of ELZONRISTM 
that are eligible for new technology add- 
on payments are identified by ICD–10– 
PCS procedure codes XW033Q5 
(Introduction of Tagraxofusp-erzs 
antineoplastic into peripheral vein, 
percutaneous approach, new 
technology, group 5) and XW043Q5 
(Introduction of Tagraxofusp-erzs 
antineoplastic into central vein, 
percutaneous approach, new technology 
group 5). We invited public comments 
on our proposal to continue new 
technology add-on payments for 
ELZONRISTM for FY 2021. 

Comment: A commenter supported 
CMS’ proposal to continue new 
technology add-on payments for 
ELZONRISTM for FY 2021. 

Response: We appreciate the 
commenter’s support. After 
consideration of the public comments 
we received, we are finalizing our 
proposal to continue new technology 
add-on payments for ELZONRISTM for 
FY 2021. The maximum new technology 
add-on payment amount for a case 
involving ELZONRISTM will remain at 
$125,448.05 for FY 2021; that is, 65 
percent of the average cost of the 
technology. 

m. BalversaTM (Erdafitinib) 

Johnson & Johnson Health Care 
Systems, Inc. (on behalf of Janssen 
Oncology, Inc.) submitted an 
application for new technology add-on 
payments for BalversaTM for FY 2020. 
BalversaTM is indicated for the second 
line treatment of adult patients who 
have been diagnosed with locally 
advanced or metastatic urothelial 
carcinoma whose tumors exhibit certain 
fibroblast growth factor receptor (FGFR) 
genetic alterations as detected by an 
FDA-approved test, and who have 
disease progression during or following 
at least one line of prior chemotherapy 
including within 12 months of 
neoadjuvant or adjuvant chemotherapy. 
BalversaTM received FDA approval on 
April 12, 2019. BalversaTM was 
approved for new technology add on 
payments for FY 2020. We refer readers 
to section II.H.5.f. of the preamble of the 
FY 2020 IPPS/LTCH PPS final rule (84 
FR 42237 through 42242) for a complete 
discussion of the new technology add 
on payment application, coding and 

payment amount for BalversaTM for FY 
2020. 

With regard to the newness criterion 
for BalversaTM, we consider the 
beginning of the newness period to 
commence when BalversaTM was 
approved by FDA (April 12, 2019). 
Because the 3-year anniversary date of 
the entry of BalversaTM onto the U.S. 
market (April 12, 2022) will occur after 
FY 2021, we proposed to continue new 
technology add-on payments for this 
technology for FY 2021. We proposed 
that the maximum new technology add- 
on payment for a case involving 
BalversaTM would remain at $3,563.23 
for FY 2021 (we refer readers to the FY 
2020 IPPS/LTCH PPS final rule for 
complete discussion of the calculation 
of the new technology add on payment 
amount for BalversaTM). Cases involving 
the use of BalversaTM that are eligible 
for new technology add-on payments 
are identified by ICD–10–PCS procedure 
code XW0DXL5 (Introduction of 
Erdafitinib antineoplastic into mouth 
and pharynx, external approach, new 
technology group 5). We invited public 
comments on our proposal to continue 
new technology add-on payments for 
BalversaTM for FY 2021. 

Comment: A commenter supported 
CMS’ proposal to continue new 
technology add-on payments for 
BalversaTM for FY 2021. 

Response: We appreciate the 
commenter’s support. After 
consideration of the public comments 
we received, we are finalizing our 
proposal to continue new technology 
add-on payments for BalversaTM for FY 
2021. The maximum new technology 
add-on payment amount for a case 
involving BalversaTM will remain at 
$3,563.23 for FY 2021; that is, 65 
percent of the average cost of the 
technology. 

n. ERLEADATM (Apalutamide) 

Johnson & Johnson Health Care 
Systems Inc., on behalf of Janssen 
Products, LP, Inc., submitted an 
application for new technology add-on 
payments for ERLEADATM 
(apalutamide) for FY 2020. This oral 
drug is an androgen receptor inhibitor 
approved by FDA on February 14, 2018, 
for the treatment of patients who have 
been diagnosed with non-metastatic 
castration-resistant prostate cancer 
(nmCRPC). ERLEADATM was approved 
for new technology add on payments for 
FY 2020. We refer readers to section 
II.H.5.g. of the preamble of the FY 2020 
IPPS/LTCH PPS final rule (84 FR 42242 
through 42247) for a complete 
discussion of the new technology add 
on payment application, coding and 

payment amount for ERLEADATM for 
FY 2020. 

With regard to the newness criterion 
for ERLEADATM, we consider the 
beginning of the newness period to 
commence when ERLEADATM was 
approved by FDA (February 14, 2018). 
As discussed previously in this section, 
in general, we extend new technology 
add-on payments for an additional year 
only if the 3-year anniversary date of the 
product’s entry onto the U.S. market 
occurs in the latter half of the upcoming 
fiscal year. Because the 3-year 
anniversary date of the entry of 
ERLEADATM onto the U.S. market 
(February 14, 2021) will occur in the 
first half of FY 2021, we proposed to 
discontinue new technology add-on 
payments for this technology for FY 
2021. We invited public comments on 
our proposal to discontinue new 
technology add-on payments for 
ERLEADATM for FY 2021. 

Comment: A commenter supported 
CMS’ proposal to discontinue new 
technology add-on payments for 
ERLEADATM for FY 2021. 

Response: We appreciate the 
commenter’s support. After 
consideration of the public comments 
we received, we are finalizing our 
proposal to discontinue new technology 
add-on payments for ERLEADATM for 
FY 2021. 

o. SPRAVATOTM (Esketamine) 
Johnson & Johnson Health Care 

Systems, Inc., on behalf of Janssen 
Pharmaceuticals, Inc., submitted an 
application for new technology add-on 
payments for SPRAVATOTM 
(Esketamine) nasal spray for FY 2020. 
The FDA-approved indication for 
SPRAVATOTM is treatment resistant 
depression (TRD). SPRAVATOTM Nasal 
Spray was approved by FDA March 5, 
2019. SPRAVATOTM was approved for 
new technology add on payments for FY 
2020. We refer readers to section 
II.H.5.h. of the preamble of the FY 2020 
IPPS/LTCH PPS final rule (84 FR 42247 
through 42256) for a complete 
discussion of the new technology add 
on payment application, coding and 
payment amount for SPRAVATOTM for 
FY 2020. 

With regard to the newness criterion 
for SPRAVATOTM, we consider the 
beginning of the newness period to 
commence when SPRAVATOTM was 
approved by FDA (March 5, 2019). 
Because the 3-year anniversary date of 
the entry of SPRAVATOTM onto the U.S. 
market (March 5, 2022) will occur after 
FY 2021, we proposed to continue new 
technology add-on payments for this 
technology for FY 2021. We proposed 
that the maximum new technology add- 
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on payment for a case involving 
SPRAVATOTM would remain at 
$1,014.79 for FY 2021 (we refer readers 
to the FY 2020 IPPS/LTCH PPS final 
rule for complete discussion of the 
calculation of the new technology add 
on payment amount for SPRAVATOTM). 

In the FY 2020 IPPS/LTCH PPS 
proposed rule (84 FR 19329), we noted 
that the applicant had submitted a 
request to the ICD–10 Coordination and 
Maintenance Committee for approval for 
a unique ICD–10–PCS procedure code to 
specifically identify cases involving the 
use of SPRAVATOTM, beginning in FY 
2020. As of the time of the development 
of the FY 2020 IPPS/LTCH PPS final 
rule, a unique ICD–10–PCS procedure 
code to specifically identify cases 
involving the use of SPRAVATOTM had 
not yet been finalized in response to the 
applicant’s request. Therefore, we stated 
that cases reporting SPRAVATOTM 
would be identified by ICD–10–PCS 
procedure code 3E097GC (Introduction 
of other therapeutic substance into nose, 
via natural or artificial opening) for FY 
2020. Subsequent to the FY 2020 IPPS/ 
LTCH PPS final rule, a unique ICD–10– 
PCS procedure code to specifically 
identify cases involving the use of 
SPRAVATOTM was finalized, effective 
October 1, 2020. As a result, cases 
involving the use of SPRAVATOTM that 
are eligible for new technology add-on 
payments would be identified by ICD– 
10–PCS procedure code XW097M5 
(Introduction of Esketamine 
Hydrochloride into nose, via natural or 
artificial opening, new technology group 
5) for FY 2021. Because new ICD–10– 
PCS procedure code XW097M5 is not 
effective until October 1, 2020, ICD–10– 
PCS procedure code 3E097GC is the 
only code available to report the use of 
the SPRAVATOTM for FY 2020. For FY 
2021, beginning with discharges on or 
after October 1, 2020, cases involving 
SPRAVATOTM that are eligible for new 
technology add-on payments will be 
identified using the new ICD–10–PCS 
procedure code XW097M5 (that is 
effective for FY 2021). We invited 
public comments on our proposal to 
continue new technology add-on 
payments for SPRAVATOTM for FY 
2021. 

Comment: A commenter supported 
CMS’ proposal to continue new 
technology add-on payments for 
SPRAVATOTM for FY 2021. 

Response: We appreciate the 
commenter’s support. After 
consideration of the public comments 
we received, we are finalizing our 
proposal to continue new technology 
add-on payments for SPRAVATOTM for 
FY 2021. The maximum new technology 
add-on payment amount for a case 

involving SPRAVATOTM will remain at 
$1,014.79 for FY 2021; that is, 65 
percent of the average cost of the 
technology. 

p. XOSPATA® (gilteritinib) 
Astellas Pharma U.S., Inc. submitted 

an application for new technology add- 
on payments for XOSPATA® 
(gilteritinib) for FY 2020. XOSPATA® 
received FDA approval November 28, 
2018 and is indicated for the treatment 
of adult patients who have been 
diagnosed with relapsed or refractory 
acute myeloid leukemia (AML) with a 
FMS-like tyrosine kinase 3 (FLT3) 
mutation as detected by an FDA 
approved test. XOSPATA® was 
approved for new technology add on 
payments for FY 2020. We refer readers 
to section II.H.5.i. of the preamble of the 
FY 2020 IPPS/LTCH PPS final rule (84 
FR 42256 through 42260) for a complete 
discussion of the new technology add 
on payment application, coding and 
payment amount for XOSPATA®. 

With regard to the newness criterion 
for XOSPATA®, we consider the 
beginning of the newness period to 
commence when XOSPATA® was 
approved by FDA (November 28, 2018). 
Because the 3-year anniversary date of 
the entry of XOSPATA® onto the U.S. 
market (November 28, 2021) will occur 
after FY 2021, we proposed to continue 
new technology add-on payments for 
this technology for FY 2021. We 
proposed that the maximum new 
technology add-on payment for a case 
involving XOSPATA® would remain at 
$7,312.50 for FY 2021 (we refer readers 
to the FY 2020 IPPS/LTCH PPS final 
rule for complete discussion of the 
calculation of the new technology add 
on payment amount for XOSPATA®). 
Cases involving the use of XOSPATA® 
that are eligible for new technology add- 
on payments are identified by ICD–10– 
PCS procedure code XW0DXV5 
(Introduction of Gilteritinib 
antineoplastic into mouth and pharynx, 
external approach, new technology 
group 5). We invited public comments 
on our proposal to continue new 
technology add-on payments for 
XOSPATA® for FY 2021. 

Comment: A commenter supported 
CMS’ proposal to continue new 
technology add-on payments for 
XOSPATA® for FY 2021. 

Response: We appreciate the 
commenter’s support. After 
consideration of the public comments 
we received, we are finalizing our 
proposal to continue new technology 
add-on payments for XOSPATA® for FY 
2021. The maximum new technology 
add-on payment amount for a case 
involving XOSPATA® will remain at 

$7,312.50 for FY 2021; that is, 65 
percent of the average cost of the 
technology. 

q. JAKAFI TM (ruxolitinib) 
Incyte Corporation submitted an 

application for new technology add-on 
payments for JAKAFI TM (ruxolitinib) 
for FY 2020. According to the applicant, 
JAK inhibition represents a therapeutic 
approach for the treatment of acute 
graft-versus-host disease (aGVHD) in 
patients who have had an inadequate 
response to corticosteroids. JAKAFI TM 
received FDA approval on May 24, 2019 
for the treatment of steroid-refractory 
aGVHD in adult and pediatric patients 
12 years and older. JAKAFI TM was 
approved for new technology add on 
payments for FY 2020. We refer readers 
to section II.H.5.k. of the preamble of 
the FY 2020 IPPS/LTCH PPS final rule 
(84 FR 42265 through 42273) for a 
complete discussion of the new 
technology add on payment application, 
coding and payment amount for 
JAKAFI TM for FY 2020. 

With regard to the newness criterion 
for JAKAFI TM, we consider the 
beginning of the newness period to 
commence when JAKAFI TM was 
approved by FDA (May 24, 2019). 
Because the 3-year anniversary date of 
the entry of JAKAFI TM onto the U.S. 
market (May 24, 2022) will occur after 
FY 2021, we proposed to continue new 
technology add-on payments for this 
technology for FY 2021. We proposed 
that the maximum new technology add- 
on payment for a case involving 
JAKAFI TM would remain at $3,977.06 
for FY 2021 (we refer readers to the FY 
2020 IPPS/LTCH PPS final rule for 
complete discussion of the calculation 
of the new technology add on payment 
amount for JAKAFI TM). Cases involving 
the use of JAKAFI TM that are eligible for 
new technology add-on payments are 
identified by ICD–10–PCS procedure 
code XW0DXT5 (Introduction of 
Ruxolitinib into mouth and pharynx, 
external approach, new technology 
group 5). We invited public comments 
on our proposal to continue new 
technology add-on payments for 
JAKAFI TM for FY 2021. 

Comment: Several commenters 
supported our proposal to continue new 
technology add-on payments for 
JAKAFI TM for FY 2021. 

One commenter, who was also the 
applicant, presented results from a 
randomized, open-label, multicenter, 
Phase 3 REACH 2 study comparing 
ruxolitinib (JAKAFITM) with the 
investigator’s choice of therapy in 
patients with steroid-refractory Grade 
II–IV aGVHD. The applicant stated that 
these results were published in May 
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2020 and reinforced findings from the 
previously reported Phase 2 REACH1 
study. The applicant noted that the 
REACH2 study met its primary endpoint 
of overall response rate (ORR) at Day 28 
with ruxolitinib treatment (62.3% [96/ 
154]) compared to control therapy 
(39.4% [61/155]) and that no new safety 
signals were observed. According to the 
applicant, the most common adverse 
events up to Day 28 seen with 
JAKAFITM were thrombocytopenia, 
anemia, and cytomegalovirus infection. 
The applicant concluded that these data 
further support CMS’ assessment that 
JAKAFITM met the substantial clinical 
improvement criterion in FY 2020. 

The same commenter provided 
updated cost information and requested 
that we revise the maximum add-on 
payment amount for JAKAFITM to 
account for an increase in the Wholesale 
Acquisition Cost, which is currently 
$13,504 per 60 tablets. The commenter 
stated that per the FY 2020 IPPS final 
rule, CMS calculated the maximum new 
technology add-on payment using the 
WAC for 60 JAKAFITM tablets, 
determining the per tablet amount, 
multiplying that figure by two (as 
JAKAFITM is taken twice daily), and 
using a 14 day anticipated duration. 
Under this methodology, the average 
cost of JAKAFITM per case would 
change from $6,118.56 to $6,301.86 
($13,504/60 * 2 * 14), and limiting the 
maximum add-on payment to the lesser 
of 65% of the cost of the technology or 
65% of the amount by which the costs 
of the case exceed the MS–DRG 
payment would result in a maximum 
payment of $4,096.21 for JAKAFITM for 
FY 2021. 

Response: We appreciate the 
commenters’ support and the updated 
cost information submitted by the 
applicant. 

After consideration of the public 
comments we received, we are 
finalizing our proposal, with 
modification, to continue new 
technology add-on payments for 
JAKAFI TM for FY 2021. Based on the 
applicant’s updated cost information, 
the maximum new technology add-on 
payment for a case involving the use of 

JAKAFITM is $4,096.21 for FY 2021; that 
is, 65 percent of the average cost of the 
technology. 

r. T2Bacteria® Panel (T2Bacteria Test 
Panel) 

T2Biosystems, Inc. submitted an 
application for new technology add-on 
payments for the T2Bacteria Test Panel 
(T2Bacteria® Panel) for FY 2020. The 
T2Bacteria® Panel received 510(k) 
clearance from FDA on May 24, 2018 for 
use as an aid in the diagnosis of 
bacteremia, bacterial presence in the 
blood, which is a precursor for sepsis. 
Per the FDA-cleared indication, results 
from the T2Bacteria® Panel are not 
intended to be used as the sole basis for 
diagnosis, treatment, or other patient 
management decisions in patients with 
suspected bacteremia. Concomitant 
blood cultures are necessary to recover 
organisms for susceptibility testing or 
further identification, and for organisms 
not detected by the T2Bacteria® Panel. 
The T2Bacteria® Panel was approved for 
new technology add on payments for FY 
2020. We refer readers to section 
II.H.5.m. of the preamble of the FY 2020 
IPPS/LTCH PPS final rule (84 FR 42278 
through 42288) for a complete 
discussion of the new technology add 
on payment application, coding and 
payment amount for the T2Bacteria® 
Panel for FY 2020. 

With regard to the newness criterion 
for the T2Bacteria ® Panel, we consider 
the beginning of the newness period to 
commence when the T2Bacteria ® Panel 
was cleared by FDA (May 24, 2018). As 
discussed previously in this section, in 
general, we extend new technology add- 
on payments for an additional year only 
if the 3-year anniversary date of the 
product’s entry onto the U.S. market 
occurs in the latter half of the upcoming 
fiscal year. Because the 3-year 
anniversary date of the entry of the 
T2Bacteria ® Panel onto the U.S. market 
(May 24, 2021) will occur in the second 
half of FY 2021, we proposed to 
continue new technology add-on 
payments for this technology for FY 
2021. We proposed that the maximum 
new technology add-on payment for a 
case involving the T2Bacteria ® Panel 

would remain at $97.50 for FY 2021 (we 
refer readers to the FY 2020 IPPS/LTCH 
PPS final rule for complete discussion 
of the calculation of the new technology 
add on payment amount for the 
T2Bacteria ® Panel). Cases involving the 
use of the T2Bacteria ® Panel that are 
eligible for new technology add-on 
payments are identified by ICD–10–PCS 
procedure code XXE5XM5 
(Measurement of infection, whole blood 
nucleic acid-base microbial detection, 
new technology group 5). We invited 
public comments on our proposal to 
continue new technology add-on 
payments for the T2Bacteria ® Panel for 
FY 2021. 

Comment: Several commenters 
expressed support for our proposed 
continuation of new technology add-on 
payments for the T2Bacteria ® Panel for 
FY 2021. One commenter, who was also 
the applicant, stated that continuation 
of these payments for a second year is 
not only consistent with CMS’ 
longstanding definition of newness but 
is also critical to increasing beneficiary 
access to the T2Bacteria ® Panel. The 
commenter noted that sepsis is the most 
expensive U.S. hospital-treated 
condition, representing $23.7 billion in 
healthcare costs per year and 
contributing to greater than 35% of 
inpatient deaths, many of them 
Medicare beneficiaries. The commenter 
concluded that, by enabling greater 
clinician access to the T2Bacteria ® 
Panel, CMS is playing a significant role 
in making sure Medicare beneficiaries 
receive the most effective therapy for 
the pathogen that they are infected with, 
reducing length-of-stay in the hospital 
and saving lives. 

Response: We appreciate the 
commenters’ support. After 
consideration of the public comments 
we received, we are finalizing our 
proposal to continue new technology 
add-on payments for the T2Bacteria ® 
Panel for FY 2021. The maximum new 
technology add-on payment amount for 
a case involving the T2Bacteria ® Panel 
will remain at $97.50 for FY 2021; that 
is, 65 percent of the average cost of the 
technology. 
BILLING CODE 4120–01–P 
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5. FY 2021 Applications for New 
Technology Add-On Payments 
(Traditional Pathway) 

We received 17 applications for new 
technology add-on payments for FY 
2021. In accordance with the regulations 
under § 412.87(e), applicants for new 
technology add-on payments must have 
FDA approval or clearance by July 1 of 
the year prior to the beginning of the 
fiscal year for which the application is 
being considered. Two applicants 
withdrew their applications prior to the 
issuance of the proposed rule. Three 
applicants, Accelerate Diagnostics, Inc 
(the applicant for Accelerate 
PhenoTest TM BC kit), Kite Pharma (the 
applicant for KTE–X19) and Juno 
Therapeutics, a Bristol-Myers Squibb 
Company (the applicant for Liso-cel) did 
not meet the deadline of July 1 for FDA 
approval or clearance of the technology 
and, therefore, the technologies are not 
eligible for consideration for new 
technology add-on payments for FY 
2021. We note that we did receive some 
comments requesting that CMS extend 
the July 1 deadline for applications to 
receive FDA marketing authorization for 
FY 2021 due to the COVID–19 public 
health emergency. The July 1 deadline 
for FDA approval or clearance for 
consideration of new technology add-on 
payment applications, as set forth in the 
regulations at § 412.87(e), continues to 
apply to applications for new 
technology add-on payments for FY 
2021, subject to our proposed 
conditional approval process for certain 
antimicrobial products. A discussion of 
the remaining 12 applications, which 
met this deadline, is presented in this 
final rule. 

b. BioFire ® FilmArray ® Pneumonia 
Panel 

BioFire Diagnostics, LLC submitted an 
application for new technology add-on 
payments for the BioFire ® FilmArray ® 
Pneumonia Panel for FY 2021. 
According to the applicant, the 
BioFire ® FilmArray ® Pneumonia Panel 
identifies 33 clinically relevant targets, 
including bacterial and viral targets, 
from sputum (including endotracheal 
aspirate) and bronchoalveolar lavage 
(including mini-BAL) samples in about 
an hour. The applicant also stated that 
for 15 bacteria, the BioFire ® 
FilmArray ® Pneumonia Panel provides 
semi-quantitative results, which may 
help determine whether an organism is 
a colonizer or a pathogen. 

According to the applicant, lower 
respiratory tract infections are a leading 
cause of morbidity and mortality. The 
applicant stated that world-wide, they 

are the leading cause of infectious 
disease death and the 5th leading 
overall cause of death.2 The applicant 
also asserted that in the United States, 
community acquired pneumonia (CAP) 
is the second most common cause of 
hospitalization and the most common 
infectious disease cause of death.3 4 The 
applicant also stated that in addition to 
CAP, Hospital-acquired Pneumonia 
(HAP) and Ventilator-associated 
Pneumonia (VAP) are the most common 
hospital acquired infections (HAI) 
accounting for 22 percent of all HAIs.5 
According to the applicant, HAP and 
VAP are of particular concern for 
patients admitted to intensive care units 
(ICUs) where mortality rates can be up 
to 50 percent.6 7 

According to the applicant, timely 
administration of effective antibiotics is 
essential for ensuring a good prognosis. 
The applicant stated that mortality 
increases for each hour of delay in 
initiating antibiotic therapy for 
hospitalized pneumonia patients,8 9 and 
ideally, antimicrobial therapy would be 
pathogen-specific and guided by the 
results of microbiology tests. However, 
the applicant stated that current 
microbiologic methods are slow and fail 
to identify a causative pathogen in over 
50 percent of patients, even when 

comprehensive methods are used.10 As 
a result, the applicant noted that current 
guidelines recommend empiric 
treatment with broad spectrum 
antibiotics,11 and that broad-spectrum 
antibiotics lead to overuse of antibiotics, 
which increases the risk of an antibiotic 
related adverse event (for example, 
diarrhea, allergic reactions, C. difficile 
infection) for the patient and contributes 
to the well-known problem of 
antimicrobial resistance. In addition, the 
applicant noted that 6–15 percent of 
hospitalized patients with CAP fail to 
respond to the initial antibiotic 
treatment, in part due to ineffective 
antibiotic therapy.12 13 14 15 

According to the applicant, there are 
three current methods for determining 
the causative organism of pneumonia: 
bacterial culture, lab developed and 
commercial singleplex PCR (polymerase 
chain reaction) tests, and off-label use of 
upper respiratory multiplex syndromic 
panels. 

According to the applicant, semi- 
quantitative bacterial culture is 
routinely performed on lower 
respiratory specimens. The applicant 
explained that a calibrated loop is used 
to spread sample on appropriate media. 
A quadrant streak method is generally 
employed and, depending on how many 
of the quadrants the organism grows in, 
determines its semi-quantification. 
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16 Furukawa, D., Kim, B., Jeng, A., BioFire® 
FilmArray® Pneumonia Panel: A Powerful Rapid 
Diagnostic Test for Antimicrobial Stewardship. 
Poster presented at Infectious Disease Week; 2019 
October 2–6. Washington, DC. 

According to the applicant, normal flora 
will often grow in all 4 quadrants and 
technicians must differentiate between 
potential pathogens and normal flora, 
and potential pathogens are picked from 
the plate and isolated on another media 
plate. According to the applicant, after 
growing isolate, final identification and 
susceptibility is performed. 

According to the applicant, there are 
also FDA and lab-developed tests for 
single targets that cause pneumonia. 
The applicant stated that these are for 
the more serious pathogens (for 
example, Methicillin resistant 
Staphylococcus aureus, MRSA) or 
fastidious organisms (for example, 
Mycobacterium tuberculosis). According 
to the applicant, these tests range from 
sample-to-answer (Cepheid ® Xpert ® 
MTB/RIF) to lab-developed tests that are 
often multi-step and multiple pieces of 
equipment that require isolating nucleic 
acid from a sample and then adding 
appropriate reagents to perform a PCR 
assay on the isolated nucleic acid. 

According to the applicant, a number 
of academic hospital labs have also 
performed off-label validation of 
commercially available respiratory 
panels designed for upper respiratory 
syndromes. The applicant stated that 
these tests are used primarily on BAL 
specimens for the rapid detection of 
viral causes of Pneumonia. 

With respect to the newness criterion, 
the BioFire® FilmArray® Pneumonia 
Panel received FDA clearance via 510(k) 
on November 9, 2018, based on a 
determination of substantial 
equivalence to a legally marketed 
predicate device (Curetis UnyveroTM). 
According to the applicant, the 
Pneumonia Panel was launched globally 
on December 11, 2018. According to the 
applicant, there was a delay between 
FDA clearance date and U.S. market 
availability (global launch date) in order 
to satisfy documentation requirements 
in preparation of the global launch. The 
applicant stated that it has been granted 
a Proprietary Laboratory Analyses (PLA) 
code by the American Medical 
Association; PLA Code 0151U was 
published on October 1, 2019 and 
became effective on January 1, 2020. 
According to the applicant, the PLA 
code assigned to the BioFire® 
FilmArray® Pneumonia Panel uniquely 
identifies this test and no other 
technologies use this code. The 
applicant submitted a request for 
approval for a unique ICD–10–PCS code 
for the administration of the BioFire® 
FilmArray® Pneumonia Panel beginning 
in FY 2021 and was granted approval 
for the following procedure code 
effective October 1, 2020: XXEBXQ6 
(Measurement of infection, lower 

respiratory fluid nucleic acid-base 
microbial detection, new technology 
group 6). 

As discussed previously, if a 
technology meets all three of the 
substantial similarity criteria, it would 
be considered substantially similar to an 
existing technology and would not be 
considered ‘‘new’’ for purposes of new 
technology add-on payments. 

With regard to the first criterion, 
whether a product uses the same or 
similar mechanism of action to achieve 
a therapeutic outcome, according to the 
applicant, the BioFire® FilmArray® 
Pneumonia Panel is the only sample-to- 
answer, rapid (∼1 hour), and 
comprehensive molecular panel 
available for the diagnosis of the major 
bacterial and viral causes of infectious 
pneumonia. The applicant further 
explained that the BioFire® FilmArray® 
Pneumonia Panel is also the only semi- 
quantitative molecular solution 
available for rapidly diagnosing 
infectious causes of pneumonia. The 
applicant noted that this important 
feature allows labs and clinicians to 
better differentiate whether an organism 
is normal flora or the cause of the 
patient’s illness. The applicant asserted 
that the current best practice is standard 
culture technique, discussed previously. 
The applicant further stated that other 
comprehensive molecular technologies 
include Curetis UnyveroTM which is a 
multi-step process, only has bacterial 
targets, and only provides qualitative 
results for all of its targets. 

With respect to the second criterion, 
whether a product is assigned to the 
same or a different MS–DRG, the 
applicant stated that potential cases 
representing patients who may be 
eligible for treatment involving the 
BioFire® FilmArray® Pneumonia Panel 
would be assigned to the same MS– 
DRGs as cases representing patients who 
receive diagnostic information from 
competing technologies. 

With respect to the third criterion, 
whether the new use of the technology 
involves the treatment of the same or 
similar type of disease and the same or 
similar patient population, according to 
the applicant, the BioFire® FilmArray® 
Pneumonia Panel is the only FDA 
cleared comprehensive molecular panel 
approved for use on both sputum 
(including endotracheal aspirate) and 
bronchoalveolar lavage (including mini- 
BAL) samples allowing for diagnosis of 
pneumonia in hospital, community, and 
ventilator associated populations. The 
applicant stated that the BioFire® 
FilmArray® Pneumonia Panel is also the 
only molecular panel that detects both 
bacterial and viral causes of lower 
respiratory infections and pneumonia. 

In addition, the applicant added that 
the ability of the BioFire® FilmArray® 
Pneumonia Panel to detect pathogens 
and related susceptibility traits is a 
unique feature of the panel that 
differentiates it from existing respiratory 
panels that have been designed and 
approved for use on upper respiratory 
specimens and not lower respiratory 
specimens. The applicant stated that 
Furukawa, D., et al., evaluated the 
ability of the BioFire® FilmArray® 
Pneumonia Panel to detect pathogens 
and related susceptibility traits, 
specifically looking at the impact of 
MRSA detection, and showed that the 
BioFire® FilmArray® Pneumonia panel 
has the potential to significantly 
expedite time to MRSA results allowing 
for rapid escalation or de-escalation of 
therapy.16 

We stated in the proposed rule that 
based on the applicant’s statements as 
presented previously, we are concerned 
there is insufficient information to 
determine whether the BioFire® 
FilmArray® Pneumonia Panel 
mechanism of action is different from 
existing products. In the FDA decision 
summary, the test is described as a 
multiplex nucleic acid test, or PCR 
accompanied by the applicant’s 
software. However, it is unclear from 
the new technology add-on payment 
application how the mechanism of 
action is new or different from other 
products that utilize PCR. While the 
applicant described this test as the only 
sample-to-answer, rapid (∼1 hour), and 
comprehensive molecular panel 
available for the diagnosis of the major 
causes of infectious pneumonia and as 
also semi-quantitative, and further 
described another comprehensive 
molecular product (Curetis UnyveroTM) 
as having only bacterial targets and 
providing only qualitative results for all 
of its targets, we stated that we are 
uncertain how the underlying 
mechanism of action of the BioFire® 
FilmArray® Pneumonia Panel is 
different from existing PCR-based tests. 
Additionally, based on the information 
provided by the applicant, we stated 
that it appears as though the product 
does not treat a different disease or 
population compared to other products. 
Finally, with respect to the Furukawa 
study, which the applicant cited to 
support that the BioFire has the 
potential to specifically expedite time to 
MRSA results allowing for rapid 
escalation or de-escalation of therapy, 
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we noted that the study authors also 
concluded that the BioFire® FilmArray® 
Pneumonia Panel ‘‘has good agreement 
with SOC for detection of bacteria and 
viruses’’ and that the BioFire® 
FilmArray® Pneumonia Panel ‘‘detects 
additional S. aureus bacteria not 
reported by SOC,’’ but that ‘‘[a]dditional 
S. aureus detection are more likely to be 
at low concentration and are of unclear 
clinical significance.’’ We invited public 
comments on whether the BioFire® 
FilmArray® Pneumonia Panel is 
substantially similar to other 
technologies and whether the BioFire® 
FilmArray® Pneumonia Panel meets the 
newness criterion. 

We did not receive any public 
comments on whether the BioFire® 
FilmArray® Pneumonia Panel meets the 
newness criterion. We continue to have 
the same concerns as summarized in the 
proposed rule that the BioFire® 
FilmArray® Pneumonia Panel is 
substantially similar to other products 
that are currently available on the U.S. 
market. Despite the information the 
applicant previously submitted with its 
application describing the BioFire® 
FilmArray® Pneumonia Panel as the 
only sample-to-answer, rapid (∼1 hour), 
and comprehensive molecular panel 
available for the diagnosis of the major 
causes of infectious pneumonia and as 
also semi-quantitative, it remains 
unclear how the mechanism of action is 
specifically new or different from other 
products that utilize PCR. Moreover, it 
appears that the patient population of 
cases that may be eligible for tests using 
the BioFire® FilmArray® Pneumonia 
Panel also currently has access to other 
PCR-based tests and similar 
technologies that are also used in the 
testing of similar conditions. Therefore, 
we are unable to determine that the 
BioFire® FilmArray® Pneumonia Panel 
meets the newness criterion. 

With regard to the cost criterion, the 
applicant conducted the following 
analysis to demonstrate that the 
technology meets the cost criterion. 

The applicant stated that it used 2018 
data from Definitive Health Care at 
defhc.com, and that it searched these 
data for cases in MS–DRGs 193, 194, 
and 195 (Simple Pneumonia and 
Pleurisy with MCC, with CC, and 
without CC/MCC, respectively), which 
resulted in 297,956 cases. The applicant 
indicated that the data was from 
proprietary data drawn from one 
hospital in Indianapolis in 2018. 
However, the scope of the data as 
described by the applicant is unclear to 
us, as it seems unlikely that a single 
hospital in Indiana would have 
observed 297, 956 cases of simple 
pneumonia in 1 year. It is also not clear 

how these cases correspond to any of 
the later steps in the cost analysis. For 
example, the applicant did not indicate 
whether the charge values from the data 
are based on the same 297,956 cases 
identified in the three MS–DRGs. 

In its analysis, the applicant stated 
that no charges were removed for any 
prior technologies as the BioFire® 
FilmArray® Pneumonia Panel does not 
eliminate culture testing of specimens. 
The applicant standardized the charges 
and then inflated the charges. The 
applicant reported using an inflation 
factor of 5.50 percent based on the 
charge inflation factor published by 
CMS in the FY 2020 IPPS/LTCH PPS 
final rule (84 FR 42629). The applicant 
appears to have made a minor error in 
this inflation factor, since the actual, 1- 
year inflation factor in the FY 2020 
IPPS/LTCH PPS final rule was 5.4 
percent. To estimate the cost of the 
technology, the applicant used the per- 
test list price cost of the BioFire® 
FilmArray® Pneumonia Panel. The 
applicant indicated that it did not 
incorporate an estimate of technician 
time spent administering the test, 
asserting that ‘‘2–5 minutes of 
technician time is nearly obsolete due to 
ease of use of the test.’’ The applicant 
also indicated that it did not incorporate 
an estimate of instrumentation cost into 
its costing of the BioFire® FilmArray® 
Pneumonia Panel, noting that ‘‘a 
number of’’ labs already have sufficient 
instrumentation to run the BioFire® 
FilmArray® Pneumonia Panel test. The 
applicant added charges for the 
BioFire® FilmArray® Pneumonia Panel 
based on an estimated range of projected 
patient charges for the BioFire® 
FilmArray® Pneumonia Panel 
technology. The applicant stated that 
the charge to the patient varies by 
location and the methodology of the 
hospital or lab charge master. The 
applicant noted that the estimate was 
based on patient charges for other 
BioFire® products that had been 
reported by hospitals and reference labs. 
Based on this analysis, the applicant 
computed a final inflated average case- 
weighted standardized charge per case 
of $78,156, as compared to an average 
case-weighted threshold amount of 
$42,812. Because the final inflated 
average case-weighted standardized 
charge per case exceeded the average 
case-weighted threshold amount, the 
applicant asserted that the technology 
meets the cost criterion. 

We stated in the proposed rule that 
we are concerned that many of the 
calculated values in the applicant’s 
analysis, such as the average-cost-per 
case, unweighted and unstandardized, 
were reportedly based on proprietary 

claims data that came from one hospital 
in Indianapolis. We are concerned that 
an analysis based on one hospital would 
not adequately represent the cost of 
cases using the BioFire® FilmArray® 
Pneumonia Panel as the data could be 
skewed or biased based on one hospital. 
We stated in the proposed rule that we 
are also concerned with the lack of 
description of how the BioFire® 
FilmArray® Pneumonia Panel maps to 
the three MS–DRGs for simple 
pneumonia (that is, MS–DRGs 193, 194 
and 195); for example, whether the 
analysis included all the cases in these 
MS–DRGs or was limited to specific 
cases. We note there are several 
additional pneumonia-related MS–DRGs 
to which we believe potential cases that 
may be eligible for the use of the 
product could be mapped, but which 
were not included in the cost analysis; 
for example, MS–DRGs 177, 178 and 
179 (Respiratory Infections and 
Inflammations with MCC, with CC, and 
without CC/MCC, respectively) and 
MS–DRGs 974, 975, and 976 (HIV with 
Major Related Condition with MCC, 
with CC, and without CC/MCC, 
respectively). We invited public 
comments on whether the BioFire® 
FilmArray® Pneumonia Panel meets the 
cost criterion. 

We did not receive any public 
comments on whether the BioFire® 
FilmArray® Pneumonia Panel meets the 
cost criterion. We continue to have the 
same concerns regarding the cost 
analysis for the BioFire® FilmArray® 
Pneumonia Panel as summarized 
previously. We remain concerned that 
many of the calculated values in the 
applicant’s analysis would not 
adequately represent the cost of cases 
using the BioFire® FilmArray® 
Pneumonia Panel as they are based on 
proprietary claims data that came from 
one hospital. We also continue to be 
concerned with the lack of description 
of how the BioFire® FilmArray® 
Pneumonia Panel maps to the three MS– 
DRGs for simple pneumonia (that is, 
MS–DRGs 193, 194 and 195); for 
example, whether the analysis included 
all the cases in these MS–DRGs or was 
limited to specific cases. Therefore, we 
are unable to determine that the 
BioFire® FilmArray® Pneumonia Panel 
meets the cost criterion. 

With respect to the substantial 
clinical improvement criterion, the 
applicant asserted that data from studies 
conducted with the BioFire® 
FilmArray® Pneumonia Panel show that 
it can detect major causes of pneumonia 
with a high degree of sensitivity and 
specificity in a clinically relevant 
timeframe. The applicant explained that 
results from the BioFire® FilmArray® 
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17 Buchan, B.W., Windham, S., Faron, M.L., et al. 
Clinical Evaluation and Potential Impact of a Semi- 
Quantitative Multiplex Molecular Assay for the 
Identification of Pathogenic Bacteria and Viruses in 
Lower Respiratory Specimens. Poster presented at 
American Thoracic Society; 2018 May 02. San 
Diego, CA. 

18 Ibid. 
19 Ibid. 

20 Ibid. 
21 Enne, V.I., Baldan, R., Russell, C., et al. 

INHALE WP2: Appropriateness of Antimicrobial 
Prescribing for Hospital-acquired and Ventilator- 
associated Pneumonia (HAP/VAP) in UK ICUs 
assessed against PCR-based Molecular Diagnostic 
Tests. Poster presented at European Congress of 

Continued 

Pneumonia Panel also have the 
potential to impact antibiotic usage and 
lead to improved stewardship and 
possible cost savings. 

The applicant submitted four studies 
presented as posters at national 
conferences to support its assertion that 
the product represents a substantial 
clinical improvement, noting that data 
for this test is still new and has not yet 
been published in academic journals. 

According to the applicant, Buchan, 
et al. compared the results of 
conventional testing (bacterial culture 
and clinician directed molecular testing 
for viruses and atypical bacteria) with 
the results from the BioFire® 
FilmArray® Pneumonia Panel for 259 
BAL and 48 sputum samples.17 We note 
that in their poster, Buchan, et al. 
specified that conventional testing 
specifically included bacterial culture 
and PCR based on clinician order. Also, 
while Buchan, et al. did report on the 
BAL specimens, the poster did not 
appear to report information regarding 
sputum samples. According to Buchan, 
et al., specimens were obtained from 
inpatients aged 18 years and older with 
symptoms of respiratory tract infection 
at 8 hospitals in the U.S. Chart review 
was conducted to determine type and 
duration of antibiotic therapy for each 
subject. According to the applicant, at 
least one bacterial pathogen was 
identified by standard methods and by 
the BioFire® FilmArray® Pneumonia 
Panel for 23 percent of BALs samples 
(n=60) and 35 percent (n=17) of sputum 
samples; however, the BioFire® 
FilmArray® Pneumonia Panel detected a 
bacterial pathogen in an additional 15 
percent (n=40) of BAL samples and 21 
percent (n=10) of the sputum samples. 
For the 259 BAL samples, 75 bacteria 
were identified by both standard 
methods and by the BioFire® 
FilmArray® Pneumonia Panel. The 
applicant noted that the BioFire® 
FilmArray® Pneumonia Panel identified 
an additional 84 bacteria, with the most 
common detections for Staphylococcus 
aureus (N=21), Haemophilus influenzea 
(n=19), Moxaella catarrhalis (n=8), 
Pseudomonas aeruginosa (n=6) and 
Klebsiella oxytoca (n=6). The applicant 
also explained that an evaluation of the 
medical and laboratory records for the 
affected patients found that 50 percent 
had been on antibiotics within 72 hours 
of samples collection, 42 percent of the 
organisms may have been present in the 

culture but were not reported (due 
either to low quantification (<104 cfu/ 
mL) or the presence of mixed colonies) 
and only 8 percent of the detections 
were unexplained. 

According to the applicant, an 
important feature of the BioFire® 
FilmArray® Pneumonia Panel is the 
inclusion of assays for viral agents. The 
applicant noted that in Buchan, et al., 
the BioFire® FilmArray® Pneumonia 
Panel identified at least 1 virus in 19 
percent of 259 BAL samples from 
hospitalized adults 18 and viruses were 
the only pathogen detection in 12 
percent (n=31) of BAL specimens, while 
7 percent (n=18) had both bacterial and 
viral pathogen detections. The applicant 
summarized that the most common viral 
pathogens were human rhinovirus 
(n=17), coronavirus (n=9) and influenza 
(n=5). Twenty-three percent of the 
samples with a viral detection had a 
corresponding test ordered as part of 
standard of care. The applicant stated 
that this finding highlights that the role 
of viruses in pneumonia is still under 
appreciated. The applicant further 
stated that identification of a viral agent 
in the absence of a bacterial detection 
may allow reduction in the use of 
antibiotics. 

According to the applicant, the ability 
of the BioFire® FilmArray® Pneumonia 
Panel to impact patient management has 
been evaluated by two different groups 
(Buchan, et al. and Enne, et al). The 
applicant stated that Buchan, et al. 
performed a theoretical outcomes 
analysis by using the result of the 
BioFire® FilmArray® Pneumonia Panel 
to modify antimicrobial therapy and 
then judge if the modification was 
correct using the final microbiology 
results. The applicant explained that in 
this analysis of 243 BAL samples, 68 
percent (n=165) could have had an 
antibiotic adjustment; 48 percent 
(n=122) would have had antibiotics 
appropriately de-escalated or 
discontinued, 31 percent (n=78) would 
have had no change, and 2 percent (n=5) 
would have had appropriate escalation 
or initiation of antibiotics.19 Alternately, 
17 percent (n=42) would have received 
inappropriate escalation and 2 percent 
(n=6) would have received 
inappropriate de-escalation when 
compared to culture results. The 
applicant summarized that the most 
common de-escalations occurred due to 
discontinuation of vancomycin due to 
non-detection of MRSA (35 percent) and 
discontinuation of piperacillin/ 
tazobactam due to non-detection of 
Enterobacteriaceae (23 percent). 

According to the applicant, the de- 
escalation due to non-detection of these 
pathogens is possible because the 
increased sensitivity of the BioFire® 
FilmArray® Pneumonia Panel for 
detection of bacterial pathogen provides 
a high negative predictive value for 
these non-detections. The applicant 
explained that the authors estimated the 
results could have potentially saved 
>18,000 antibiotic hours equating to an 
average of 6.5 days/patient (we note that 
in the poster by Buchan, et al., they 
reported an average of 6.2 d/patient 
rather than 6.5 mentioned in the 
application).20 

According to the applicant, in an 
analysis of 120 ICU patients (79 males 
and 41 females; 33 children, with a 
median age of 1; and adults with a 
median age of 68) in the UK by Enne, 
et al., patients were divided into a group 
with positive outcomes (pneumonia 
resolved within 21 days) and negative 
outcomes (pneumonia not resolved in 
21 days or contributed to the patient’s 
death). Enne, et al., evaluated the 
appropriateness of antimicrobials used 
for HAP/VAP versus both routine 
culture and two rapid PCR tests, 
BioFire® FilmArray® Pneumonia Panel 
(1h) and Curetis UnyveroTM Pneumonia 
Panel (5.5h). Consented or assented ICU 
patients were recruited at 4 diverse UK 
hospitals: 1 district general, 1 tertiary 
referral, 1 children’s and 1 private. 
Patients were those starting or changing 
antibiotics for suspected pneumonia, 
already hospitalized for >48h and with 
a timely respiratory sample. According 
to the applicant, the results of the 
BioFire® FilmArray® Pneumonia Panel 
and routine culture were evaluated to 
determine if the test results would have 
identified the antibiotic therapy as 
active or inactive. The applicant 
explained that in the group with 
positive outcomes, the results of the 
BioFire® FilmArray® Pneumonia Panel 
were able to correctly classify the 
patient’s therapy as active for 35 percent 
of patients compared to only 20 percent 
for routine culture (p=0.005). The 
applicant also explained that in the 
group of 27 percent of patients that had 
negative outcomes, the results of the 
BioFire® FilmArray® Pneumonia Panel 
would have classified the initial 
antibiotic therapy as inactive for 41 
percent of patients compared to only 
15.6 percent for routine culture.21 The 
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Clinical Microbiology and Infectious Disease; 2019 
April 13–16. Amsterdam, Netherlands 

22 Rand, K.H., Beal S.G., Cherabuddi, K., et al. 
Relationship of a Multiplex Molecular Pneumonia 
Panel (PP) Results with Hospital Outcomes and 
Clinical Variables. Poster presented at Infectious 
Disease Week; 2019 October 2–6. Washington, DC. 

23 White, E., Ferdosian, S., Gelfer, G., et al. 
Sputum FilmArray Pneumonia Panel Outperforms 
A Diagnostic Bundle in Hospitalized CAP Patients. 
Poster presented at Infectious Disease Week; 2019 
October 2–6. Washington, DC 

24 Ibid. 
25 Furukawa, D., Kim, B., Jeng, A., BioFire® 

FilmArray® Pneumonia Panel: A Powerful Rapid 
Diagnostic Test for Antimicrobial Stewardship. 
Poster presented at Infectious Disease Week; 2019 
October 2–6. Washington, DC. 

study authors also reported that routine 
microbiology and Curetis UnyveroTM 
detected a potential pathogen in 41.7 
percent and 59.2 percent of specimens 
respectively, whereas BioFire® 
FilmArray® Pneumonia Panel detected a 
potential pathogen in 66.7 percent of 
respiratory samples from patients 
enrolled in the study. The applicant 
stated that these study results indicate 
that the test results of the BioFire® 
FilmArray® Pneumonia Panel provide 
information that can lead to more 
targeted and effective therapy in a 
shorter period of time, and may help to 
improve patient outcomes. 

The applicant also submitted Rand et 
al., which conducted a retrospective 
analysis of BAL (n=197) and 
endotracheal aspirates (n=93) samples 
from 270 unique hospitalized patients 
that were collected and stored at ¥70° C 
until thawed and tested on the BioFire® 
FilmArray® Pneumonia Panel compared 
to routine microbiology results.22 
Patient data were extracted from the 
electronic medical record. Cultures were 
performed by standard methods and 
identified by Vitek II and mass 
spectrometry. The applicant explained 
that the authors found a high correlation 
between standard methods and BioFire® 
FilmArray® results and that the authors 
concluded the BioFire® FilmArray® 
Pneumonia Panel would have had a 
significant impact on time to result 
which could potentially lead to more 
rapid and appropriate use of antibiotics. 
The applicant also noted that the 
authors found significant association 
with clinical/outcome variables and that 
the BioFire® FilmArray® Pneumonia 
Panel’s semi-quantification was ‘‘at least 
as strong’’ as standard culture methods, 
which according to the applicant, have 
been developed and improved over 
decades. 

The applicant also submitted White, 
et al., which conducted a comparison of 
the BioFire® FilmArray® Pneumonia 
Panel on sputum samples to a multi-test 
diagnostic bundle for patients admitted 
from the emergency department (ED) 
with community acquired pneumonia 
(CAP).23 We note that White, et al. 
specifically described the diagnostic 
bundle as including the following: (1) 
Blood Cultures; (2) Sputum culture and 

sensitivity; (3) Urine antigens: 
Legionella and S. pneumoniae; (4) Nasal 
swab (NS) PCR for MRSA and S. 
pneumoniae; (5) FilmArray (Biofire) 
PCR Panel (NS): Detects 17 viruses, 4 
bacteria. Of 585 enrolled patients, 278 
were evaluable. The applicant explained 
that the authors found that the BioFire® 
FilmArray® Pneumonia Panel detected a 
higher rate of potential pathogens than 
the multi-test bundle (90.6 percent 
versus 81 percent). The applicant also 
noted that the authors determined that 
the urine antigen testing, S. aureus and 
S. pnuemoniae, and PCR upper 
respiratory panel use could be 
eliminated for this sample/patient type 
in the future.24 

The applicant also submitted a poster 
by Furukawa, et al. which reported a 
retrospective case review of 43 samples 
(17 used for clinical use and 26 obtained 
randomly by microbiology lab) in which 
BioFire® FilmArray® Multiplex PCR 
was utilized.25 According to the 
applicant, initial use of BioFire 
FilmArray Pneumonia panel had 100 
percent intervention rate leading to de- 
escalation or prevention of 
inappropriate antibiotics and the 
authors found that there was a low risk 
of unnecessary antibiotics being 
administered due to the increased 
sensitivity of the BioFire® FilmArray® 
Pneumonia panel. The applicant added 
that the authors believe that with 
additional data they may be able to 
discontinue empiric broad spectrum 
coverage due to the rapid and sensitive 
nature of the BioFire FilmArray 
Pneumonia Panel. The applicant also 
noted that they have a number of 
ongoing prospective studies being 
conducted to further support their 
claims. 

The applicant asserted that Buchan, et 
al. and Rand, et al. support their claim 
of decreased time to actionable results 
based on: (1) The conclusion in Buchan, 
et al., that greater than 60 percent of 
patients potentially could have had an 
antibiotic adjustment 3–4 days earlier 
than standard methods based on 
BioFire® FilmArray® Pneumonia Panel 
results, and (2) the conclusion in Rand, 
et al., that the BioFire® FilmArray® 
Pneumonia Panel would have a major 
impact on the time to report potential 
pathogens that may cause Pneumonia in 
intubated/ICU patients. 

The applicant asserted that Buchan, et 
al., and Enne, et al. support their claim 
of improved antibiotic stewardship. The 

applicant pointed to the conclusions in 
Buchan, et al., that >60 percent of 
patients potentially could have had an 
antibiotic adjustment with BioFire® 
FilmArray® Pneumonia Panel results 
and 50 percent of potential antibiotic 
adjustments from BioFire® FilmArray® 
Pneumonia Panel testing were 
discontinuation or narrowing, as well as 
the estimate that the BioFire® 
FilmArray® Pneumonia Panel results 
enabled >18,000 antibiotic hours saved 
on 243 patients. The applicant pointed 
to Enne, et al. for the results that of the 
27 percent of patients who had negative 
outcomes, 15.6 percent had a pathogen 
resistant to initial therapy based on 
culture and 41.9 percent were resistant 
to initial therapy based on BioFire® 
FilmArray® Pneumonia Panel results 
(p=0.029). 

The applicant asserted that White, et 
al. and Enne, et al. support its claim of 
increased diagnostic yield because 
White, et al. concluded that of patients 
with a final diagnosis of pneumonia, 
BioFire® FilmArray® Pneumonia Panel 
detected a potential pathogen in 90.6 
percent compared to 81 percent with 
standard methods, and Enne, et al. 
reported that routine methods detected 
a pathogen in 41.7 percent of specimens 
compared to the BioFire® FilmArray® 
Pneumonia Panel which detected a 
pathogen in 66.7 percent of specimens. 

In summary, the applicant explained 
that lower respiratory tract infections 
are a common and serious health care 
problem, current diagnostic tests are 
slow and do not identify a causative 
pathogen in over 50 percent of patients, 
and the BioFire® FilmArray® 
Pneumonia Panel is an easy-to-use 
multiplex panel that has been shown to 
increase diagnostic yield and 
significantly decrease time to results 
when compared to standard testing both 
because of improved test sensitivity and 
because it includes assays for typical 
bacteria, viruses and selected antibiotic 
resistance genes. According to the 
applicant, retrospective review of 
BioFire® FilmArray® Pneumonia Panel 
and patient data indicates a potential to 
impact antibiotic utilization to ensure 
patients are on appropriate therapy in a 
timely manner. The applicant also noted 
that molecular testing for pneumonia is 
relatively new and there is a lot to learn 
about how to best use these tests, and 
that there are currently several 
prospective studies underway to clarify 
the role that this tool may play in 
improving the outcomes for patients 
with pneumonia, reducing use of 
unnecessary antibiotics, improving 
targeted therapy and potentially 
reducing health care costs due to more 
directed and efficient patient 
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management. According to the 
applicant, early theoretical outcomes 
evaluations provide reason to be 
optimistic. 

We noted in the proposed rule that 
the studies the applicant submitted to 
support its assertions regarding 
substantial clinical improvement were 
presented only as posters, and that 
information pertaining to full 
manuscripts with further study details 
were not provided. We stated that it is 
also unclear if the studies described in 
the posters have been submitted for 
peer-reviewed publication or whether 
full manuscripts with detailed methods 
and data tables are available. 

We stated in the proposed rule that 
we are concerned that the studies do not 
appear to be designed or powered to be 
able to show conclusive evidence of 
clinical impact. In particular, the 
studies appear to describe analysis of 
clinical results for patients and state 
that there is potential for the results to 
impact clinical decisions about 
antimicrobial therapy. However, it 
appears the applicant did not submit 
evidence of the BioFire® FilmArray® 
Pneumonia Panel product in real-world, 
prospective use (randomized or non- 
randomized) with actual antimicrobial 
decisions or effect on patient 
management. This may require larger 
sample sizes. We stated that we are also 
concerned that only one study provided 
by the applicant (Enne, et al.) compared 
BioFire® FilmArray® Pneumonia Panel 
to Curetis UnyveroTM, which is another 
PCR-based technology, and that a 
statistical difference was not reported 
between BioFire and Unyvero for the 
outcomes reported in the poster. While 
we understand that Curetis UnyveroTM 
may be somewhat slower than BioFire® 
FilmArray® Pneumonia Panel and does 
not include viruses, the clinical impact 
of the differences between these two 
products is unclear. We stated that we 
are also uncertain how Buchan, et al. 
calculated their estimate that >18,000 
antibiotic hours were saved on 243 
patients using the BioFire® FilmArray® 
Pneumonia Panel results. The applicant 
stated that there are currently several 
prospective studies underway to clarify 
the role that this tool may play in 
improving the outcomes for patients 
with pneumonia, reducing use of 
unnecessary antibiotics, improving 
targeted therapy and potentially 
reducing health care costs due to more 
directed and efficient patient 
management; however, data or results 
from those studies were not included 
with the application. We invited public 
comment on whether the BioFire® 
FilmArray® Pneumonia Panel meets the 

substantial clinical improvement 
criterion. 

Comment: One commenter suggested 
that the BioFire® FilmArray® 
Pneumonia Panel, as well as other rapid 
infectious diseases diagnostics tests, be 
evaluated based on their clinical 
improvements over historical 
microbiology testing methods as 
opposed to other rapid tests currently in 
the marketplace. 

Response: We appreciate the 
commenter’s input and suggestion. We 
note that consistent with our current 
approach in evaluating the new 
technology add-on payment substantial 
clinical improvement criterion we 
accept a wide range of data and other 
evidence to support the conclusion of 
substantial clinical improvement, 
including data regarding historical 
technologies and currently available 
technologies. We refer the commenter to 
the FY 2020 IPPS/LTCH PPS final rule 
(84 FR 42289 through 42292) for further 
discussion of the substantial clinical 
improvement criterion as well as to the 
regulations at § 412.87(b). For the 
purposes of evaluating whether the 
BioFire® FilmArray® Pneumonia Panel 
meets the substantial clinical 
improvement criterion, data regarding 
both historical technologies and 
currently available technologies were 
considered. 

We did not receive any public 
comments addressing the concerns we 
indicated in the proposed rule regarding 
whether the BioFire® FilmArray® 
Pneumonia Panel meets the substantial 
clinical improvement criterion. 
Accordingly, after consideration of the 
public comment we received, we are 
unable to determine that the BioFire® 
FilmArray® Pneumonia Panel 
represents a substantial clinical 
improvement over the currently 
available technologies. 

After consideration of the information 
previously submitted in the BioFire® 
FilmArray® Pneumonia Panel 
application and previously summarized 
in this final rule, and the public 
comment we received, we are unable to 
determine that the BioFire® FilmArray® 
Pneumonia Panel meets the newness, 
cost and substantial clinical 
improvement criteria. Therefore, we are 
not approving new technology add-on 
payments for the BioFire® FilmArray® 
Pneumonia Panel for FY 2021. 

c. ContaCT 
Viz.ai Inc. submitted an application 

for new technology add-on payments for 
ContaCT for FY 2021. The individual 
components of ContaCT are currently 
marketed by Viz.ai, Inc. under the 
tradenames ‘‘Viz LVO’’ (for the 

algorithm), ‘‘Viz Hub’’ (for the text 
messaging and calling platform), and 
‘‘Viz View’’ (for the mobile image 
viewer). According to the applicant, 
ContaCT is a radiological computer- 
assisted triage and notification software 
system intended for use by hospital 
networks and trained clinicians. The 
applicant asserted that ContaCT 
analyzes computed tomography 
angiogram (CTA) images of the brain 
acquired in the acute setting, sends 
notifications to a neurovascular 
specialist(s) that a suspected large vessel 
occlusion (LVO) has been identified, 
and recommends review of those 
images. 

The applicant asserted early 
notification of the stroke team can 
reduce time to treatment and increase 
access to effective specialist treatments, 
like mechanical thrombectomy. 
Specifically, the applicant asserted that 
shortening the time to identification of 
LVO is critical because the efficacy of 
thrombectomy in patients with acute 
ischemic stroke decreases as the time 
from symptom onset to treatment 
increases. The applicant also asserted in 
a condition like stroke, where 1.9 
million neurons die every minute and 
for which 34 percent of patients 
hospitalized are under the age of 65, 
reducing time to treatment results in 
reduced disability.26 The applicant 
asserted ContaCT streamlines the 
standard workflow using artificial 
intelligence to substantially shorten the 
period of time between when a patient 
receives a stroke CT/CTA and when the 
patient is referred to a stroke neurologist 
and neurointerventional surgeon. 

With respect to the newness criterion, 
according to the applicant, FDA granted 
marketing authorization to ContaCT on 
February 13, 2018 under the de novo 
pathway, which is only available to 
devices of a new type with low-to- 
moderate risk for which there are no 
legally marketed predicates, and 
classified it as a Class II medical device. 
We note that FDA issued a de novo 
order memorandum describing ContaCT 
as ‘‘an artificial intelligence algorithm 
[used] to analyze images for findings 
suggestive of a pre-specified clinical 
condition and to notify an appropriate 
medical specialist of these findings in 
parallel to standard of care image 
interpretation.’’ The order specified that 
‘‘identification of suspected findings is 
not for diagnostic use beyond 
notification.’’ 
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The applicant asserted that ContaCT 
was not available immediately after 
FDA’s marketing authorization due to 
establishing Quality Management 
Systems and processes for distributing 
ContaCT as well as staff training and 
installation. Per the applicant, ContaCT 
was not commercially available until 
October 2018. The applicant submitted 
a request for approval for a unique ICD– 
10–PCS procedure code for the 
administration of ContaCT beginning in 
FY 2021 and was granted approval for 
the following procedure code effective 
October 1, 2020: 4A03X5D 
(Measurement of arterial flow, 
intracranial, external approach). 

As discussed above, if a technology 
meets all three of the substantial 
similarity criteria, it would be 
considered substantially similar to an 
existing technology and would not be 
considered ‘‘new’’ for purposes of new 
technology add-on payments. 

With regard to the first criterion, 
whether a product uses the same or a 
similar mechanism of action to achieve 
a therapeutic outcome, the applicant 
asserted no existing technology is 
comparable to ContaCT. The applicant 
further asserted, because of the 
technology’s novelty, the product was 
reviewed under FDA’s de novo 
pathway. The applicant first outlined 
the clinical workflow for patients 
presenting to a hospital with signs or 
symptoms of LVO prior to the 
availability of ContaCT: 

1—Patient presents with stroke/ 
suspected stroke to hospital emergency 
department (ED). 

2—Patient receives stroke CT/CTA 
imaging after brief initial evaluation by 
hospital ED physician. 

3—Technologist processes and 
reconstructs the CT/CTA imaging and 
manually routes to hospital picture 
archiving and communication system 
(PACS). 

4—Radiologist reads CT/CTA 
imaging. 

5—If needed, a neuroradiology 
consult is sought. 

6—A radiological diagnosis of LVO is 
made. 

7—The radiologist informs hospital 
ED physician of positive LVO either 
verbally or in the radiologist report. 

8—ED physician performs 
comprehensive exam and refers the 
patient to a stroke neurologist. 

9—The stroke neurologist reviews the 
CT/CTA imaging and clinical history 
and determines whether to prescribe or 
recommend prescription of 
thrombolysis with tissue plasminogen 
activator (tPA). 

10—The stroke neurologist refers the 
patient to a neurointerventional 

surgeon. Together they decide whether 
the patient is a candidate for mechanical 
thrombectomy. 

11—If appropriate, the patient 
proceeds to treatment with mechanical 
thrombectomy. 

The applicant asserted that facilities 
utilizing the ContaCT system can 
substantially shorten the period of time 
between when the patient receives 
stroke CT/CTA imaging (step 2) and 
when the patient is referred to a stroke 
neurologist and neurointerventional 
surgeon (steps 9 and 10). They further 
asserted that ContaCT streamlines this 
workflow using artificial intelligence to 
analyze CTA images of the brain 
automatically and notifies the stroke 
neurologist and neurointerventional 
surgeon that a suspected LVO has been 
identified, and then enables them to 
review imaging and make a treatment 
decision faster. The applicant 
concluded that shortening the time to 
identification of LVO is critical because 
the efficacy of thrombectomy in patients 
with acute ischemic stroke decreases as 
the time from symptom onset to 
treatment increases. 

With regard to the second criterion, 
whether the technology is assigned to 
the same or a different MS–DRG, the 
applicant did not specifically address 
whether the technology meets this 
criterion. However, we believe that 
cases involving the use of the 
technology would be assigned to the 
same MS–DRGs as cases without the 
technology where the patient moves 
through the hospital according to the 
traditional workflow outlined above. 

With regard to the third criterion, 
whether the use of the new technology 
involves the treatment of the same or 
similar type of disease and the same or 
similar patient population, the applicant 
also did not specifically address 
whether the technology meets this 
criterion. However, we stated in the 
proposed rule that we believe cases 
involving the use of the technology 
would treat the same or similar type of 
disease and the same or similar patient 
population as the traditional workflow 
outlined above. 

We noted that the applicant described 
ContaCT’s mechanism of action as 
shortening the time to identification of 
LVO through artificial intelligence (AI). 
Specifically, the applicant asserted that 
facilities utilizing the ContaCT system 
can substantially shorten the period of 
time between when the patient receives 
stroke CT/CTA imaging and when the 
patient is referred to a stroke neurologist 
and neurointerventional surgeon. We 
stated in the proposed rule that we were 
unclear as to whether the streamlining 
of hospital workflow would represent a 

unique mechanism of action. Rather, we 
stated that it seems that the mechanism 
of action for ContaCT would be the use 
of AI to analyze images and notify 
physicians rather than streamlining 
hospital workflow. However, we also 
referred the reader to our discussion 
below and in the proposed rule 
regarding our concerns with respect to 
general parameters for identifying a 
unique mechanism of action based on 
the use of AI, an algorithm and/or 
software. 

To the extent that the applicant 
asserted that streamlined hospital 
workflow through the use of ContaCT 
represents a unique mechanism of 
action, we stated in the proposed rule 
that it was unclear to us the degree to 
which ContaCT changes the traditional 
workflow. Per the FDA, ‘‘ContaCT is 
limited to analysis of imaging data and 
should not be used in-lieu of full patient 
evaluation or relied upon to confirm 
diagnosis.’’ 27 We stated that it was 
unclear to CMS how ContaCT shortens 
time to treatment via AI if the CT 
machine still performs the scanning and 
clinicians are still needed to view the 
images to diagnose an LVO and perform 
a full patient evaluation for the best 
course of treatment. The applicant also 
indicated to CMS that the use of 
ContaCT is not automatic, and the E.R. 
physician must submit an order to 
utilize it specifically when suspecting 
an LVO. We stated that we were unclear 
how ContaCT streamlines the workflow 
for stroke treatment via AI if it is not to 
be used for diagnostic purposes per the 
FDA and still requires personnel to 
order the scan and make the diagnosis. 

We stated in the proposed rule that 
we were also generally concerned as to 
whether the use of AI, an algorithm or 
software, which are not tangible, may be 
considered or used to identify a unique 
mechanism of action. In addition, we 
questioned how updates to AI, an 
algorithm or software would affect an 
already approved technology or a 
competing technology, including 
whether software changes for an already 
approved technology could be 
considered a new mechanism of action. 
We also questioned whether, if there 
were competing technologies to an 
already approved AI new technology, an 
improved algorithm by a competitor 
would represent a unique mechanism of 
action if the outcome is the same as the 
technology first approved. We 
welcomed comments from the public 
regarding the general parameters for 
identifying a unique mechanism of 
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action based on the use of AI, an 
algorithm and/or software. 

We also invited public comments on 
whether the applicant meets the 
newness criterion, including 
specifically with respect to the 
mechanism of action. 

Comment: The applicant submitted a 
comment to address newness concerns 
raised by CMS in the proposed rule. The 
applicant asserted that there was a brief 
delay in the availability of ContaCT due 
to establishing Quality Management 
Systems (QMS) and processes for 
distributing ContaCT. Because of this 
delay, the first hospital installation of 
ContaCT was not completed until 
January 2019. According to the 
applicant, because the commercial use 
of ContaCT did not begin at the start of 
FY 2019, the Medicare data which is 
used to set FY 2021 MS–DRG relative 
weights (data from FY 2019 October 1, 
2018 through September 30, 2019), do 
not reflect fully the cost of the 
technology. Therefore, the applicant 
believed that the newness period should 
begin on the date the first installation 
was completed, rather than the date of 
commercial availability noted in the FY 
2019 IPPS/LTCH PPS proposed rule (85 
FR 32601), which was October 2018. 

The applicant asserted that no 
existing technology is comparable to 
ContaCT. According to the applicant, 
with regard to the first criterion for 
newness, ContaCT does not use the 
same or a similar mechanism of action 
as compared to an existing technology. 
The applicant stated that ContaCT was 
reviewed through FDA’s de novo 
pathway, which is only available to 
novel medical devices that have not 
previously been classified by the FDA. 
With regard to the second criterion for 
newness, the applicant stated that 
ContaCT is used in cases of stroke and 
suspected stroke. Consequently, stroke 
and suspected stroke cases in which 
ContaCT is used are expected to be 
assigned to the same DRGs as stroke and 
suspected stroke cases without the 
technology. With regard to the third 
criterion for newness, the applicant 
stated that cases in which ContaCT is 
used are expected to be the same or 
similar to cases without the technology. 

With respect to the first substantial 
similarity criterion, the applicant 
asserted that computer-assisted triage 
and notification is the mechanism of 
action for ContaCT and that the 
mechanism of action for ContaCT is not 
AI per se. According to the applicant, AI 
is a necessary component of ContaCT, 
but is not sufficient to achieve 
therapeutic effect. Furthermore, the 
applicant stated that under 42 CFR 
412.87(b)(2) and CMS criteria for 

evaluating a technology with respect to 
newness, there are no requirements that 
a new technology have a specific type 
of mechanism of action to be eligible for 
new technology add-on payments. 

The applicant expressed concern that 
CMS is questioning whether AI, an 
algorithm or software may never be 
considered a unique mechanism of 
action, because such technology may 
simulate human intelligence or human 
processes that already exist. According 
to the applicant, CMS has defined an 
existing technology as another FDA 
approved or cleared technology. Human 
intelligence and human processes are 
not FDA approved or cleared 
technologies and, therefore, should not 
be used as a comparator to evaluate 
whether ContaCT, or any technology, 
meets the definition of newness. The 
applicant stated that, as for other new 
technologies, comparators for AI, 
algorithm or software-based devices 
should be other FDA approved or 
cleared technologies. More broadly, the 
applicant urged CMS not to make a 
broad determination that technologies 
that use AI, an algorithm or software to 
achieve a therapeutic effect are 
ineligible for new technology add-on 
payments. They stated CMS should 
evaluate each new technology 
individually with respect to whether it 
meets the established criteria. 

In addressing CMS concerns about 
whether software changes for an already 
approved technology could be 
considered a new mechanism of action, 
the applicant stated that an update to 
the ContaCT algorithm that does not 
alter this mechanism of action would 
have the same or a similar mechanism 
of action. In addressing CMS concerns 
about whether an improved algorithm 
by a competitor would represent a 
unique mechanism of action if the 
outcome is the same as the technology 
first approved, the applicant likewise 
stated that a different technology that 
shortens time to notification in patients 
with acute ischemic stroke caused by 
large vessel occlusions by using an AI 
algorithm to identify suspected LVO, 
triage patients and notify the stroke 
team more rapidly would likely be 
determined to have a mechanism of 
action that is the same or similar to 
ContaCT. 

In addition, the applicant stated that 
the newness of the overall mechanism 
of action or the means by which a 
product achieves the therapeutic 
outcome should be assessed, rather than 
the newness of the individual inputs or 
components. They provided an example 
from FY 2017 when CMS determined 
MIRODERM not to be ‘‘new’’ because 
the product achieved the intended 

therapeutic outcome, wound healing, in 
the same way as other acellular skin 
substitutes by providing a scaffold of 
collagen with a mix of matrix proteins 
(81 FR 56893). The applicant stated that 
CMS acknowledged that MIRODERM 
matrix proteins were different from the 
proteins found in other acellular skin 
substitutes, but the determination of 
newness was based on MIRODERM’s 
overall mechanism of action—a collagen 
scaffold that promotes wound healing. 
Just as in the MIRODERM example 
where the matrix proteins were not 
sufficient to establish the technology as 
new, changes to the AI, algorithm and/ 
or software would not be sufficient to 
establish future computer-aided triage 
and notification systems for large vessel 
occlusion ischemic stroke as new if 
these involve essentially the same 
mechanism of action as ContaCT. The 
applicant thus argued that technologies 
that utilize AI, an algorithm and/or 
software should be evaluated for 
newness in the same way as CMS 
evaluates any other medical device 
applying for new technology add-on 
payments. 

Other commenters responded to CMS’ 
concerns about whether the applicant 
meets the newness criterion. In response 
to our stated uncertainty regarding how 
ContaCT streamlines the workflow for 
stroke treatment via AI if it is not to be 
used for diagnostic purposes per the 
FDA and still requires personnel to 
order the scan and make the diagnosis, 
a commenter responded that ContaCT 
will enhance, not replace, human action 
as it relates to patient outcomes, and 
asserted that all innovation will be 
based upon AI in some fashion moving 
forward. Another commenter responded 
to our concerns as to whether the use of 
AI, an algorithm or software may be 
considered or used to identify a unique 
mechanism of action and also how 
updates to AI, an algorithm or software 
would affect an already approved 
technology or a competing technology 
for purposes of new technology add-on 
payments. The commenter stated that 
technologies that utilize AI, an 
algorithm and/or software may be 
evaluated for newness in the same way 
CMS evaluates any other medical device 
applying for new technology add-on 
payments. Such a technology would not 
be new if there is an existing FDA- 
approved technology that has been on 
the market for more than 2 to 3 years 
and that has the same mechanism of 
action, is assigned to the same DRGs, or 
is used in the same or similar type of 
disease and patient population. The 
commenter further suggested that this 
apply to both incremental changes to 
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the same device as well as to competing 
devices. The commenter urged CMS to 
consider that evaluating technologies 
that use AI, an algorithm and/or 
software is no different than evaluating 
other technologies for purposes of new 
technology add-on payments. They 
stated that technologies are not required 
to have a specific type of mechanism of 
action to be eligible for add-on payment, 
and as such, each submission must be 
evaluated independently. 

Response: After considering the 
comments received regarding the new 
technology add-on payment application 
for ContaCT, we agree that ContaCT 
does not use the same or a similar 
mechanism of action to achieve a 
therapeutic outcome when compared to 
existing treatments because there are 
currently no FDA approved or cleared 
technologies that use computer-assisted 
triage and notification to rapidly detect 
an LVO and shorten time to notification. 
Therefore, we believe that ContaCT is 
not substantially similar to an existing 
technology and meets the newness 
criterion. We consider the beginning of 
the newness period to commence on 
October 1, 2018. We have previously 
stated in the FY 2013 IPPS/LTCH PPS 
final rule (77 FR 53348) and FY 2019 
IPPS/LTCH PPS final rule (83 FR 
41313), generally, our policy is to begin 
the newness period on the date of FDA 
approval or clearance or, if later, the 
date of availability of the product on the 
U.S. market. Without additional 
information, we continue to believe that 
the newness period for ContaCT begins 
on October 1, 2018. We may consider 
any further information that may be 
provided regarding the date of 
availability in future rulemaking. 

We will continue to consider the 
issues related to determining newness 
for technologies that use AI, an 
algorithm or software, including devices 
classified as radiological computer 
aided triage and notification software, as 
discussed in the proposed rule, 
including how these technologies may 
be considered or used to identify a 
unique mechanism of action, how 
updates to AI, an algorithm or software 
would affect an already approved 
technology or a competing technology, 
whether software changes for an already 
approved technology could be 
considered a new mechanism of action, 
and whether an improved algorithm by 
competing technologies would represent 
a unique mechanism of action if the 
outcome is the same as an already 
approved AI new technology, as we gain 
more experience in this area. 

With respect to the cost criterion, the 
applicant provided the following 
analysis. First, the applicant extracted 

claims from the FY 2018 MedPAR 
dataset. The applicant explained that 
many patients present to the emergency 
department with signs or symptoms 
suggesting an LVO. That presentation 
would be the basis for ordering a CTA 
with ContaCT added. Of these patients, 
some will be identified as stroke and 
LVO, some as stroke but not from an 
LVO, and others will have diagnoses 
completely unrelated to stroke. As a 
result, according to the applicant, there 
may be a very broad range of principal 
diagnoses and MS–DRGs representing 
patients who would be eligible for and 
receive a CTA with ContaCT. The 
applicant noted that it used admitting 
diagnoses codes rather than principal or 
secondary diagnosis codes to identify 
cases of stroke due to LVO, stroke not 
due to LVO, and no stroke. The 
applicant utilized a multi-step 
approach: 

• Step 1: The applicant first extracted 
claims from the stroke-related MS–DRGs 
(023, 024, 061, 062, 063, 064, 065, 066, 
067, 068, and 069). 

• Step 2: The applicant analyzed the 
admitting diagnosis on claims extracted 
in Step 1 to identify the reason for 
admission. The applicant found that the 
top five admitting diagnoses for patients 
in the stroke-related MS–DRGs 
included: Cerebral infarction, 
unspecified (I63.9), transient cerebral 
ischemic attack, unspecified (G45.9), 
slurred speech (R4781), aphasia 
(R4701), and facial weakness (R29.810). 

• Step 3: The applicant identified all 
MS–DRGs assigned to the admitting 
diagnosis codes identified in Step 2 to 
identify ContaCT cases that did not map 
to one of the stroke MS–DRGs. 

• Step 4: The applicant identified a 
list of unique MS–DRGs and admitting 
diagnosis code combinations to which 
cases involving ContaCT would map. 
The applicant stated that it reviewed 
with clinical experts the MS–DRG and 
admitting diagnosis combinations and 
eliminated any that were unlikely to 
include the use of ContaCT. 

The applicant identified a total of 
375,925 cases across 143 MS–DRGs, 
with approximately 66 percent of cases 
mapping to MS–DRGs 039, 057, 064, 
065, 066, 069 and 312. The average 
unstandardized case-weighted charge 
per case was $52,001. The applicant 
noted it did not remove any charges for 
a prior technology, as it asserted that no 
other technology is comparable to 
ContaCT. Based on the results of a 
research study,28 the applicant assumed 

ContaCT cases resulting in mechanical 
thrombectomy would have charges 
reduced by 38% as a result of reduced 
specialty care days and therefore 
removed the related charges, which only 
affected cases mapping to MS–DRGs 
023, 024, 025, and 026. The applicant 
standardized the charges and applied an 
inflation factor of 11.1 percent, which is 
the same inflation factor used by CMS 
to update the outlier threshold in the FY 
2020 IPPS/LTCH PPS final rule (84 FR 
42629), to update the charges from FY 
2018 to FY 2020. 

The applicant then added the charges 
for the new technology. The applicant 
explained it calculated the cost per 
patient by dividing the total overall cost 
of ContaCT per year per hospital by the 
number of total estimated cases for 
which ContaCT was used at each 
hospital that currently subscribes to 
ContaCT (based on the estimated 
number of cases receiving CTA), and 
averaging across all such hospitals. The 
following is the methodology the 
applicant used to determine the cost per 
case: 

• Step 1: The applicant first 
determined the estimated total cases 
(both Medicare and non-Medicare) for 
each current subscriber hospital. The 
applicant explained it used total cases 
for both Medicare and non-Medicare 
cases since the cost per case is not 
specific to Medicare cases. In order to 
determine total cases, which include 
both Medicare and non-Medicare cases, 
the applicant divided the total Medicare 
cases per subscriber hospital from the 
FY 2018 MedPAR data by the 
percentage of Medicare beneficiaries (71 
percent) in the CONTACT FDA research 
study (for example, 1,136 Medicare 
cases divided by 0.71 equals 1,600 total 
Medicare and non-Medicare cases). 

• Step 2: To analyze actual rates 
(percentages) of CTA across subscriber 
hospital cases, the applicant first used 
the beneficiary ID in the FY 2018 SAF 
data set to find matching physician 
claims in the carrier file for CT and CTA 
services with a site of service of 21 
(Inpatient hospital) or 23 (emergency 
department) and a date of service 
consistent with the inpatient stay. The 
applicant then calculated provider- 
specific CTA rates (percentages) for each 
subscriber hospital. The applicant 
dropped five hospitals with a low 
volume of Medicare inpatient stays that 
had no matching services in the carrier 
file. The applicant calculated an average 
CTA rate of 21.6 percent across all 
hospitals that subscribe to ContaCT. 
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• Step 3: The applicant determined 
the estimated total number of cases that 
received CTA for each current 
subscriber hospital by multiplying the 
total cases (Medicare and non-Medicare) 
for each subscriber hospital in step 1 by 
the provider-specific CTA rate 
calculated in Step 2. In cases where a 
provider had fewer than 11 cases in the 
carrier file or where a provider had a 
CTA rate that was an outlier, the 
applicant multiplied the total cases for 
the provider by the average CTA rate of 
21.6 percent. 

• Step 4: The applicant then 
calculated the cost per year per hospital. 
If a hospital had multiple sites under 
the same CCN, the applicant multiplied 
the total overall cost of ContaCT per 
hospital by the number of sites. For 
example, if the cost for ContaCT was 
$25,000 per year and Hospital A had 
only one site under its CCN, then the 
total cost for ContaCT for Hospital A 
would be $25,000. However, if Hospital 
B had three sites under its CCN, then 
the total cost for ContaCT for Hospital 
B would be $75,000 per year ($25,000 × 
3). 

• Step 5: The applicant then divided 
the cost per year per hospital by the 
total cases that received CTA for each 
customer hospital in Step 3 to 
determine the estimated cost per case 
for each customer hospital. If Hospital A 
from the example in Step 4 had 50 
patients, then the total hospital cost per 
case would be $500 per patient 
($25,000/50). If Hospital B (with three 
sites under its CCN) also had 50 
patients, then the total hospital cost per 
case would be $1,500 per patient 
($75,000/50). 

• Step 6: The applicant averaged the 
cost per case across all hospitals to 
determine the average cost per patient. 
The average cost per case across 
Hospital A and Hospital B in the 
previous example would be $1,000. 

• Step 7: To convert the cost of the 
technology in Step 6 to charges, the 
applicant divided the average cost per 
patient by the national average cost-to- 
charge (CCR) of 0.14 for the Radiology 
cost center from the FY 2020 IPPS/ 
LTCH PPS final rule (84 FR 42179). 
Although the applicant submitted data 
related to the cost of the technology, the 

applicant noted that the cost of the 
technology was proprietary information. 

The applicant calculated a case- 
weighted threshold amount of $51,358 
and a final inflated average case- 
weighted standardized charge per case 
of $62,006. Based on this analysis, the 
applicant asserted that ContaCT meets 
the cost criterion because the final 
inflated average case-weighted 
standardized charge per case exceeds 
the case-weighted threshold amount. 

The applicant submitted three 
additional cost analyses to demonstrate 
that it meets the cost criterion using the 
same methodology above but with limits 
on the cases. The first alternative 
limited the analysis to only those cases 
in the primary stroke-related MS–DRGs 
023, 024, 061, 062, 063, 064, 065, 066, 
067, 068, and 069. This first alternative 
method resulted in a case-weighted 
threshold of $53,885 and a final inflated 
average case weighted standardized 
charge per case of $62,175. The second 
alternative limited the analysis to cases 
in MDC 01 (Diseases and Disorders of 
the Nervous System) with the following 
MS–DRGs: 

This second alternative method 
resulted in a case-weighted threshold of 
$55,053 and a final inflated average case 
weighted standardized charge per case 
of $63,741. The third alternative limited 
cases to MS–DRGs where the total 
volume of cases was greater than 100. 
This third alternative method resulted 
in a case-weighted threshold of $49,652 
and a final inflated average case- 
weighted standardized charge per case 
of $59,365. Across all cost-analysis 
methods, the applicant maintained that 
the technology meets the cost criterion 
because the final inflated average case- 

weighted standardized charge per case 
exceeds the average case-weighted 
threshold amount. 

We noted in the proposed rule that we 
believe a case weight would provide 
more accuracy in determining the 
average cost per case as compared to the 
average of costs per case across all 
hospitals that was used by the applicant 
in Step 6 as summarized previously. We 
therefore computed a case-weighted cost 
per case across all current subscriber 
hospitals. We then inflated the case- 
weighted cost per case to a charge based 
on Step 7 above and used this amount 

in the comparison of the case-weighted 
threshold amount to the final inflated 
average case-weighted standardized 
charge per case (rather than the 
applicant’s average cost per case). In all 
the scenarios above, the final inflated 
average case-weighted standardized 
charge per case exceeded the case- 
weighted threshold amount by an 
average of $2,961. 

We stated in the proposed rule that 
we had the following concerns 
regarding whether the technology meets 
the cost criterion. The applicant used a 
single list price of ContaCT per hospital 
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with a cost per patient that can vary 
based on the volume of cases. We stated 
that we were concerned that the cost per 
patient varies based on the utilization of 
the technology by the hospitals. The 
cost per patient could be skewed by the 
small number of hospitals utilizing the 
technology and their low case volumes. 
It is possible, if hospitals with large 
patient populations adopt ContaCT, the 
cost per patient would be significantly 
lower. 

We stated in the proposed rule that an 
alternative to the applicant’s calculation 
may be a methodology that expands the 
applicant’s sample from total cases 
(which include both Medicare and non- 
Medicare cases) receiving CTA at 
subscriber hospitals in Step 1 to all 
inpatient hospitals for the use of 
ContaCT (and then using the same steps 
after Step 1 for the rest of the analysis). 
In this alternative, the applicant would 
continue to extract cases representing 
patients that are eligible for the use of 
ContaCT from MedPAR, but the cost per 
patient would be determined by 
dividing the overall cost per year per 
hospital by the average number of 
patients eligible for the use of ContaCT 
across all such hospitals. For example, 
if the cost for ContaCT is $25,000 per 
year and the average hospital has 500 
patients who are eligible to receive 
ContaCT per year, then under this 
alternative methodology, the total cost 
per patient would be $50 ($25,000/500). 

We noted in the proposed rule that if 
ContaCT were to be approved for new 
technology add-on payments for FY 
2021, we believed the cost per case from 
the cost analysis above may also be used 
to determine the maximum new 
technology add-on payment (that is, 65 
percent of the cost determined above). 
We stated that we understood there are 
unique circumstances to determining a 
cost per case for a technology that 
utilizes a subscription for its cost. We 
welcomed comments from the public as 
to the appropriate method to determine 
a cost per case for such technologies, 
including comments on whether the 
cost per case should be estimated based 
on subscriber hospital data as described 
previously, and if so, whether the cost 
analysis should be updated based on the 
most recent subscriber data for each 
year for which the technology may be 
eligible for the new technology add-on 
payment. 

We also invited public comments on 
whether the applicant meets the cost 
criterion. 

Comment: One commenter, who was 
also the applicant, maintained that 
ContaCT met the cost criterion and 
submitted two additional analyses 

following CMS’ suggestions in the FY 
2021 IPPS/LTCH PPS Proposed Rule. 

First, the applicant updated its cost 
analyses to include all IPPS hospitals, 
utilizing the same methodology 
described in detail in the proposed rule. 
Under this methodology, the cost per 
patient is calculated by dividing the 
total overall cost of ContaCT per year 
per hospital by the number of total 
estimated cases for which ContaCT 
would be used at each hospital (based 
on the estimated number of cases 
receiving CTA), and then averaging 
across all such hospitals. The 
applicant’s updated cost analysis 
included 3,035 Medicare provider 
numbers representing 3,062 general 
acute care hospitals. The updated 
analysis yielded a final inflated average 
case-weighted standardized charge per 
case of $71,568, which exceeded the 
threshold amount of $51,358. 

The applicant also updated the three 
alternative analyses (which used the 
same methodology as above but limited 
the cases included) to include all IPPS 
hospitals. The parameters of these 
analyses were discussed in detail in the 
proposed rule (85 FR 32602 through 
32603). Per the applicant, the first 
alternative analysis resulted in a case- 
weighted threshold of $53,885 and a 
final inflated average case-weighted 
standardized charge per case of $71,736; 
the second alternative analysis resulted 
in a case-weighted threshold of $55,053 
and a final inflated average case 
weighted standardized charge per case 
of $73,302; and the third resulted in a 
case-weighted threshold of $49,652 and 
a final inflated average case-weighted 
standardized charge per case of $68,925. 
In all three alternative analyses, the 
final average case-weighted 
standardized charge per case exceeded 
the average case-weighted threshold 
amount, meeting the cost criterion. 

The applicant also calculated a case- 
weighted average cost per case for each 
of the analyses above in response to 
CMS’ suggestion that a case-weighted 
average cost per case would be more 
accurate compared to the average of 
costs per case across all hospitals, as the 
applicant had done initially. The 
applicant analyzed the average number 
of patients eligible to receive ContaCT 
per hospital among subscribers and 
compared it to the average number of 
patients eligible to receive ContaCT 
among all IPPS hospitals. The applicant 
found that, among ContaCT subscribers, 
the average number of patients eligible 
to receive ContaCT per Medicare 
provider number and per hospital are 
141 and 121, respectively. In contrast, 
among all IPPS hospitals, the applicant 
found that the average number of 

patients eligible to receive ContaCT per 
Medicare provider number and per 
hospital are 99 and 82, respectively. The 
applicant concluded that ContaCT 
subscribers have a higher average 
number of patients eligible to receive 
ContaCT compared to all IPPS hospitals, 
and that the cost per patient for 
ContaCT is skewed to yield a higher cost 
per patient across all IPPS hospitals 
than among ContaCT subscribers alone. 
The applicant noted that the cost per 
patient among ContaCT subscribers is 
lower than if all IPPS hospitals adopted 
ContaCT, and that expanding the 
analyses above to include all IPPS 
hospitals increased the cost per patient. 

Per the applicant, ContaCT would 
meet the cost criterion in each of these 
average number of patients eligible to 
receive ContaCT across all cost-analysis 
methods. Using a case-weighted cost per 
case, the applicant also met the cost 
criterion across all cost-analysis 
methods, as the final inflated average 
case-weighted standardized charge per 
case exceeded the average case- 
weighted threshold amount. 

The applicant also noted that 
technologies sold on a subscription 
basis are provided to the customer at a 
recurring price at regular intervals. As a 
result, the cost per unit for a 
subscription technology is directly 
impacted not only by the price, but how 
frequently the customer utilizes the 
technology, in that customers with low 
utilization of a subscription-based 
technology have a higher cost per unit 
than customers with high utilization. 
The commenter stated that, because the 
overall cost per unit of subscription 
technologies is determined by each 
customer’s ratio of price to utilization, 
an analysis that requires an estimate of 
cost per unit should be limited to 
subscribers. The commenter believed 
that including estimates of cost per unit 
for potential customers that do not 
currently subscribe to the technology 
may result in a cost-per-case that does 
not reflect the actual costs of current 
users. The commenter recommended 
that the cost per unit of technologies 
sold on a subscription basis, like 
ContaCT, should be based on data from 
current subscribers only. However, the 
applicant agreed with CMS that yearly 
updates to the cost per unit analysis are 
reasonable to reflect changes in 
subscribers and thus the overall cost per 
unit. 

The commenter offered several 
examples of how its recommendation is 
consistent with CMS’ methodology in 
calculating costs across a variety of 
payment systems and programs. The 
commenter noted that CMS considers 
only costs from hospitals for cases billed 
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to Medicare when setting MS–DRG 
relative weights. In addition, if a 
hospital does not provide the type of 
care described by a specific MS–DRG, 
CMS does not attempt to estimate what 
the cost and MS–DRG relative weights 
might be if a broader range of hospitals 
delivered that type of care. The 
commenter stated that another example 
is the average sales price methodology 
used by CMS to determine payment for 
certain separately payable products, 
which includes only data from actual 
customer sales. The commenter noted 
that although the unit price for these 
products often varies based on 
utilization, with customers with low 
utilization paying more per unit than 
customers with higher utilization, CMS 
does not attempt to calculate average 
sales price by forecasting how future 
customers may alter the current average 
sales price. The applicant concluded 
that, consistent with these examples, the 
cost per unit for subscription 
technologies should be based on data 
from current subscribers only and yearly 
updates are reasonable. 

Response: After consideration of the 
applicant’s updated cost analyses for 
ContaCT, we agree that the average case- 
weighted standardized charge per case 
exceeded the average case-weighted 
threshold amount in all scenarios. 
Therefore, ContaCT meets the cost 
criterion for FY 2021. CMS will 
continue to consider the issues relating 
to calculation of the cost per unit of 
technologies sold on a subscription 
basis as we gain more experience in this 
area. 

With respect to the substantial 
clinical improvement criterion, 
according to the applicant, ContaCT 
represents an advance that substantially 
improves the ability to diagnose a large 
vessel occlusion stroke earlier by 
automatically identifying suspected 
disease in CTA images and notifying the 
neurovascular specialist directly in 
parallel to the standard of care. The 
applicant further asserted a major 
limitation in the traditional acute stroke 
workflow is the time delay from initial 
image acquisition of a suspected LVO 
patient (CT, CT angiography, and CT 
perfusion), notification of the 
interventional team, and execution of an 
endovascular thrombectomy. The time 
from stroke onset to reperfusion (when 
blood supply returns to tissue after a 
period of ischemia or lack of oxygen) is 
negatively correlated with the 
probability of an independent 
functional status.29 The applicant stated 

the time from initial presentation to 
eventual reperfusion can be long, 
resulting in poor outcomes, using the 
existing standard of care. The median 
onset-to-revascularization time has been 
reported as 202.0 minutes for patients 
presenting directly to interventional 
centers (or comprehensive stroke 
centers), and 311.5 minutes for patients 
that initially presented to a non- 
interventional center.30 The applicant 
further stated that part of that time is the 
time from initial CTA to the time that 
the neurovascular specialist is notified 
of a possible LVO (the CTA to 
notification time). A retrospective study 
examined work-flow for stroke patients 
and demonstrated an initial CT to CSC 
(Comprehensive Stroke Center) 
notification time per standard of care 
>60 minutes in patients transferred for 
endovascular reperfusion in acute 
ischemic stroke.31 

The applicant asserted that ContaCT 
facilitates a workflow parallel to the 
standard of care workflow and results in 
a notified specialist entering the 
workflow earlier. In the applicant’s 
study to support the De Novo request, 
ContaCT’s performance was compared 
with standard of care workflow, 
demonstrating that ContaCT resulted in 
faster specialist notification. According 
to the applicant, the average time to 
specialist notification for ContaCT was 
7.32 minutes [95% CI: 5.51, 9.13] 
whereas time to notification for 
standard of care workflow was 58.72 
minutes [95% CI: 46.21, 71.23]. The 
applicant also asserted that ContaCT 
saved an average of 51.4 minutes, an 
improvement that could markedly 
improve time to intervention for LVO 
patients. In addition, the applicant 
noted that the standard deviation was 
reduced from 41.14 minutes in the 
standard of care workflow to 5.95 
minutes with ContaCT, demonstrating 
ContaCT’s potential to reduce variation 
in care and patient outcome across 
geographies and time of day.32 

To support the applicant’s assertion 
that ContaCT substantially improves the 
ability to diagnose a large vessel 
occlusion stroke earlier, the applicant 
presented a multicenter prospective 
observational trial, DISTINCTION, 
which is ongoing and compares a 
prospective cohort of patients in which 
ContaCT is used (intervention arm) to a 
retrospective cohort in which ContaCT 
was not used (control arm). Patients are 
also segmented based on whether they 
initially present to a non-interventional 
center or an interventional center. Per 
the applicant, early data from one non- 
interventional hospital in the Erlanger 
Health System indicates that for the 
control arm the median time from CTA 
to clinician notification was 59.0 
minutes. For the intervention arm, early 
data indicates that the median time from 
CTA to clinician notification was 5.3 
minutes. The applicant stated that these 
early data indicate time savings of 
approximately 53 minutes, which is 
consistent with the 51.4 minute time 
savings demonstrated in the studies 
sponsored/conducted by the De Novo 
requester.33 

Next, the applicant presented the 
Automated Large Artery Occlusion 
Detection In Stroke Imaging Study 
(ALADIN), a multicenter retrospective 
analysis of CTAs randomly picked from 
a retrospective cohort of acute ischemic 
stroke patients, with and without 
anterior circulation LVOs, admitted at 
three tertiary stroke centers, from 2014– 
2017. Per the applicant, ALADIN 
evaluated ContaCT’s performance 
characteristics including area under the 
curve, sensitivity, specificity, positive 
predictive value, negative predictive 
value, and processing or running time. 
The applicant asserted that, through this 
study, researchers concluded that the 
ContaCT algorithm may permit early 
and accurate identification of LVO 
stroke patients and timely notification 
to emergency teams, enabling quick 
decision-making for reperfusion 
therapies or transfer to specialized 
centers if needed.34 35 36 
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Goyal M, Menon BK, van Zwam WH, et al. 
Endovascular thrombectomy after large-vessel 
ischaemic stroke: A meta-analysis of individual 
patient data from five randomised trials. Lancet N 
Am Ed. 2016;387(10029):1723–1731. 

41 Mueller-Kronast NH, Zaidat OO, Froehler MT, 
et al. Systematic evaluation of patients treated with 

neurothrombectomy devices for acute ischemic 
stroke: primary results of the STRATIS registry. 
Stroke. 2017;48(10):2760–2768. 

42 Powers WJ, Rabinstein AA, Ackerson T et al. 
On behalf of the American Heart Association Stroke 
Council. 2018 Guidelines for the early management 
of patients with acute ischemic stroke: A guideline 
for healthcare professionals from the American 
Heart Association/American Stroke Association. 
Stroke. 2018;49:e46–e110. 

43 Albers GW, Marks MP, Kemp S, et al. 
Thrombectomy for stroke at 6 to 16 hours with 
selection by perfusion imaging. N Engl J Med. 
2018;378(8):708–718; Nogueira RG, Jadhav AP, 
Haussen DC, et al. Thrombectomy 6 to 24 hours 
after stroke with a mismatch between deficit and 
infarct. N Engl J Med. 2018;378(1):11–21. 

44 Campbell BCV, Mitchell PJ, Churilov L, et al. 
Endovascular Thrombectomy for Ischemic Stroke 

According to the applicant, the use of 
ContaCT to facilitate a faster diagnosis 
and treatment decision directly affects 
management of the patient by enabling 
early notification of the neurovascular 
specialist and faster time to treatment 
utilizing mechanical thrombectomy to 
remove the large vessel occlusion. The 
applicant stated that mechanical 
thrombectomy with stent retrievers is 
one of the standards of care for 
treatment of acute ischemic stroke 
patients caused by LVO and that 
mechanical thrombectomy therapy is 
highly time-critical with each minute 
saved in onset-to-treatment time 
resulting in a reported average of 4.2 
days of extra healthy life.37 According to 
the applicant, the use of ContaCT affects 
the management of the patient by 
facilitating early identification of 
patients with suspected LVO and early 
notification of the neurovascular 
specialist. The applicant asserted that 
this may affect the management of the 
patient in two ways. First, it may offer 
improved access to mechanical 
thrombectomy for patients who would 
otherwise not have access because of 
factors such as time of day and the 
specialty capabilities of the hospital 
they are in, and second, it may involve 
the neurovascular team earlier, 
decreasing the time to thrombectomy. 
The applicant stated that ContaCT saved 
an average of 51.4 minutes in time to 
notification relative to standard of care 
workflow and reduced standard 
deviation in time to notification from 
41.14 minutes (standard of care 
workflow) to 5.95 minutes (ContaCT).38 
Furthermore, the applicant stated that 
ContaCT could markedly improve time 
to intervention for LVO patients and has 
the potential to reduce variation in care 
and patient outcome across geographies 
and time of day. 

The applicant stated that according to 
five clinical trials, the clinical efficacy 
of endovascular mechanical 

thrombectomy has been demonstrated 
for patients with LVO strokes up to 6 
hours after onset of stroke.39 The 
applicant also stated that two meta- 
analyses of these randomized trials have 
been completed.40 Campbell et al. 
performed a patient-level pre-specified 
pooled meta-analysis of four 
randomized clinical trials which 
concluded that thrombectomy for large 
vessel ischemic stroke is safe and highly 
effective at reducing disability. Goyal et 
al. pooled and analyzed patient-level 
data from all five trials. Per the 
applicant, the results indicated that 
mechanical thrombectomy leads to 
significantly reduced disability. 
According to the applicant, together, 
these five randomized trials and two 
meta-analyses, have demonstrated that 
treatment for intracranial large vessel 
occlusion with mechanical 
thrombectomy with stent retrievers is 
the standard of care. 

The applicant also asserted that real 
world evidence further supports the 
efficacy of mechanical thrombectomy. 
Data from the STRATIS registry 
(Systematic Evaluation of Patients 
Treated With Neurothrombectomy 
Devices for Acute Ischemic Stroke), 
which prospectively enrolled patients 
treated in the United States with a 
Solitaire Revascularization Device and 
Mindframe Capture Low Profile 
Revascularization Device within 8 hours 
from symptom onset, was compared 
with the interventional cohort from the 
patient-level meta-analysis from 
Campbell et al. to assess whether similar 
process timelines and technical and 
functional outcomes could be achieved 
in a large real-world cohort as in the 
randomized trials. The article 
concluded that the results indicate 
randomized trials can be reproduced in 
the real world (Mueller-Kronast et al., 
2017).41 

The applicant stated that based on 
these data, U.S. clinical guidelines now 
recommend mechanical thrombectomy 
for the treatment of large vessel 
occlusion strokes when performed ≤6 
hours from symptom onset. The 
American Stroke Association/American 
Heart Association (ASA/AHA) ‘‘2018 
Guidelines for the Early Management of 
Patients With Acute Ischemic Stroke’’ 
recommended mechanical 
thrombectomy with a stent retriever in 
patients that meet the following criteria: 
(1) Prestroke modified Rankin Scale 
(mRS) 0–1; (2) causative occlusion of 
the internal carotid artery (ICA) or 
middle cerebral artery (MCA) segment 1 
(M1); (3) age ≥18; (4) National Institute 
of Health Stroke Scale (NIHSS) ≥6; (5) 
Alberta Stroke Program Early CT Score 
(ASPECTS) ≥6; and (6) treatment can be 
initiated within 6 hours of symptom 
onset (Powers et al., 2018). The ASA/ 
AHA notes the need for expeditious 
treatment with both intravenous 
thrombolysis and mechanical 
thrombectomy.42 

The applicant also stated that 
recently, randomized trials have 
demonstrated the clinical efficacy of 
mechanical thrombectomy for large 
vessel occlusion strokes for select 
patients from 6 to 24 hours after 
symptom onset.43 Among patients with 
acute stroke who were last known well 
6 to 24 hours earlier and who had a 
mismatch between clinical deficit and 
infarct, outcomes for disability at 90 
days were better with thrombectomy 
plus standard care compared with 
standard care alone. 

The applicant asserted that the use of 
ContaCT reduces time to treatment by 
notifying the stroke team faster than the 
standard of care and enabling the team 
to diagnose and treat the patient earlier, 
which is known to improve clinical 
outcomes in stroke, and that mechanical 
thrombectomy has been shown to 
reduce disability, reduce length of stay 
and recovery time (Campbell et al., 
2017).44 
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Increases Disability-Free Survival, Quality of Life, 
and Life Expectancy and Reduces Cost. Front 
Neurol. 2017;8:657. 

45 Berkhemer OA, Fransen PS, Beumer D, et al. 
MR CLEAN Investigators. A randomized trial of 
intraarterial treatment for acute ischemic stroke. N 
Engl J Med. 2015;372:11–20.doi: 10.1056/ 
NEJMoa1411587; Campbell BCV, Mitchell PJ, 
Kleinig TJ, et al. Endovascular therapy for ischemic 
stroke with perfusion-imaging selection. N Engl J 
Med. 2015;372(11):1009–1018; Goyal M, Demchuk 
AM, Menon BK, Eesa M, Rempel JL, Thornton J, et 
al.; ESCAPE Trial Investigators. Randomized 
assessment of rapid endovascular treatment of 
ischemic stroke. N Engl J Med. 2015;372(11):1019– 
1030; Jovin TG, Chamorro A, Cobo E, de Miquel 
MA, Molina CA, Rovira A, et al.; REVASCAT Trial 
Investigators. Thrombectomy within 8 hours after 
symptom onset in ischemic stroke. N Engl J Med. 
2015;372(24):2296–2306; Saver JL, Goyal M, Bonafe 
A, Diener HC, Levy EI, Pereira VM, et al.; SWIFT 
PRIME Investigators. Stent-retriever thrombectomy 
after intravenous t-PA vs. t-PA alone in stroke. N 
Engl J Med. 2015 Jun 11;372(24):2285–95. 

46 Saver JL, Goyal M, van der Lugt A, et al.; 
HERMES Collaborators. Time to treatment with 
endovascular thrombectomy and outcomes from 
ischemic stroke: a meta-analysis. JAMA. 
2016;316:1279–1288. 

47 Powers WJ, Rabinstein AA, Ackerson T et al. 
On behalf of the American Heart Association Stroke 

Council. 2018 Guidelines for the early management 
of patients with acute ischemic stroke: A guideline 
for healthcare professionals from the American 
Heart Association/American Stroke Association. 
Stroke. 2018;49:e46–e110. 

48 Saver JL. Time is brain—quantified. Stroke. 
2006 Jan;37(1):263–6. 

49 U.S. Food and Drug Administration (FDA). 
Center for Devices and Radiological Health. 
Evaluation of Automatic Class III Designation for 
Contact. Decision Memorandum No. 170073 
(DEN170073). 2018. Retrieved from: https://
www.accessdata.fda.gov/cdrh_docs/reviews/ 
DEN170073.pdf. 

50 U.S. Food and Drug Administration (FDA). 
Center for Devices and Radiological Health. 
Evaluation of Automatic Class III Designation for 
ContaCT. Decision Memorandum No. 170073 
(DEN170073). 2018. Retrieved from: https://
www.accessdata.fda.gov/cdrh_docs/reviews/ 
DEN170073.pdf. 

51 Sun CH, Nogueira J, Glenn RG, et al. Picture- 
to-puncture: A novel time metric to enhance 
outcomes in patients transferred for endovascular 
reperfusion in acute ischemic stroke. Circulation. 
2013;127:1139–1148. 

According to the applicant, other 
studies have also demonstrated that 
time to reperfusion is a predictor of 
patient outcomes. The applicant 
asserted that several major randomized 
controlled trials for mechanical 
thrombectomy have demonstrated 
improvements in functionality with 
faster time to reperfusion. The primary 
outcome of some of these trials was the 
modified Rankin scale (mRs) score, a 
categorical scale measure of functional 
outcome, with scores ranging from 0 (no 
symptoms) to 6 (death) at 90 days.45 
Pooled patient-level data from these five 
trials demonstrated that in the 
mechanical thrombectomy group the 
odds of better disability outcomes at 90 
days (mRS scale distribution) declined 
with longer time from symptom onset to 
expected arterial puncture. Among the 
mechanical thrombectomy plus medical 
therapy group patients in whom 
substantial reperfusion was achieved, 
delays in reperfusion times were 
associated with increased levels of 3- 
month disability.46 

The applicant referred to the 
American Stroke Association/American 
Heart Association (ASA/AHA) ‘‘2018 
Guidelines for the Early Management of 
Patients With Acute Ischemic Stroke,’’ 
which recognized that the benefit of 
mechanical thrombectomy is time 
dependent, with earlier treatment 
within the therapeutic window leading 
to bigger proportional benefits. The 
guidelines also state that any cause for 
delay to mechanical thrombectomy, 
including observing for a clinical 
response after intravenous alteplase, 
should be avoided.47 

The applicant asserted that the phrase 
‘‘time is brain’’ emphasizes that human 
nervous tissue is rapidly lost as stroke 
progresses. Per the applicant, recent 
advances in quantitative 
neurostereology and stroke 
neuroimaging permit calculation of just 
how much brain is lost per unit time in 
acute ischemic stroke. To illustrate this 
point, the applicant stated that in the 
event of a large vessel acute ischemic 
stroke, the typical patient loses 1.9 
million neurons, 13.8 billion synapses, 
and 12 km (7 miles) of axonal fibers 
each minute in which stroke is 
untreated. Furthermore, for each hour in 
which treatment fails to occur, the brain 
loses as many neurons as it does in 
almost 3.6 years of normal aging.48 The 
applicant asserted that given the time- 
dependent nature of treatment in acute 
ischemic stroke patients, ContaCT could 
play a critical role in preserving human 
nervous tissue, as the application results 
in faster detection in more than 95 
percent of cases and saves an average of 
51.4 minutes in time to notification.49 

We stated in the proposed rule that 
we had the following concerns 
regarding whether the technology meets 
the substantial clinical improvement 
criterion. The applicant provided a total 
of 19 articles specifically for the 
purposes of addressing the substantial 
clinical improvement criterion: four 
retrospective studies/analyses, nine 
randomized clinical trials (RCTs), three 
meta-analyses, one registry, one 
guideline, and one systematic review. 

The four retrospective studies/ 
analyses included the FDA decision 
memorandum, a single site of a RCT, 
and two abstracts related to the 
Automated Large Artery Occlusion 
Detection in Stroke Imaging (ALADIN) 
study. The applicant stated that the 
studies sponsored/conducted by the De 
Novo requester indicated that ContaCT 
substantially shortens the time to 
notifying the specialist for LVO cases as 
compared with the standard of care. 
However, the sample size was limited to 
only 85 out of 300 patients having 
sufficient data of CTA to notification 
time available. To calculate the 
sensitivity and specificity of ContaCT, 

neuro-radiologists reviewed images and 
established the empirical evidence. 
Specifically, the sensitivity and 
specificity was 87.8 percent (95% CI: 
81.2–92.5%) and 89.6 percent (83.7– 
93.9%), respectively. In the proposed 
rule, we stated that we had concerns 
regarding whether this represents a 
substantial clinical improvement, as 
ContaCT missed approximately 12 
percent of images with a true LVO and 
incorrectly identified approximately 10 
percent as having an LVO. Additionally, 
the small sample size of less than 100 
raises concerns for generalizability. 
Additionally, we agree with the FDA 
that ContaCT is limited to analysis of 
imaging data and should not be used in 
lieu of full patient evaluation or relied 
upon to make or confirm diagnosis.50 

With respect to the study that was a 
single site of an RCT 51 presented by the 
applicant, the study conducted a 
retrospective review of the time between 
an initial CT at an outside hospital and 
the notification to the comprehensive 
stroke center. This retrospective 
analysis was conducted for one site 
enrolled in one of the RCTs 
(unspecified). The authors noted there 
was substantial difference in the time 
between initial CT at the outside 
hospital to comprehensive stroke center 
notification, due to multiple factors, 
including delays in neurological 
assessments, interpretation of imaging, 
utilization of advance modality imaging, 
and determination of tPA effectiveness. 
Specifically, the authors noted in their 
study that obtainment of advanced 
imaging contributed to a 57-minute 
delay in decision making without 
substantial benefits in patient outcome. 
We stated in the proposed rule that it 
was unclear whether and how this time 
delay and the utilization of faster 
notification would affect the clinical 
outcome of patients. 

The applicant also submitted two 
separate abstracts for a retrospective 
analysis of the ALADIN study, which 
only provide interim results. The 
applicant noted for the primary 
analysis, the algorithm obtained 
sensitivity of 0.97 and specificity of 
0.52, with a positive predictive value 
(PPV) of 0.74 and negative predictive 
(NPV) of 0.91, and overall accuracy of 

VerDate Sep<11>2014 22:38 Sep 17, 2020 Jkt 250001 PO 00000 Frm 00203 Fmt 4701 Sfmt 4700 E:\FR\FM\18SER2.SGM 18SER2jb
el

l o
n 

D
S

K
JL

S
W

7X
2P

R
O

D
 w

ith
 R

U
LE

S
2

https://www.accessdata.fda.gov/cdrh_docs/reviews/DEN170073.pdf
https://www.accessdata.fda.gov/cdrh_docs/reviews/DEN170073.pdf
https://www.accessdata.fda.gov/cdrh_docs/reviews/DEN170073.pdf
https://www.accessdata.fda.gov/cdrh_docs/reviews/DEN170073.pdf
https://www.accessdata.fda.gov/cdrh_docs/reviews/DEN170073.pdf
https://www.accessdata.fda.gov/cdrh_docs/reviews/DEN170073.pdf


58634 Federal Register / Vol. 85, No. 182 / Friday, September 18, 2020 / Rules and Regulations 

52 Froehler MT, Saver JL, Zaidat 00, et al. 
Interhospital transfer before thrombectomy is 
associated with delayed treatment and worse 
outcome in the STRATIS registry. Circulation. 2017; 
136(24):2311–2321. 

0.78. For the secondary analysis, which 
included analysis of additional 
(secondary) vessels, the algorithm 
obtained sensitivity of 0.92 and 
specificity of 0.75, with a PPV of 0.92 
and NPV of 0.75, and overall accuracy 
of 0.88. In the proposed rule, we stated 
that we were concerned both that these 
are only partial results as it is not clear 
what the full outcome of the ALADIN 
study will indicate, and also that the 
initial overall accuracy of ContaCT 
varied by 10 percent between the types 
of strokes. 

The RCTs included the following: (1) 
Multicenter Randomized Clinical Trial 
of Endovascular Treatment of Acute 
Ischemic Stroke in the Netherlands (MR 
CLEAN);(2) Thrombolysis in Emergency 
Neurological Deficits—Intra-Arterial 
(EXTEND–IA) Trial; (3) The 
Endovascular Treatment for Small Core 
and Anterior Circulation Proximal 
Occlusion with Emphasis on 
Minimizing CT to Recanalization Times 
(ESCAPE) trial; (4) Randomized Trial of 
Revascularization with Solitaire FR 
Device versus Best Medical Therapy in 
the Treatment of Acute Stroke Due to 
Anterior Circulation Large Vessel 
Occlusion Presenting within Eight 
Hours of Symptom Onset (REVASCAT); 
(5) Solitaire with the Intention for 
Thrombectomy as Primary Endocascular 
Treatment (SWIFT PRIME) trial; (6) 
Endovascular Therapy Following 
Imaging Evaluation for Ischemic Stroke; 
(7) DWI or CTP Assessment with 
Clinical Mismatch in the Triage of 
Wake-Up and Late Presenting Strokes 
Undergoing Neurointervention with 
Trevo (DAWN) trial; and (8) 
Interventional Manage of Stroke (IMS) 
Phase I and II trials. The MR CLEAN 
trial, EXTEND–IA trial, ESCAPE trial, 
REVASCAT trial, SWIFT PRIME trial, 
Endovascular Therapy Following 
Imaging Evaluation for Ischemic Stroke 
trial, and DAWN were all multicenter 
prospective RCTs evaluating a treatment 
group of either a microcatheter with a 
thrombolytic agent or mechanical 
thrombectomy versus a control group of 
the standard of care. These RCTs were 
evaluating the outcomes from specific 
treatment for patients who suffered from 
various strokes and not the time of 
imaging to treatment. While each study 
may have included a time-element as an 
experimental analysis or additional end- 
point, we stated that we are unsure how 
they support the use of ContaCT as a 
substantial clinical improvement over 
existing technologies. Also, while the 
IMS trials provided evidence to support 
a positive clinical outcome following 
technically successful angiographic 
reperfusion using time from stroke onset 

to procedure termination, they did not 
specify which part of the overall 
standard of care treatment affected an 
increase or decrease of time. The three 
meta-analyses utilized data from the 
RCTs. The Safety and Efficacy of 
Solitaire Stent Thrombectomy examined 
four trials, ESCAPE, REVASCAT, 
SWIFT PRIME, and EXTEND–IA. The 
Highly Effective Reperfusion evaluated 
in Multiple Endovascular Stroke Trials 
(HERMES) collaboration authored two 
of the three meta-analyses. The 
HERMES collaboration examined data 
and results from five RCTs, MR CLEAN, 
ESCAPE, REVASCAT, SWIFT PRIME, 
and EXTEND–IA. These meta-analyses 
confirmed the results of each of the 
individual RCTs of the benefits of 
thrombectomy versus the standard of 
care. However, we stated that we have 
concerns as to whether these meta- 
analyses, along with the RCTs, indicate 
a substantial clinical improvement with 
shorter notification times of an LVO. 

Two articles submitted by the 
applicant evaluated data using the 
STRATIS registry. One article 52 
evaluated the use of mechanical 
thrombectomy in consecutive patients 
with acute ischemic stroke because of 
LVO in the anterior circulation. The two 
groups consisted of (1) patients who 
presented directly to a comprehensive 
stroke center; and (2) patients who were 
transferred to a comprehensive stroke 
center. This study identified a 
difference of 124 minutes between 
groups, which was primarily related to 
longer door-to-tPA times at nonenrolling 
hospitals, delay between IV-tPA and 
departure from the initial hospital, and 
length of transport time. The author’s 
primary outcome was functional status 
at 90 days, which found those with 
shorter time to treatment achieved better 
functional independence at 90 days. 
There was no difference in mortality in 
the two groups. While this article 
supports that shorter time to treatment 
may increase positive clinical outcomes 
for functional status, the study indicated 
time to departure from the non-enrolling 
hospital and transfer time as primary 
reasons in delayed thrombectomy 
treatment. These two time lapses 
include multiple covariates; for 
example, the distance between the 
facilities and the response of available 
transport (for example, ambulance). We 
stated in the proposed rule that these 
potential confounders raise questions as 

to the use of ContaCT shortening time 
to treatment. 

Lastly, the applicant submitted the 
AHA/ASA guidelines and a systematic 
literature review as support for clinical 
improvement. We stated that we are 
concerned the guidelines do not support 
a finding of substantial clinical 
improvement for ContaCT because the 
guidelines are for the current standard 
of care. The systematic literature review 
identified the quantitative estimates of 
the pace of neural circuity loss in 
human ischemic stroke. While this 
supports the urgency of stroke care, we 
stated that we were unsure how it 
demonstrates a substantial clinical 
improvement in how ContaCT supports 
the urgency of stroke care. 

We invited public comment as to 
whether ContaCT meets the substantial 
clinical improvement criterion. 

Comment: In addressing substantial 
clinical improvement concerns raised 
by CMS in the proposed rule, the 
applicant summarized additional 
clinical evidence demonstrating 
ContaCT reduces time to notification, 
and that the device also reduces time to 
treatment and improves clinical 
outcomes. 

With respect to improved clinical 
outcomes, the applicant described a 
study submitted for publication that 
used a prospectively-maintained 
database of patients undergoing 
thrombectomy for LVO and assessed the 
impact of ContaCT implementation on 
door-to-treatment time and patient 
outcomes for all patients who presented 
to a Primary Stroke Center currently 
utilizing ContaCT in the Mount Sinai 
Health System in New York and who 
subsequently underwent mechanical 
thrombectomy. To evaluate impact in a 
controlled fashion, data from pre- 
ContaCT implementation (October 1, 
2018 to March 15, 2019) and post- 
ContaCT implementation (October 1, 
2019 to March 15, 2020) were compared 
from a total of 42 patients who met the 
inclusion criteria. According to the 
applicant, the study investigators found 
that the post-ContaCT cohort had 
significantly better clinical outcomes 
and level of disability, as measured by 
a lower 5-day NIH Stroke Scores 
(NIHSS) and lower discharge modified 
Rankin Score (mRS) scores compared to 
the pre-ContaCT cohort, 10.78 vs. 21.93 
(p=0.02) and 2.92 vs. 4.62 (p=0.03), 
respectively. The post-ContaCT cohort 
also demonstrated significantly lower 
median 90-day mRS scores compared to 
the pre-ContaCT cohort (3 vs. 5; p=0.02). 
In addition to these outcome measures, 
the post-ContaCT cohort also had 
significantly shorter median door-to- 
interventional radiologist (INR) 
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53 Sun CH, Nogueira J, Glenn RG, et al. Picture- 
to-puncture: A novel time metric to enhance 
outcomes in patients transferred for endovascular 
reperfusion in acute ischemic stroke. Circulation. 
2013;127:1139–1148. 

54 Powers WJ, Rabinstein AA, Ackerson T, et al; 
on behalf of the American Heart Association Stroke 
Council. Guidelines for the early management of 
patients with acute ischemic stroke: 2019 update to 
the 2018 guidelines for the early management of 
acute ischemic stroke: A guideline for healthcare 
professionals from the American Heart Association/ 
American Stroke Association. Stroke. 
2019;50:e344–e418. 

notification time (21.5 vs. 36 minutes, 
p=0.02) and shorter median door-to- 
puncture time (165 vs. 185 minutes, 
p=0.20). 

With respect to shorter time to 
treatment, the applicant summarized 
unpublished data from three distinct 
single center, retrospective investigator- 
initiated reviews from hospital systems 
that have implemented ContaCT in 
Colorado, Georgia, and Tennessee. The 
three reviews evaluated ContaCT’s 
impact on the time from hospital arrival 
(Door) to skin puncture (Puncture), or 
DTSP, for LVO patients initially 
presenting to the clinical site. 

At the first site, 32 patients initially 
presented to the emergency department 
at SkyRidge Medical Center in Colorado. 
Patients included in the analysis were 
divided into two cohorts. The pre- 
ContaCT cohort included the 16 
thrombectomy patients immediately 
preceding ContaCT implementation and 
the post-ContaCT cohort included the 
16 thrombectomy patients immediately 
after ContaCT implementation. Overall, 
ContaCT implementation resulted in an 
average reduction in door-to-puncture 
time of 24 minutes. Additionally, 
ContaCT implementation resulted in 
statistically significant improvements in 
the percentage of patients with door to 
puncture times of less than 90 minutes 
(p=0.013) and less than 60 minutes 
(p=.005). After installing ContaCT, 94 
percent of thrombectomy cases had 
DTSP <90 minutes (p=0.013). 

At the second site, 120 patients 
initially presented to the emergency 
department at Wellstar Hospital in 
Georgia. Patients included in the 
analysis were divided into two cohorts. 
Patients from pre-ContaCT 
implementation (July 2018 through June 
2019) and patients from post-ContaCT 
implementation (July 2019 to June 2020) 
were compared. Overall, ContaCT 
implementation resulted in an average 
reduction in door to puncture time of 30 
minutes (p=0.01). 

At the third site, 46 patients initially 
presented to a Primary Stroke Center 
currently utilizing ContaCT in the 
Methodist LeBonheur Healthcare 
System in Tennessee. Patients included 
in the analysis were divided into two 
cohorts: Patients with LVOs identified 
by ContaCT and patients with LVOs not 
identified by ContaCT. Overall, ContaCT 
implementation resulted in an average 
reduction in door-to-puncture time of 44 
minutes (p=0.03). 

With respect to shorter time to 
notification, the applicant described 
data maintained by Viz.ai indicating 
that real-world performance of ContaCT 
is consistent with the results achieved 
in the FDA clinical study. Across 4,763 

patients analyzed by ContaCT in the 
past six months, the median time from 
CT angiogram to notification of the 
specialist was 4.31 minutes. This 
compares with 5.6 minutes in the 
ContaCT cohort (compared with 58.7 
minutes in the standard of care cohort) 
in the FDA clinical trial. The percentage 
of notifications viewed by the specialist 
within five minutes was 90 percent in 
the same cohort of patients. 

In addressing concerns raised by CMS 
in the proposed rule regarding whether 
the clinical study supporting the 
applicant’s De Novo request for 
ContaCT represents a substantial 
clinical improvement, the applicant 
stated that the sensitivity and specificity 
(87% and 90%, respectively) of 
ContaCT are consistent with the 
performance characteristic for other 
diagnostic services that inform clinical 
care and that no tests have perfect 
performance. Moreover, the applicant 
stated that because ContaCT is a triage 
and notification system, no harm is 
expected to result from false positives or 
false negatives. ContaCT will triage and 
alert on false positives resulting in an 
earlier read of the CT angiogram image 
than what otherwise would be and are 
quickly reviewed and appropriately 
triaged to non-treatment. False 
negatives, when no alert is sent, are 
managed exactly the same as today’s 
standard of care without ContaCT, as no 
alert is sent in the standard of care. The 
applicant noted the benefit for patients 
with LVO that are correctly identified 
by ContaCT (true positives). 

In addressing concerns raised by CMS 
in the proposed rule regarding whether 
the results of the clinical study 
supporting the applicant’s De Novo 
request for ContaCT are generalizable, 
the applicant stated that data 
maintained by Viz.ai (and referenced 
above) suggest that real-world 
performance of ContaCT is even faster 
than what was found in the FDA 
clinical trial. According to the 
applicant, these internal data are 
supported by the additional clinical 
evidence provided to CMS that 
demonstrate not only does ContaCT 
reduce time to notification of the 
neurointerventionalist, it reduces time 
to treatment and improves clinical 
outcomes as demonstrated by lower 5- 
day NIHSS and lower discharge mRS. 

The applicant also addressed 
concerns noted by CMS that results 
provided in the new technology 
application from the ALADIN study 
were partial results and showed 
somewhat more variable accuracy 
estimates than the FDA study. The 
applicant stated that complete results 
from the ALADIN study were 

unnecessary to support the performance 
of the ContaCT system as the primary 
objective of the ALADIN study was to 
fine-tune and optimize the ContaCT 
algorithm prior to the FDA study. 
According to the applicant, the best and 
most reliable data on the performance of 
the ContaCT device is the data from the 
pivotal study conducted for and 
submitted to the FDA as part of the de 
novo classification request. 

In the proposed rule, CMS pointed to 
the multiple steps and variables that 
impact time to treatment and clinical 
outcomes in LVO, questioning the 
ability of ContaCT to shorten time to 
treatment. In their comment, the 
applicant stated that the existence of 
other variables that impact time to 
treatment and clinical outcomes does 
not preclude clinical benefits from one 
variable, such as time to notification. 
The applicant stated that alerting the 
stroke specialist earlier than the 
standard of care enables them to make 
treatment decisions earlier, shortening 
the amount of time to treatment and 
improving clinical outcomes. 

The applicant also addressed CMS’ 
concern about whether and how 
utilization of faster analysis and 
notification of suspected LVOs derived 
from CTA images would affect the 
clinical outcome of patients, 
considering evidence demonstrating 
that obtainment of advanced imaging 
like CTA contributed to a 57-minute 
delay in decision making.53 The 
applicant stated that AHA’s ‘‘2019 
Update to the 2018 Guidelines for the 
Early Management of Patients With 
Acute Ischemic Stroke’’ recommend 
vessel imaging, such as CTA, for 
patients with suspected LVOs.54 
Furthermore, according to the applicant, 
the AHA’s broad recommendations 
supporting vessel imaging are consistent 
with requirements of pivotal trials for 
mechanical thrombectomy, all of which 
required noninvasive CTA or MR 
angiography (MRA) diagnosis of LVO as 
an inclusion criterion. Additionally, 
secondary analyses from the 
Interventional Management of Stroke 
(IMS) III Trial, which helped established 
vessel imaging as standard of care in 
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stroke imaging,55 found that use of CTA 
with or without CT perfusion did not 
delay IV-tPA or endovascular therapy as 
compared to non-contrast CT in the IMS 
III trial.56 

Finally, with regards to CMS’ 
concerns about whether ContaCT 
provides substantial clinical 
improvement, the applicant stated that 
all available clinical guidelines support 
faster time to treatment. They reiterated 
that the importance of time in stroke 
care is well established, and that 
reducing time to treatment improves 
clinical outcomes. They asserted that 
the new clinical evidence provided in 
their comment demonstrated the direct 
effect that ContaCT has on both time to 
treatment and patient outcomes and 
they maintained that these data are 
consistent with a well-established body 
of evidence that reduced time to 
notification and treatment of LVO 
improves outcomes in patients with 
ischemic stroke. 

We also received comments from 
many other commenters expressing 
their support for new technologies that 
reduce time to treatment for stroke 
patients, noting that rapid identification 
and treatment of these patients at 
comprehensive stroke centers offers the 
possibility to minimize the stroke 
burden and deficit and maximize the 
potential of a good outcome and return 
to function. Several commenters also 
recognized that rapid triaging of stroke 
patients has been endorsed as a best 
practice in published clinical 
guidelines. Some commenters 
supported the use of AI in the care of 
stroke patients and neuroscience 
patients generally, but did not endorse 
a particular technology, device, product, 
or manufacturer. 

Several commenters noted their direct 
experience with ContaCT upon 
implementation of the new technology 
at their hospitals, asserting that 
communication between all providers 
involved in the acute care of patients 
with stroke has significantly improved. 
A commenter stated that the ContaCT 
triage and notification system directly 
saved the lives of many patients at their 
hospital. The commenter referenced that 
their hospital team performed analyses 
which demonstrated that the use of the 
ContaCT system resulted in a 

statistically significant improvement on 
transfer patient outcomes. Another 
commenter experienced with the 
ContaCT system stated it led to a 
dramatic improvement in patient 
workflow for acute stroke patients and 
has significantly decreased door-in 
door-out times for patients needing 
emergent treatment who present to 
spoke hospitals, improved decision 
times for ‘‘go’’ or ‘‘no go’’ for 
endovascular therapy at patients 
presenting to both spoke and hub 
hospitals, and has led to improved 
overall outcomes of patients. 

Some commenters stated that rapid 
identification of stroke patients is 
especially pressing at smaller hospitals 
that are trying their best to transfer 
stroke patients to the nearest stroke 
center. A commenter noted that the 
reduction of time to treatment by 
ContaCT is leading to better outcomes 
clinically, less societal drain of 
resources, and fewer financial burdens 
to families requiring the incomes of the 
patients suffering from stroke disability. 
Another commenter asserted that if 
ContaCT receives approval for add-on 
payments, more hospitals would be able 
to implement this technology and, as a 
result, more patients would have access 
to life saving treatment, leading to a 
significant reduction of disability from 
stroke. According to the commenter, 
allowing hospitals to receive 
reimbursement for ContaCT would not 
only benefit communities in large metro 
areas but, more importantly, in rural 
areas where access to stroke care and 
technology is limited due to limited 
resources. 

Response: We appreciate the 
commenters’ input, including the 
additional information and analysis 
provided by the applicant in response to 
our concerns regarding substantial 
clinical improvement. After reviewing 
the additional clinical information and 
other analysis submitted by the 
applicant in response to our concerns 
raised in the proposed rule, we have 
determined that ContaCT represents a 
substantial clinical improvement over 
existing technologies because, based on 
the information provided by the 
applicant, the technology shortens time 
to notification, which has been shown 
in some instances to be critical in 
improving long-term outcomes in the 
treatment of stroke. 

After consideration of the public 
comments we received, we have 
determined that ContaCT meets all of 
the criteria for approval for new 
technology add-on payments. Therefore, 
we are approving new technology add- 
on payments for ContaCT for FY 2021. 
Cases involving the use of ContaCT that 

are eligible for new technology add-on 
payments will be identified by ICD–10– 
PCS procedure code 4A03X5D. 

In its application, the applicant stated 
that the cost per patient of ContaCT will 
vary based on the number of cases. As 
discussed previously, per the applicant, 
the cost per patient is calculated based 
on the annual list price of ContaCT 
multiplied by the number of 
subscribers, and divided by the number 
of ContaCT cases across such 
subscribers. We noted that, if ContaCT 
were to be approved for new technology 
add-on payments for FY 2021, we 
believed the cost per case from the 
applicant’s original cost analysis above 
may also be used to determine the 
maximum new technology add-on 
payment (that is, 65 percent of the cost 
determined above). The applicant 
estimated that the average cost of 
ContaCT to the hospital is $1,600 based 
on customer data. Under § 412.88(a)(2), 
we limit new technology add-on 
payments to the lesser of 65 percent of 
the costs of the new medical service or 
technology, or 65 percent of the amount 
by which the costs of the case exceed 
the MS–DRG payment. As a result, the 
maximum new technology add-on 
payment for a case involving the use of 
ContaCT is $1,040 for FY 2021. 

d. Supersaturated Oxygen (SSO2) 
Therapy (DownStream® System) 

TherOx, Inc. submitted an application 
for new technology add-on payments for 
Supersaturated Oxygen (SSO2) Therapy 
(the TherOx DownStream® System) for 
FY 2021. We note that the applicant 
previously submitted an application for 
new technology add-on payments for FY 
2019, which was withdrawn prior to the 
issuance of the FY 2019 IPPS/LTCH PPS 
final rule. We also note that the 
applicant again submitted an 
application for new technology add-on 
payments for FY 2020, but CMS was 
unable to determine that SSO2 Therapy 
represents a substantial clinical 
improvement over the currently 
available therapies used to treat STEMI 
patients. 

Per the applicant, The DownStream® 
System is an adjunctive therapy that 
creates and superoxygenated arterial 
blood and delivers it directly to 
reperfused areas of myocardial tissue 
which may be at risk after an acute 
myocardial infarction (AMI), or heart 
attack. Per FDA, SSO2 Therapy is 
indicated for the preparation and 
delivery of SuperSaturated Oxygen 
Therapy (SSO2 Therapy) to targeted 
ischemic regions perfused by the 
patient’s left anterior descending 
coronary artery immediately following 
revascularization by means of 
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percutaneous coronary intervention 
(PCI) with stenting that has been 
completed within 6 hours after the onset 
of anterior acute myocardial infarction 
(AMI) symptoms caused by a left 
anterior descending artery infarct lesion. 
The applicant stated that the net effect 
of the SSO2 Therapy is to reduce the 
size of the infarction and, therefore, 
lower the risk of heart failure and 
mortality, as well as improve quality of 
life for STEMI patients. 

SSO2 Therapy consists of three main 
components: The DownStream® System; 
the DownStream cartridge; and the SSO2 
delivery catheter. The DownStream® 
System and cartridge function together 
to create an oxygen-enriched saline 
solution called SSO2 solution from 
hospital-supplied oxygen and 
physiologic saline. A small amount of 
the patient’s blood is then mixed with 
the SSO2 solution, producing oxygen- 
enriched hyperoxemic blood, which is 
delivered to the left main coronary 
artery (LMCA) via the delivery catheter 
at a flow rate of 100 ml/min. The 
duration of the SSO2 Therapy is 60 
minutes and the infusion is performed 
in the catheterization laboratory. The 
oxygen partial pressure (pO2) of the 
infusion is elevated to ∼1,000 mmHg, 
therefore providing oxygen locally to 
the myocardium at a hyperbaric level 
for 1 hour. After the 60-minute SSO2 
infusion is complete, the cartridge is 
unhooked from the patient and 
discarded per standard practice. 
Coronary angiography is performed as a 
final step before removing the delivery 
catheter and transferring the patient to 
the intensive care unit (ICU). 

The applicant for the SSO2 Therapy 
received premarket approval from FDA 
on April 2, 2019. FDA noted the 
applicant must conduct ‘‘a post- 
approval study to confirm the safety and 
effectiveness of the TherOx 
DownStream System for use of delivery 
of SuperSaturated Oxygen Therapy 
(SSO2 Therapy) to targeted ischemic 
regions of the patient’s coronary 
vasculature in qualifying anterior acute 
myocardial infarction (AMI) patients 
who have undergone successful 
percutaneous coronary intervention 
(PCI) with stenting within 6 hours of 
experiencing AMI symptoms.’’ 57 The 
applicant stated that use of the SSO2 
Therapy can be identified by the ICD– 
10–PCS procedure codes 5A0512C 
(Extracorporeal supersaturated 
oxygenation, intermittent) and 5A0522C 
(Extracorporeal supersaturated 
oxygenation, continuous). 

As discussed previously, if a 
technology meets all three of the 
substantial similarity criteria, it would 
be considered substantially similar to an 
existing technology and would therefore 
not be considered ‘‘new’’ for purposes of 
new technology add-on payments. We 
note that in the FY 2020 IPPS/LTCH 
PPS final rule (84 FR 42275), we stated 
that based on the information submitted 
by the applicant as part of its FY 2020 
new technology add-on payment 
application for SSO2 Therapy, as 
discussed in the FY 2020 IPPS/LTCH 
PPS proposed rule (84 FR 19353), and 
as summarized in the FY 2020 IPPS/ 
LTCH PPS final rule, we believe that 
SSO2 Therapy has a unique mechanism 
of action as it delivers a localized 
hyperbaric oxygen equivalent to the 
coronary arteries immediately after 
administering the standard-of-care, PCI 
with stenting, in order to restart 
metabolic processes within the stunned 
myocardium and reduce infarct size. 
Therefore, we stated that we believe 
SSO2 Therapy is not substantially 
similar to existing technologies and 
meets the newness criterion. We also 
stated that we would consider the 
beginning of the newness period to 
commence when SSO2 Therapy was 
approved by the FDA on April 2, 2019. 
We refer the reader to the FY 2020 final 
rule for the complete discussion of how 
SSO2 Therapy meets the newness 
criterion. We invited public comments 
on whether SSO2 Therapy is 
substantially similar to an existing 
technology and whether it meets the 
newness criterion for purposes of its 
application for new technology add-on 
payments for FY 2021. 

Comment: Several commenters, 
including the applicant, agreed with 
CMS’ assessment in the FY 2020 IPPS/ 
LTCH PPS final rule that SSO2 Therapy 
meets the newness criterion and is not 
substantially similar to existing 
technologies. These commenters stated 
their belief that SSO2 Therapy is a novel 
and efficacious therapy with a unique 
mechanism of action. The commenters 
stated that the current standard of care 
does not address myocardial tissue 
death and scarring, which is often 
linked to increased risk of heart failure 
and long-term mortality. 

Response: We appreciate the 
commenters’ support. 

Based on consideration of the 
comments received and information 
submitted by the applicant as part of its 
FY 2021 new technology add-on 
payment application for SSO2 Therapy, 
as discussed in the proposed rule (85 FR 
32608–32609) and previously 
summarized in the FY 2020 IPPS/LTCH 
PPS final rule (84 FR 42274–42275), we 

believe that SSO2 Therapy does not use 
the same or a similar mechanism of 
action to achieve a therapeutic outcome 
when compared to existing treatments. 
Therefore, we believe that SSO2 
Therapy is not substantially similar to 
an existing technology and meets the 
newness criterion. We consider the 
beginning of the newness period to 
commence when SSO2 Therapy was 
approved by the FDA on April 2, 2019. 

With regard to the cost criterion, the 
applicant conducted the following 
analysis to demonstrate that SSO2 
Therapy meets the cost criterion. The 
applicant searched the FY 2018 
MedPAR file for claims reporting 
diagnoses of anterior STEMI by ICD–10– 
CM diagnosis codes I21.01 (ST elevation 
(STEMI) myocardial infarction 
involving left main coronary artery), 
I21.02 (ST elevation (STEMI) 
myocardial infarction involving left 
anterior descending coronary artery), or 
I21.09 (ST elevation (STEMI) 
myocardial infarction involving other 
coronary artery of anterior wall) as a 
principal diagnosis, which the applicant 
believed would describe potential cases 
representing potential patients who may 
be eligible for treatment involving the 
SSO2 Therapy. The applicant identified 
9,111 cases mapping to 4 MS–DRGs, 
with approximately 95 percent of all 
potential cases mapping to MS–DRG 
246 (Percutaneous Cardiovascular 
Procedures with Drug-Eluting Stent 
with MCC or 4+ Arteries/Stents) and 
MS–DRG 247 (Percutaneous 
Cardiovascular Procedures with 
-DrugEluting- Stent without MCC). The 
remaining 5 percent of potential cases 
mapped to MS–DRG 248 (Percutaneous 
Cardiovascular Procedures with Non- 
Drug-Eluting Stent with MCC or 4+ 
Arteries/Stents) and MS–DRG 249 
(Percutaneous Cardiovascular 
Procedures with Non-Drug-Eluting Stent 
without MCC). 

The applicant determined that the 
average case-weighted unstandardized 
charge per case was $97,049. The 
applicant then standardized the charges. 
The applicant did not remove charges 
for the current treatment because, as 
previously discussed, SSO2 Therapy 
would be used as an adjunctive 
treatment option following successful 
PCI with stent placement. The applicant 
then added charges for the technology, 
which accounts for the use of 1 cartridge 
per patient, to the average charges per 
case. The applicant did not apply an 
inflation factor to the charges for the 
technology. The applicant also added 
charges related to the technology, to 
account for the additional supplies used 
in the administration of SSO2 Therapy, 
as well as 70 minutes of procedure room 
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time, including technician labor and 
additional blood tests. The applicant 
inflated the charges related to the 
technology. In the applicant’s analysis, 
the inflated average case-weighted 
standardized charge per case was 
$150,115 and the average caseweighted- 
threshold amount was $98,332. Because 
the inflated average case-weighted 
standardized charge per case exceeds 
the average case-weighted threshold 
amount, the applicant maintained that 
the technology meets the cost criterion. 

We invited public comments on 
whether the SSO2 Therapy meets the 
cost criterion. 

Comment: One commenter, who is 
also the applicant, supported CMS’ 
conclusion in the FY 2020 IPPS/LTCH 
PPS final rule that SSO2 Therapy meets 
the cost criterion, based on an analysis 
of the 2017 MedPAR file which yielded 
an inflated case-weighted standardized 
charge per case that exceeded the 
average case-weighted threshold 
amount. Other commenters stated their 
belief that SSO2 Therapy is inadequately 
paid under the MS–DRGs noted in the 
application. These commenters urged 
CMS to approve SSO2 Therapy for new 
technology add-on payments to ensure 
access to Medicare beneficiaries. 

Response: Based on the applicant’s 
cost analysis as previously summarized 
and consideration of the comments 
received, we agree that the average case- 
weighted standardized charge per case 
exceeded the average case-weighted 
threshold amount. Therefore, SSO2 
Therapy meets the cost criterion. 

With regard to the substantial clinical 
improvement criterion, the applicant 
asserted that SSO2 Therapy represents a 
substantial clinical improvement over 
existing technologies because it 
improves clinical outcomes for STEMI 
patients as compared to the currently 
available standard-of-care treatment, PCI 
with stenting alone. Specifically, the 
applicant asserted that: (1) Infarct size 
reduction improves mortality outcomes; 
(2) infarct size reduction improves heart 
failure outcomes; (3) SSO2 Therapy 
significantly reduces infarct size; (4) 
SSO2 Therapy prevents left ventricular 
dilation; and (5) SSO2 Therapy reduces 
death and heart failure at 1 year. The 
applicant highlighted the importance of 
the SSO2 Therapy’s mechanism of 
action, which treats hypoxemic damage 
at the microvascular or microcirculatory 
level. Specifically, the applicant noted 
that microvascular impairment in the 
myocardium is irreversible and leads to 
a greater extent of infarction. According 
to the applicant, the totality of the data 
on myocardial infarct size, ventricular 
remodeling, and clinical outcomes 
strongly supports the substantial 

clinical benefit of SSO2 Therapy 
administration over the SOC. 

As stated above, TherOx, Inc. 
submitted an application for new 
technology add-on payments for FY 
2020 that was denied on the basis of 
substantial clinical improvement. In the 
FY 2020 IPPS/LTCH PPS final rule (84 
FR 42278), we stated that we were not 
approving new technology add-on 
payments for SSO2 Therapy for FY 2020 
because, after consideration of the 
comments received, we remained 
concerned that the current data did not 
adequately support a sufficient 
association between the outcome 
measures of heart failure, 
rehospitalization, and mortality with the 
use of SSO2 Therapy specifically to 
determine that the technology 
represents a substantial clinical 
improvement over existing available 
options. The applicant resubmitted its 
application for new technology add-on 
payments for FY 2021 with new 
information that, per the applicant, 
demonstrates that there is an unmet 
medical need for STEMI, and that SSO2 
Therapy provides a treatment option for 
a patient population unresponsive to 
currently available treatments. Below 
we summarize the studies the applicant 
submitted with both its FY 2020 and FY 
2021 applications, followed by the new 
information the applicant submitted 
with its FY 2021 application to support 
that the technology represents a 
substantial clinical improvement. 

In the FY 2020 application, as 
summarized in the FY 2020 IPPS/LTCH 
PPS final rule (84 FR 42275), and the FY 
2021 application, the applicant cited an 
analysis of the Collaborative 
Organization for RheothRx Evaluation 
(CORE) trial and a pooled patient-level 
analysis to support the claims that 
infarct size reduction improves 
mortality and heart failure outcomes. 

• The CORE trial was a prospective, 
randomized, double-blinded, placebo- 
controlled trial of Poloxamer 188, a 
novel therapy adjunctive to 
thrombolysis at the time the study was 
conducted.58 The applicant sought to 
relate left ventricular ejection fraction 
(EF), end-systolic volume index (ESVI) 
and infarct size (IS), as measured in a 
single, randomized trial, to 6-month 
mortality after myocardial infarction 
treated with thrombolysis. According to 
the applicant, subsets of clinical centers 
participating in CORE also participated 
in one or two radionuclide sub-studies: 

(1) Angiography for measurement of EF 
and absolute, count-based LV volumes; 
and (2) single-photon emission 
computed tomographic sestamibi 
measurements of IS. These sub-studies 
were performed in 1,194 and 1,181 
patients, respectively, of the 2,948 
patients enrolled in the trial. 
Furthermore, ejection fraction, ESVI, 
and IS, as measured by central 
laboratories in these sub-studies, were 
tested for their association with 6-month 
mortality. According to the applicant, 
the results of the study showed that 
ejection fraction (n=1,137; p=0.0001), 
ESVI (n=945; p=0.055) and IS (n=1,164; 
p=0.03) were all associated with 6- 
month mortality, therefore, 
demonstrating the relationship between 
these endpoints and mortality.59 

• The pooled patient-level analysis 
was performed from 10 randomized, 
controlled trials (with a total of 2,632 
patients) that used primary PCI with 
stenting.60 The analysis assessed infarct 
size within 1 month after randomization 
by either cardiac magnetic resonance 
(CMR) imaging or technetium-99m 
sestamibi single-photon emission 
computed tomography (SPECT), with 
clinical follow-up for 6 months. Infarct 
size was assessed by CMR in 1,889 
patients (71.8 percent of patients) and 
by SPECT in 743 patients (28.2 percent 
of patients) including both inferior wall 
and more severe anterior wall STEMI 
patients. According to the applicant, 
median infarct size (or percent of left 
ventricular myocardial mass) was 17.9 
percent and median duration of clinical 
follow-up was 352 days. The Kaplan- 
Meier estimated 1-year rates of all-cause 
mortality, re-infarction, and HF 
hospitalization were 2.2 percent, 2.5 
percent, and 2.6 percent, respectively. 
The applicant noted that a strong graded 
response was present between infarct 
size (per 5 percent increase) and the 2 
outcome measures of subsequent 
mortality (Cox-adjusted hazard ratio: 
1.19 [95 percent confidence interval: 
1.18 to 1.20]; p<0.0001) and 
hospitalization for heart failure 
(adjusted hazard ratio: 1.20 [95 percent 
confidence interval: 1.19 to 1.21]; 
p<0.0001), independent of other 
baseline factors.61 The applicant 
concluded from this study that infarct 
size, as measured by CMR or 
technetium-99m sestamibi SPECT 
within 1 month after primary PCI, is 
strongly associated with all-cause 
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mortality and hospitalization for heart 
failure within 1 year. 

In the FY 2020 application, the 
applicant also cited the AMIHOT I and 
II studies to support the claim that SSO2 
Therapy significantly reduces infarct 
size. 

• The AMIHOT I clinical trial was 
designed as a prospective, randomized 
evaluation of patients who had been 
diagnosed with AMI, including both 
anterior and inferior patients, and 
received treatment with either PCI with 
stenting alone or with SSO2 Therapy as 
an adjunct to successful PCI within 24 
hours of symptom onset.62 The study 
included 269 randomized patients and 3 
co-primary endpoints: Infarction size 
reduction, regional wall motion score 
improvement at 3 months, and 
reduction in ST segment elevation. The 
study was designed to demonstrate 
superiority of the SSO2 Therapy group 
as compared to the control group for 
each of these endpoints, as well as to 
demonstrate non-inferiority of the SSO2 
Therapy group with respect to 30-day 
Major Adverse Cardiac Event (MACE). 
The applicant stated that results for the 
control versus SSO2 Therapy group 
comparisons for the three co-primary 
effectiveness endpoints demonstrated a 
nominal improvement in the test group, 
although this nominal improvement did 
not achieve clinical and statistical 
significance in the entire population. 
The applicant further stated that a pre- 
specified analysis of the SSO2 Therapy 
patients who were revascularized 
within 6 hours of AMI symptom onset 
and who had anterior wall infarction 
showed a marked improvement in all 3 
co-primary endpoints as compared to 
the control group.63 Key safety data 
revealed no statistically significant 
differences in the composite primary 
endpoint of 1-month (30 days) MACE 
rates between the SSO2 Therapy and 
control groups. MACE includes the 
combined incidence of death, re- 
infarction, target vessel 
revascularization, and stroke. In total, 9/ 
134 (6.7 percent) of the patients in the 
SSO2 Therapy group and 7/135 (5.2 
percent) of the patients in the control 
group experienced 30-day MACE 
(p=0.62).64 

• The AMIHOT II trial randomized 
301 patients who had been diagnosed 
with and were receiving treatment for 
anterior AMI with either PCI plus the 

SSO2 Therapy or PCI alone.65 The 
AMIHOT II trial had a Bayesian 
statistical design that allows for the 
informed borrowing of data from the 
previously completed AMIHOT I trial. 
The primary efficacy endpoint of the 
study required proving superiority of 
the infarct size reduction, as assessed by 
Tc-99m Sestamibi SPECT imaging at 14 
days post PCI/stenting, with the use of 
SSO2 Therapy as compared to patients 
who were receiving treatment involving 
PCI with stenting alone. The primary 
safety endpoint for the AMIHOT II trial 
required a determination of non- 
inferiority in the 30-day MACE rate, 
comparing the SSO2 Therapy group 
with the control group, within a safety 
delta of 6.0 percent.66 Endpoint 
evaluation was performed using a 
Bayesian hierarchical model that 
evaluated the AMIHOT II result 
conditionally in consideration of the 
AMIHOT I 30-day MACE data. 
According to the applicant, the results 
of the AMIHOT II trial showed that the 
use of SSO2 therapy, together with PCI 
and stenting, demonstrated a relative 
reduction of 26 percent in the left 
ventricular infarct size and absolute 
reduction of 6.5 percent compared to 
PCI and stenting alone.67 

Next, to support the claim that SSO2 
Therapy prevents left ventricular 
dilation, the applicant cited the Leiden 
study, which represents a single-center, 
sub-study of AMIHOT I patients treated 
at Leiden University in the Netherlands. 
The study describes outcomes of 
randomized selective treatment with 
intracoronary aqueous oxygen (AO), the 
therapy delivered by SSO2 Therapy, 
versus standard care in patients who 
had acute anterior wall myocardial 
infarction within 6 hours of onset. Of 
the 50 patients in the sub-study, 24 
received treatment using adjunctive AO 
and 26 were treated according to 
standard care after PCI, with no 
significant differences in baseline 
characteristics between groups. LV 
volumes and function were assessed by 
contrast echocardiography at baseline 
and 1 month. According to the 
applicant, the results demonstrated that 
treatment with aqueous oxygen prevents 
LV remodeling, showing a reduction in 
LV volumes (3 percent decrease in LV 
end-diastolic volume and 11 percent 
decrease in LV end-systolic volume) at 
1 month as compared to baseline in AO- 
treated patients, as compared to 

increasing LV volumes (14 percent 
increase in LV end diastolic volume and 
18 percent increase in LV end-systolic 
volume) at 1 month in control 
patients.68 The results also show that 
treatment using AO preserves LV 
ejection fraction at 1 month, with AO- 
treated patients experiencing a 10 
percent increase in LV ejection fraction 
as compared to a 2 percent decrease in 
LV ejection fraction among patients in 
the control group.69 

Finally, to support the claim that 
SSO2 Therapy reduces death and heart 
failure at 1 year, the applicant submitted 
the results from the IC–HOT clinical 
trial, which was designed to confirm the 
safety and efficacy of the use of the 
SSO2 Therapy in those individuals 
presenting with a diagnosis of anterior 
AMI, who have undergone successful 
PCI with stenting of the proximal and/ 
or mid left anterior descending artery 
within 6 hours of experiencing AMI 
symptoms. It is an IDE, nonrandomized, 
single arm study. The study primarily 
focused on safety, utilizing a composite 
endpoint of 30-day Net Adverse Clinical 
Events (NACE). A maximum observed 
event rate of 10.7 percent was 
established based on a contemporary 
PCI trial of comparable patients who 
had been diagnosed with anterior wall 
STEMI. The results of the IC–HOT trial 
exhibited a 7.1 percent observed NACE 
rate, meeting the study endpoint. 
Notably, no 30-day mortalities were 
observed, and the type and frequency of 
30-day adverse events occurred at 
similar or lower rates than in 
contemporary STEMI studies of PCI- 
treated patients who had been 
diagnosed with anterior AMI.70 
Furthermore, according to the applicant, 
the results of the IC–HOT study 
supported the conclusions of 
effectiveness established in AMIHOT II 
with a measured 30-day median infarct 
size = 19.4 percent (as compared to the 
AMIHOT II SSO2 Therapy group infarct 
size = 20.0 percent).71 The applicant 
stated that notable measures include 4- 
day microvascular obstruction (MVO), 
which has been shown to be an 
independent predictor of outcomes, 4- 
day and 30-day left ventricular end 
diastolic and end systolic volumes, and 
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30-day infarct size.72 The applicant also 
stated that the IC–HOT study results 
exhibited a favorable MVO as compared 
to contemporary trial data, and 
decreasing left ventricular volumes at 30 
days, compared to contemporary PCI 
populations that exhibit increasing left 
ventricular size.73 The applicant 
asserted that the IC–HOT clinical trial 
data continue to demonstrate the 
substantial clinical benefit of the use of 
SSO2 Therapy as compared to SOC, PCI 
with stenting alone. 

The applicant also performed 
controlled studies in both porcine and 
canine AMI models to determine the 
safety, effectiveness, and mechanism of 
action of the SSO2 Therapy.74 75 
According to the applicant, the key 
summary points from these animal 
studies are: 

• SSO2 Therapy administration post- 
AMI acutely improves heart function as 
measured by left ventricular ejection 
fraction (LVEF) and regional wall 
motion as compared with non-treated 
control subjects. 

• SSO2 Therapy administration post- 
AMI results in tissue salvage, as 
determined by post-sacrifice histological 
measurements of the infarct size. 
Control animals exhibit larger infarcts 
than the SSO2-treated animals. 

• SSO2 Therapy has been shown to be 
non-toxic to the coronary arteries, 
myocardium, and end organs in 
randomized, controlled swine studies 
with or without induced acute 
myocardial infarction. 

• SSO2 Therapy administration post- 
AMI has exhibited regional myocardial 
blood flow improvement in treated 
animals as compared to controls. 

• A significant reduction in 
myeloperoxidase (MPO) levels in the 
SSO2-treated animals versus controls, 
which indicate improvement in 
underlying myocardial hypoxia. 

• Transmission electron microscopy 
(TEM) photographs showing 
amelioration of endothelial cell edema 
and restoration of capillary patency in 
ischemic zone cross-sectional 
histological examination of the SSO2- 
treated animals, while non-treated 
controls exhibit significant edema and 
vessel constriction at the microvascular 
level. 

In the FY 2020 final rule (84 FR 
42278), after consideration of all the 
information from the applicant, as well 
as the public comments we received, we 
stated that we were unable to determine 
that SSO2 Therapy represented a 
substantial clinical improvement over 
the currently available therapies used to 
treat STEMI patients. We stated that we 
remained concerned that the current 
data does not adequately support a 
sufficient association between the 
outcome measures of heart failure, 
rehospitalization, and mortality with the 
use of SSO2 Therapy specifically to 
determine that the technology 
represented a substantial clinical 
improvement over existing available 
options. Therefore, we did not approve 
new technology add-on payments for 
SSO2 Therapy for FY 2020. 

For FY 2021, the applicant submitted 
new information that, according to the 
applicant, demonstrates that there is an 
unmet medical need for STEMI, and 
that SSO2 Therapy provides a treatment 
option for a patient population 
unresponsive to currently available 
treatments. The applicant presented this 
information in the context of CMS’s 
concerns as identified in the FY 2020 
IPPS/LTCH PPS proposed and final 
rules, specifically that (1) it is unclear 
whether use of the SSO2 Therapy would 
demonstrate the same clinical 
improvement as compared to the 
current standard of care; (2) that the 
current data does not adequately 
support a sufficient association between 
the outcome measures of heart failure, 
rehospitalization, and mortality with the 
use of SSO2 Therapy, and (3) that SSO2 
may not provide long-term clinical 
benefits in patients with AMI. Below we 
summarize this information, which the 
applicant believes addresses these 
concerns. 

With regard to CMS’s concern that it 
is unclear whether use of SSO2 Therapy 
would demonstrate the same clinical 
improvement as compared to the 
current standard-of care, the applicant 
restated our concern as whether ‘‘these 
data [AMIHOT I and AMIHOT II are] 
adequate to show the relevant outcomes 
in the control (standard of care 
percutaneous coronary intervention 
(PCI))’’. In response to this concern, the 
applicant asserted that patient outcomes 
post-PCI have remained relatively stable 
over the past 10 years and there is a 
strong clinical need for new therapies 
like SSO2 in addition to PCI in the 
management of patients with anterior 
STEMI to reduce the risk and severity of 
heart failure and death. To support its 
assertion of an unmet clinical need for 
anterior wall STEMI treatment, the 

applicant presented data from multiple 
references to illustrate the following: 

• A plateau in STEMI 1-year 
mortality rates at 10 percent with the 
advent of drug-eluting stents, according 
to reports from the SWEDEHEART 
registry. This statistic is in agreement 
with the 9% 1 year STEMI mortality rate 
following PCI reported in a 2015 paper 
by Bullock et al.76 

• No improvement in U.S. in-hospital 
post-PCI STEMI mortality rates between 
2001 and 2011 based on work done by 
Sugiyama et al.77 

• No decrease in one-year mortality 
risk as illustrated by Kalesan et al.,78 a 
meta-analysis of 15 clinical trials 
totaling 7,867 patients that compared 
outcomes data for STEMI patients 
treated with bare metal stents versus 
drug eluting stents.79 

• A markedly higher one-year 
mortality rate at 19.4% for the Medicare 
population as compared to the total 
population of PCI-treated anterior wall 
STEMI patients, according to the most 
recent Medicare Standard Analytic File 
(SAF) data (2017). 

• No improvement in congestive 
heart failure (CHF) rates after STEMI 
treated pPCI; the applicant referenced 
Szummer et al.’s 80 work which 
indicated 1 year post primary PCI CHF 
rates of 10 percent as well as a statistical 
analysis of CHF readmission outcomes 
that showed heart failure rates for this 
patient population have remained stable 
at 9 to 10 percent from 2012 to 2017. 

• A decrease in 30-day STEMI re- 
hospitalizations due to the evolution of 
PCI therapy; the applicant cited the 
work of Kim et al.,81 noting the 
readmission rates trended slightly 
downward from approximately 12 
percent in 2010 to 10 percent in 2014. 
According to the applicant, these data 
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illustrate that PCI treats macrovascular 
aspects of STEMI events, but does not 
address the underlying infarct damage, 
which is highly correlated with worse 
long-term outcomes. 

The applicant reiterated statements 
from its prior application that, in order 
to reduce outcomes like mortality and 
heart failure in the STEMI population, 
therapies must be available above and 
beyond PCI to reduce the size of the 
infarct that results from a STEMI event. 
Per the applicant, the benefits shown in 
the AMIHOT I 6-hour sub-study, 
AMIHOT II and IC–HOT studies show 
statistically significant and clinically 
meaningful improvements in infarct 
size, left ventricular size and function, 
and long term outcomes that support the 
claim that SSO2 offers a substantial 
clinical improvement over PCI by filling 
an important gap in therapy with PCI, 
and specifically the need to reduce 
infarct size beyond simply opening 
occluded large vessels alone. 

With regard to CMS’s second concern 
that the current data does not 
adequately support a sufficient 
association between the outcome 
measures of heart failure, 
rehospitalization, and mortality with the 
use of SSO2 Therapy, the applicant 
restated our concern as ‘‘the importance 
of the reduction of infarct size as an 
outcome for patients with anterior 
STEMI.’’ The applicant provided 
multiple animal and human studies to 
illustrate how TherOx SSO2 potentially 
impacts outcome measures of heart 
failure, rehospitalization and mortality. 
Regarding animal studies, the applicant 
cited the porcine and canine study by 
Spears et al. and summarized above to 
illustrate how aqueous oxygen 
hyperoxemic perfusion attenuates 
microvascular ischemia.82 83 Regarding 
human studies, the applicant cited a 
2004 review by Gibbons et al. to support 
its assertion that the best physical 
measure of the consequences of AMI in 
post-intervention patients is the 
quantification of the extent of necrosis 
or infarction in the muscle. In this 2004 
review article, Gibbons et al. sought to 
summarize published evidence for 
quantification of infarct size using data 
from studies that assessed biomarkers, 
cardiac SPECT sestamibi and magnetic 
resonance imaging.84 Regarding the use 

of cardiac SPECT sestamibi imaging, 
Gibbons et al. found five separate lines 
of clinical evidence that validated the 
use of SPECT sestamibi imaging for 
determining infarct size.85 The 
applicant also referenced the CORE trial 
that it submitted with its original 
application and which we summarize 
above. Per the applicant, a substudy of 
CORE trial data by Burns et al. 
demonstrated that an absolute infarct 
size reduction of 3 percent was 
associated with a mortality benefit.86 
Specifically, the trial showed that six- 
month mortality was significantly 
related to infarct size. Per the applicant, 
among the 753 patients who underwent 
ejection fraction measurements, the 
odds ratio for infarct size for six-month 
mortality was 1.033—that is, for each 1 
percent increase in infarct size, 
mortality in the next 6 months was 
1.033 times more likely. A 5 percent 
increase in infarct size would therefore 
mean that 6-month mortality was 1.176 
times more likely. A patient with an 
infarct size that was greater by 5 percent 
of the left ventricle would therefore 
have a 17.6 percent greater chance of 
dying within the next 6 months.87 

The applicant further noted the CORE 
trial and associated studies were 
conducted when thrombolytic therapy 
was the standard of care for coronary 
artery reperfusion. The transition to PCI 
led directly to a measured absolute 
infarct size reduction of 5.1 percent in 
STEMI patients treated with PCI as 
compared to thrombolytic therapy, 
which correlated to a significant 
decrease in cardiovascular events. The 
applicant asserted that the infarct size 
reduction demonstrated with PCI 
compared to thrombolytic therapy 
helped establish PCI as the preferred 
standard of care, and that the results 
demonstrating the importance of infarct 
size reduction hold true in randomized 
PCI trials of STEMI patients, with 
infarct size evaluated by either Tc-99 
sestabmibi SPECT imaging or cardiac 
MRI. The applicant referred to the 
substudy of CORE trial data by Burns et 
al., which found that, among the three 
clinical prognostic outcomes studied, 
ejection fraction (EF) was superior to 
infarct size (IS) and end-systolic volume 
index (ESVI) in predicting 6-month 
mortality.88 The authors also noted that 
all three radionuclide measures were 

significantly associated with each other, 
and that the strongest correlation was 
between ESVI and EF. The study noted 
that infarct size was significantly 
correlated with both EF and ESVI 
despite being determined from a 
different radionuclide measurement, 
and that infarct location was not found 
to be significant.89 

The applicant also provided a study 
by Stone et al.90 to address our concern 
that the current data does not 
adequately support a sufficient 
association between the outcome 
measures of heart failure, 
rehospitalization, and mortality with the 
use of SSO2 Therapy. The applicant 
provided Stone et al.’s recent analysis of 
10 pooled randomized trials involving 
2,632 subjects, including some subjects 
from the AMIHOT II trial. Stone et al. 
set out to determine the strength of the 
relationship between infarct size 
assessed within 1 month after pPCI in 
STEMI and subsequent all-cause 
mortality, reinfarction and 
hospitalization for heart failure.91 
Infarct size was assessed using cardiac 
SPECT sestamibi or cardiac magnetic 
resonance and clinical follow-up data 
greater than or equal to 6 months. The 
authors found infarct size reduction 
measured by either imaging method 
within 1 month correlated strongly with 
reduced mortality and heart failure 
hospitalization at 1 year. The applicant 
asserted that the results demonstrated 
that every 5 percent absolute increase in 
left ventricular infarct size was 
associated with a 19 percent increase in 
1-year mortality, correlating well with 
the 17.6 percent estimate established 
from earlier data and underscoring the 
important, independent relationship 
between infarct size and mortality 
regardless of the treatment modality. 
The applicant asserted that the 
published analysis also demonstrated 
that infarct size measured within 1 
month after pPCI for STEMI using either 
imaging method is a powerful 
independent predictor of hospitalization 
for heart failure at 1 year. The applicant 
reiterated that overall, a 5 percent 
absolute infarct size increase was 
associated with a 20 percent increase in 
either death or heart failure at 1 year. 
The applicant explained that because 
infarct size is the quantification of the 
extent of scarring of the left ventricle 
post-AMI, it is a direct measure of the 
health of the myocardium and indirectly 
of the heart’s structure and function. A 
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large infarct means the muscle cannot 
contract normally, leading to left 
ventricular enlargement, reduced 
ejection fraction, clinical heart failure, 
and death. Per the applicant, the 
Kaplan-Meier curves for the rates of 
heart failure at 12 months as a function 
of infarct size also show that a 5 percent 
increase in left ventricle infarct size 
corresponded to a 50–100 percent 
increase in the risk of heart failure at 12 
months for the most severe infarcts. The 
applicant concluded that reducing 
infarct size 5 or more percentage points 
provides a clear and dramatic clinical 
benefit for patients as demonstrated by 
a wealth of trial data. Significantly, the 
applicant noted that even as treatment 
of the primary occlusion improved, the 
relationship between infarct size and 
mortality and heart failure persisted and 
remained present throughout the study 
data. 

Finally, with regard to CMS’s third 
concern that SSO2 may not provide 
long-term clinical benefits in patients 
with AMI, the applicant again referred 
to the 1-year outcomes data collected 
from patients in the IC–HOT trial and 
which were compared to a control 
population from the INFUSE AMI study 
after propensity-matching. The 
applicant asserted that STEMI patients 
treated with SSO2 Therapy showed 
statistically significant and clinically 
meaningful improvements in several 
critically important outcomes for 
patients with anterior STEMI at 1 year, 
such as— 

• Death; 
• New onset of heart failure and 

readmission for heart failure; 
• Composite rate of death and new 

onset of heart failure; 
• Composite rate of death, new onset 

of heart failure or readmission for heart 
failure, or clinically-driven target vessel 
revascularization; 

• Composite of death, reinfarction/ 
spontaneous MI, clinically driven target 
vessel revascularization or new onset 
heart failure or readmission for heart 
failure. 

The applicant concluded that, taken 
together, there is abundant evidence to 
support the claim that SSO2 Therapy 
represents a substantial clinical 
improvement over PCI alone in the 
management of patients with anterior 
STEMI. Per the applicant, there remains 
a strong unmet need for new therapies 
like SSO2 in addition to PCI in the 
management of patients with anterior 
STEMI to reduce the risk and severity of 
heart failure and death. The applicant 
maintained that the timely delivery of 
supersaturated oxygen therapy improves 
microvascular and tissue level flow, 
reduces infarct size, facilitates recovery 

of left ventricular function and 
preserves left ventricular stability, and 
improves patient outcomes, most 
notably lowering mortality and heart 
failure rates at 1 year post-procedure. 

We thank the applicant for the 
additional information to address the 
concerns discussed in the FY 2020 
IPPS/LTCH PPS final rule. We 
appreciate how this information, and 
specifically the seven studies referenced 
in response to the applicant’s 
restatement of our first concern, 
illustrates a potential unmet medical 
need. However, we stated in the 
proposed rule that we are concerned 
that the AMIHOT I and AMIHOT II data 
may not adequately demonstrate the 
relevant outcomes in the control 
(standard of care PCI) because the 
standard of care has evolved since the 
two trials were performed. Additionally, 
we stated that we are concerned that the 
results presented in these seven studies 
may be based on patients with all types 
of STEMI and are not specific to the 
FDA-approved indicated use of SSO2 
Therapy for the treatment of anterior 
STEMI. We stated that ultimately, we 
remain concerned that the current data 
does not support a sufficient association 
between the outcome measures of heart 
failure, rehospitalization, and mortality 
with the use of SSO2 Therapy 
specifically to determine that the 
technology represents a substantial 
clinical improvement over existing 
available options. Therefore, we invited 
public comment on whether SSO2 
Therapy meets the substantial clinical 
improvement criterion. 

We invited public comments on 
whether the SSO2 Therapy meets the 
substantial clinical improvement 
criterion. 

Comment: The applicant submitted 
comments regarding the concerns raised 
by CMS in the proposed rule about 
whether SSO2 Therapy meets the 
substantial clinical improvement 
criterion. The commenter first recapped 
the clinical studies used to support 
SSO2 Therapy’s Premarket Approval, 
which were the AMIHOT I and II and 
IC–HOT clinical trials. 

As discussed in the FY 2020 IPPS/ 
LTCH PPS final rule and the FY 2021 
IPPS/LTCH PPS proposed rule, the 
AMIHOT I was a prospective, 
randomized study that enrolled both 
inferior and anterior STEMI patients 
assigned to either PCI with stenting 
alone (control group) or with SSO2 
administered post-PCI (treatment 
group). The AMIHOT I trial showed a 
therapeutic benefit in the pre-specified 
anterior STEMI subgroup by reducing 
infarct size (the primary endpoint). 
However, as the AMIHOT I was not 

designed to test statistical superiority in 
the subgroup with anterior STEMI, for 
which SSO2 Therapy is indicated, the 
manufacturer undertook a second 
prospective, randomized controlled trial 
for this population, the AMIHOT II 
study. 

The AMIHOT II trial only enrolled 
anterior STEMI patients randomized to 
either PCI with stenting alone (control) 
or with SSO2 administered post-PCI 
(treatment). At the FDA’s 
recommendation, the AMIHOT II 
utilized a pre-specified Bayesian 
statistical model for the primary 
endpoint analysis, which pooled 
anterior STEMI patients from the 
AMIHOT I and AMIHOT II patients. The 
results of AMIHOT II demonstrated 
superiority in the anterior STEMI 
population for the primary endpoint of 
reducing infarct size, or heart muscle 
damage, which the commenter asserted 
is a well-recognized predictor of heart 
failure and mortality.92 

Finally, the manufacturer undertook a 
third study, IC–HOT.93 The purpose of 
IC–HOT was to confirm the safety and 
efficacy results of SSO2 Therapy after 
technical modifications to device 
design. Per the applicant, the IC–HOT 
study enrolled a treatment-only cohort, 
met its primary endpoint, and 
confirmed the earlier AMIHOT findings 
for infarct size reduction and mortality. 
The commenter noted that the results 
are consistent across all key studies and 
demonstrate that SSO2 Therapy 
significantly reduces infarct size, or 
heart muscle damage. 

Next, the applicant presented two 
new studies that had not been available 
at the time its FY 2021 new technology 
add-on payment application was 
submitted. The first (which the 
applicant referred to as the Chen paper) 
was an analysis of mortality and heart 
failure rates found in IC–HOT patients 
as compared to a historical propensity- 
matched population of anterior STEMI 
patients from the 2012 INFUSE–AMI 
trial. The applicant referenced this 
analysis in its FY 2021 new technology 
add-on payment application and has 
since had it peer-reviewed and accepted 
for publication. The analysis presented 
one-year follow-up data showing 
mortality and heart failure rates between 
the two groups. This new data showed 
treatment with SSO2 Therapy was 
associated with a lower 1-year rate of 
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94 Median D2B = 75 min for Controls and 77 min 
for SSO2 subjects in the AMIHOT II trial. 

95 Kalesan et. al. Comparison of drug-eluting 
stents with bare metal stents in patients with ST- 
segment elevation myocardial infarction. Euro 
Heart J 2012;33:977–87. 

the composite endpoint of all-cause 
death or new-onset heart failure or 
hospitalization for heart failure (0.0% 
vs. 12.3%, p=0.001), with reductions in 
the individual 1-year outcomes of death 
(0% vs. 7.6%, p=0.01) and new-onset 
heart failure or hospitalization for heart 
failure (0.0% vs. 7.4%, p =0.001). 
However, we note that the applicant did 
not observe a statistically significant 
result in the outcome measurements of 
reinfarction and target vessel 
revascularization. 

The applicant also commissioned the 
Medicare Mortality Analysis, which 
matched the IC–HOT patients with a 
population of anterior STEMI patients 
from 2018 Medicare inpatient data. The 
populations were matched for multiple 
covariates, using propensity scores and 
regression analysis. The applicant 
applied the same inclusion and 
exclusion criteria as the IC–HOT study, 
resulting in an eligible comparison 
group of 2,587 cases. The applicant then 
developed one-year follow-up data 
showing mortality rates between the two 
groups. Per the applicant, the IC–HOT 
treatment group had no mortality over 
the 30-day and 1-year follow-up 
periods, in contrast to the matched 
Medicare comparison group, which had 
a 30-day mortality of 5 percent and a 1- 
year mortality of 7.3 percent. The 
applicant stated that the differences in 
mortality between the IC–HOT sample 
and the matched Medicare sample were 
statistically significant at a 5 percent 
significance level. The applicant further 
developed data showing differences in 
the rate of re-hospitalization for chronic 
heart failure. The applicant found that 
the mortality rate in the IC–HOT sample 
was 1 percent over the 30-day and 1- 
year follow-up periods, but that the 
difference between the two populations 
was not statistically significant. 

The applicant also presented a 
Medicare Longitudinal Analysis of heart 
failure outcomes in anterior STEMI 
patients treated with PCI. The applicant 
obtained Medicare inpatient claims data 
from 2005–2008 (when the AMIHOT 
trials were conducted) and from 2016– 
2018 (during enrollment of the IC–HOT 
trial). Because the 2005–2007 Medicare 
Inpatient Limited Datasets only report 
the quarter of discharge from the 
hospital, the applicant examined 
outcomes by quarters and divided their 
sample into two cohorts based on year 
of discharge from the hospital. The early 
cohort included cases discharged in 
2005 and 2007, and the later cohort 
included cases discharged in 2016, 
2017, and 2018. The applicant found 
that, among Medicare beneficiaries 
diagnosed with STEMI who are treated 
with PCI with stenting, 4-quarter 

mortality rates following hospitalization 
was 8.9 percent in the 2005/2007 cohort 
and 10.3 percent in the 2016/2017/2018 
cohort. While the difference in these 
mortality rates between the early and 
later cohorts was statistically 
insignificant, the 8-quarter mortality 
rate increased from 11.4 percent in 2005 
to 14.5 percent in 2016/2017, yielding a 
statistically significant difference of 3.1 
percentage points. Per the applicant, 
controlling for differences in clinical 
characteristics between the early and 
later cohorts using Elixhauser 
comorbidities yielded a 4 quarter 
mortality rate that increased by 2.3 
percentage points, and an 8-quarter 
mortality rate that increased by 4.2 
percentage points between early and 
later cohorts. Per the applicant, risk- 
adjusted 4-quarter rehospitalization 
rates for chronic heart failure decreased 
by 6.9 percentage points between the 
2005/2007 cohort and the 2016/2017/ 
2018 cohort. The applicant found no 
statistically significant change in 8- 
quarter rehospitalization rate for chronic 
heart failure between the two cohorts. 
Per the applicant, these results 
demonstrate that mortality and heart 
failure outcomes in anterior STEMI 
patients treated with PCI have not 
improved since 2005 between the 
matched population of the earlier cohort 
and the later cohort. 

The applicant then addressed CMS’ 
concerns (85 FR 32613) individually. 
With respect to the concern that the 
AMIHOT I and AMIHOT II data may not 
adequately demonstrate the relevant 
outcomes in the control group because 
the standard of care has evolved since 
the two trials were performed, the 
applicant responded that refinements to 
the standard of care have not improved 
mortality or heart failure since the 
studies were conducted. According to 
the applicant, the changes to the 
standard of care since AMIHOT I and 
AMIHOT II were conducted have been 
modest rather than transformative, and 
largely comprised of (1) earlier PCI 
intervention through reduced door-to- 
balloon times, (2) new adjunctive 
pharmacological alternatives, and (3) 
incremental improvements in stent 
design and delivery tools and 
techniques. The applicant reiterated that 
these changes have led to a reduction in 
rehospitalization and revascularization, 
but no improvement in mortality or 
heart failure rates. 

The applicant further noted that, with 
respect to earlier PCI intervention, it is 
important to recognize that door-to- 
balloon times in the AMIHOT control 
groups were already at the optimized 
levels seen in clinical practice today, as 
evidenced by the requirement in the 

AMIHOT trials to perform successful 
PCI within 6 hours of symptom onset, 
and the adherence to prompt door-to- 
balloon times in the PCI centers that 
participated in the study.94 
Accordingly, the applicant asserted that 
the AMIHOT control group accurately 
reflects the current standard of care in 
this manner. The applicant asserted that 
other refinements have resulted in better 
PCI results, but have not improved 
mortality or heart failure rates. For 
example, the migration from bare metal 
stents to drug-eluting stents reduced 
target vessel revascularization rate by 
46% but did not reduce cardiac death.95 
The applicant referenced the Medicare 
Longitudinal Analysis, which saw an 
increase in the one-year mortality rate 
from 7.8% in 2005 to 10.8% in 2018. 
The applicant noted that, in the same 
analysis, the trend in two-year mortality 
rate also increased from 11.4% in 2005 
to 15.3% in 2017. Similarly, two-year 
heart failure rate increased from 7.8% in 
2005 to 10.6% in 2018. 

The applicant concluded that both the 
clinical literature and Medicare’s own 
anterior STEMI patient data 
demonstrate refinements to the PCI 
standard of care have not resulted in 
improved heart failure or mortality for 
anterior STEMI patients since the 
conduct of the AMIHOT trials, and that 
the AMIHOT I and II control group 
continues to be relevant. The applicant 
reiterated that, without a therapy to 
address microvascular injury in the 
heart muscle following an anterior 
STEMI, outcomes that are strongly 
correlated to microvascular injury are 
unlikely to improve. The applicant 
stated that in contrast to PCI 
refinements, SSO2 Therapy is 
specifically designed to address 
microvascular injury and improves 
anterior STEMI outcomes related to the 
development of heart failure and heart 
failure mortality. 

With respect to the concern that the 
results presented in the seven studies 
submitted with the applicant’s FY 2021 
application were based on patients with 
all types of STEMI and are not specific 
to the FDA-approved indicated use of 
SSO2 Therapy for the treatment of 
anterior STEMI, the applicant 
responded that the studies presented are 
relevant even though they were not 
specific to the FDA approved 
indication. The applicant stated that the 
AMIHOT II and IC–HOT studies 
targeted the anterior STEMI population 
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96 Entezarjou et al. Culprit vessel: Impact on 
short-term and long-term prognosis in patients with 
ST-elevation myocardial infarction. Open Heart 
2018;5:e000852. doi:10.1136/openhrt–2018– 
000852. 

97 Hausenloy DJ et al. Effect of remote ischaemic 
conditioning on clinical outcomes in patients with 
acute myocardial infarction (CONDI–2/ERIC–PPCI): 
a single-blind randomized controlled trial. Lancet 
2019; 394: 1415–24. 

after the pre-defined anterior STEMI 
subgroup in AMIHOT I saw the greatest 
benefit from SSO2 Therapy. To further 
confirm these results, the applicant 
referenced the Medicare Mortality 
Analysis, which included only anterior 
STEMI patients. The new analysis 
showed that the IC–HOT treatment 
group had no mortality over 30-day and 
1-year follow-up periods. In contrast, 
the propensity-matched population 
from 2018 Medicare inpatient data had 
a 30-day mortality of 5 percent, and 1- 
year mortality of 7.3 percent. The 
differences in mortality between the IC– 
HOT sample and the matched Medicare 
sample were statistically significant at a 
5 percent significance level, while the 
differences in re-hospitalization rate for 
CHF between the IC–HOT sample and 
the matched Medicare sample were 
statistically insignificant. 

The applicant noted that its FY 2021 
application included a wide array of 
data demonstrating the absence of 
progress in mortality or heart failure 
outcomes in all types of STEMI patients, 
since large, longitudinal STEMI studies 
reported by infarct location are limited. 
As seen in AMIHOT I and the Medicare 
Mortality Analysis, clinical outcomes 
are worse in anterior STEMI patients 
and this population drives overall 
STEMI mortality and heart failure rates. 
The applicant again referenced the 
Medicare Longitudinal Analysis, which 
is derived from CMS data and specific 
to the anterior STEMI and matched 
population to support their assertion 
that there is a lack of progress in 
improving mortality and heart failure 
outcomes in anterior STEMI patients 
between 2005 and 2018. The applicant 
explained that anterior STEMI carries a 
higher heart failure and mortality risk 
and thus any data presented that is not 
specific to the anterior STEMI 
population would tend to cause a bias 
towards underestimating adverse 
outcomes with anterior STEMI and 
therefore underestimate the clinical 
benefit from SSO2 Therapy by 
comparison.96 The applicant 
maintained that all clinical data 
reported showing a benefit of SSO2 
Therapy are among patients with 
anterior STEMI, so this bias can only 
exist for comparison data. The applicant 
stated as such, comparisons of SSO2 
Therapy data in patients with anterior 
STEMI to data among patients with 
STEMI overall would tend to understate 
the benefits of SSO2 Therapy. 

With respect to CMS’ third concern 
that the current data does not support a 
sufficient association between the 
outcome measures of heart failure, 
rehospitalization, and mortality with the 
use of SSO2 Therapy specifically to 
determine that the technology 
represents a substantial clinical 
improvement over existing available 
options, the applicant submitted new 
supporting analyses while disagreeing 
with CMS’ assessment. The applicant 
submitted the newly published Chen 
Paper which compares the outcomes of 
the most recent trial data from IC–HOT 
to an appropriate comparator 
population of subjects receiving the 
standard of care. As noted above, results 
demonstrated clinically and statistically 
lower one-year rates of mortality and 
heart failure in anterior STEMI patients 
treated with SSO2 Therapy as compared 
to a propensity matched population 
treated with only PCI. Per the applicant, 
the Medicare Mortality Analysis 
replicated these findings and 
demonstrated a clinically and 
statistically significant one-year 
mortality reduction in anterior STEMI 
patients treated with SSO2 Therapy as 
compared to matched control patients 
treated with only PCI. 

Finally, the applicant also compared 
outcomes of this same matched IC–HOT 
population to outcomes from the PCI 
standard of care control group from the 
CONDI–2/ERIC PPCI study, which to 
the commenter’s knowledge is the most 
recently reported study with a large PCI 
control group.97 Per the applicant, this 
trial included 974 anterior STEMI 
control patients with outcomes very 
similar to those presented from the 
matched INFUSE–AMI population. The 
applicant stated that the one-year 
mortality and heart failure rates for the 
anterior STEMI patients analyzed were 
5.2% and 11.6%, respectively. The 
applicant noted that these outcomes are 
consistent with the matched control 
populations above and substantially 
worse than the IC–HOT SSO2-treated 
group. 

The applicant reiterated that, as seen 
in the AMIHOT I, AMIHOT II, and IC– 
HOT trials, SSO2 Therapy reduces 
infarct size. The applicant asserted that 
preserving heart tissue and reducing 
infarct size in patients who have had an 
anterior STEMI leads to heart function 
improvement, and patients experience 
fewer heart failure episodes, fewer heart 
failure symptoms, and lower incidence 
of death. The applicant maintained that 

this is a substantial clinical 
improvement beyond standard anterior 
STEMI care, not only because infarct 
size is itself clinically important, but 
also because, per the applicant, research 
has shown that use of SSO2 Therapy 
reduces rates of death and heart failure 
in the intended use population. The 
applicant asserted that, consistently, 
across multiple control groups, large 
and small, randomized and matched, 
SSO2 Therapy outperformed PCI alone 
in the critical outcomes of mortality and 
heart failure. The applicant further 
asserted that these results support the 
benefit of employing a treatment 
strategy of effective PCI first, then 
healing the injured myocardium with 
SSO2 Therapy administration. 

In conclusion, the commenter stated 
that the data presented in the FY2021 
new technology add-on payment 
application supplemented by the data 
presented in its comment letter show 
that SSO2 Therapy meets the substantial 
clinical improvement criterion in 
addition to meeting the newness and 
cost criteria and merits approval for new 
technology add-on payments for FY 
2021. The commenter stated that denial 
of new technology add-on payments 
would limit use of this beneficial 
technology in many hospitals, and 
disproportionately hinder 
improvements in anterior STEMI 
outcomes in economically 
disadvantaged communities, including 
rural areas, and prolong treatment for 
critical care. 

We also received comments from 
several other commenters asserting that 
SSO2 Therapy filled an unmet medical 
need while also being superior to the 
current standard of care, PCI with 
stenting. These commenters stated that 
there have been no significant 
advancements in anterior STEMI 
treatment that have impacted infarct 
size or heart failure since the AMIHOT 
I and AMIHOT II trials were conducted. 
According to these commenters, other 
drugs and therapies have not been able 
to reduce infarct size and had limited 
impact on reducing death and heart 
failure hospitalization rates. 
Additionally, several commenters 
reviewed the clinical data from the 
AMIHOT I, AMIHOT II, and IC–HOT 
trials for reductions in infarct size and 
improved ejection fraction and other 
indications of improved patient 
outcomes, which they believe correlate 
to reduced heart failure and improved 
mortality beyond the benefit of PCI and 
stenting alone. 

Several commenters cited their 
personal experience treating patients 
with SSO2 Therapy and noted the 
positive results in these patients, 

VerDate Sep<11>2014 22:38 Sep 17, 2020 Jkt 250001 PO 00000 Frm 00214 Fmt 4701 Sfmt 4700 E:\FR\FM\18SER2.SGM 18SER2jb
el

l o
n 

D
S

K
JL

S
W

7X
2P

R
O

D
 w

ith
 R

U
LE

S
2



58645 Federal Register / Vol. 85, No. 182 / Friday, September 18, 2020 / Rules and Regulations 

including signs of clinical recovery such 
as restored normal heart functions and 
improved ejection fraction that they 
believe would not have occurred under 
PCI with stenting alone. One such 
commenter claimed to have treated 
three patients who all showed normal 
heart functions within one month of 
being treated with SSO2 Therapy. 
Overall, these commenters expressed 
their support of the applicant’s claim 
that SSO2 Therapy has a measurable 
improved impact on patient outcomes 
and quality of life measurements. 

Response: We appreciate the 
commenters’ input, including the 
additional information and analysis 
submitted by the applicant to address 
CMS’ concerns. With respect to the 
original studies, we note that the 
AMIHOT I was a Phase II study 
designed to test efficacy. We also note 
that, while AMIHOT I and AMIHOT II 
were randomized, they were designed to 
show that SSO2 Therapy reduces infarct 
size but were not designed to 
demonstrate improved outcomes among 
anterior STEMI patients. 

The IC–HOT study was a single-arm 
study that recruited a treatment-only 
group to confirm an objective safety 
performance goal, and was not 
statistically powered to look at any 
efficacy endpoint. The applicant 
compared one-year clinical outcomes to 
a propensity-matched control group of 
similar patients with anterior STEMI 
enrolled in the INFUSE–AMI trial. We 
recognize that the results show all-cause 
mortality, driven by cardiovascular 
mortality, and new-onset heart failure or 
heart failure hospitalization, were each 
individually lower in patients treated 
with SSO2 Therapy. However, there may 
be variability from the types of patients 
enrolled in a single-arm registry such as 
IC–HOT and those in a comparator 
control group drawn from the 
randomized INFUSE–AMI trial. We note 
that the IC–HOT trial included more 
patients in Killip Class I (individuals 
with no clinical signs of heart failure), 
with 95.2 percent of patients compared 
to 85.5 percent of patients enrolled in 
INFUSE–AMI. We also note that IC– 
HOT had fewer patients in Killip Class 
II (individuals with rales or crackles in 
the lungs, an S3, and elevated jugular 
venous pressure), with 3.6 percent of 
patients compared to 13.2 percent in 
INFUSE–AMI. 

As stated by the applicant and 
summarized above, the Chen paper was 
an analysis of mortality and heart failure 
rates found in IC–HOT patients as 
compared to a propensity-matched 
population enrolled in the INFUSE– 
AMI trial. Chen et al. noted the 
following study limitations: (1) The 

population represents a selected cohort 
of patients and, therefore, its findings 
may not apply to all patients with 
STEMI, such as those with cardiogenic 
shock, nonanterior MI, and others who 
did not undergo pPCI with stenting 
within six hours of symptom onset; (2) 
because patients from the comparator 
control group were drawn from the 
randomized INFUSE–AMI trial, there 
may be variability from the types of 
patients enrolled in a single-arm registry 
such as IC–HOT; and (3) they could not 
rule out the possibility that its analysis 
was confounded by other unmeasured 
factors that are correlated with SSO2 
Therapy treatment. Chen et al. 
concluded that based on the overall 
review of the data and study limitations 
that its results should be considered 
only hypothesis-generating. Finally, 
Chen et al. noted that the study results 
were an analysis from a modest-sized 
propensity-matched cohort and 
recommended appropriately powered 
randomized controlled trials to 
demonstrate the effect of SSO2 Therapy 
treatment on outcomes in patients with 
anterior STEMI after successful PCI. 

We also reviewed two additional 
studies the applicant submitted, the 
Medicare Mortality Analysis and the 
Medicare Longitudinal Analysis. Per the 
applicant, these studies show that there 
is an unmet medical need in the 
population of anterior STEMI patients, 
as well as the superiority of SSO2 
Therapy over PCI with stenting alone in 
mortality and heart failure outcomes 
among anterior STEMI patients. 
However, these analyses used results 
from the IC–HOT study, a study 
designed to look at safety only, to reach 
an efficacy endpoint. Similarly, though 
they state that the design of the 
Medicare Mortality Analysis used a 
propensity-matched population of 
anterior STEMI patients from Medicare 
inpatient data, and the Medicare 
Longitudinal Analysis also used 
matching to ensure appropriate 
comparison populations, it is unclear if 
baseline morbidity and other 
confounding factors were matched 
between arms. 

We also note that the FDA ordered a 
post-approval study to confirm the 
safety and effectiveness of SSO2 
Therapy. The FDA specified that the 
new enrollment study should be a 
prospective global, multicenter, 
randomized (1:1), confirmatory study 
with patients randomized to either 
standard therapy or post-procedure 
infusion of SSO2 Therapy for a duration 
of 60 minutes and followed for 12 
months. The FDA also specified that the 
primary effectiveness endpoint of 
infarct size would be evaluated with a 

superiority test, and that the powered 
primary safety composite endpoint, 
which includes death, stent thrombosis, 
major bleeding, reinfarction, new onset 
severe heart failure and possibly other 
adverse events, would be developed 
with an appropriate non-inferiority 
margin. We note that this study has not 
begun enrollment nor been completed. 

In summary, while the applicant has 
submitted additional data to respond to 
our concerns, we do not believe that this 
data provides sufficient evidence that 
use of SSO2 Therapy specifically results 
in improved mortality and heart failure 
outcomes among anterior STEMI 
patients. While there is room for 
outcomes improvement in mortality and 
heart failure rates post-PCI and stenting, 
we believe additional data is needed to 
demonstrate the effects of SSO2 Therapy 
in improving these outcomes as 
compared to currently available 
therapies. 

After consideration of all the 
information from the applicant, as well 
as the comments we received, we are 
unable to determine that SSO2 Therapy 
represents a substantial clinical 
improvement over existing technologies, 
and we are not approving new 
technology add-on payments for SSO2 
Therapy for FY 2021. 

e. EluviaTM Drug-Eluting Vascular Stent 
System (Eluvia) 

Boston Scientific submitted an 
application for new technology add-on 
payments for the EluviaTM Drug-Eluting 
Vascular Stent System for FY 2021. 
EluviaTM, a drug-eluting stent for the 
treatment of lesions in the 
femoropopliteal arteries, received FDA 
premarket approval (PMA) September 
18, 2018. The applicant asserted that 
EluviaTM was first commercially 
available on the market on October 4, 
2018 and the first procedure with 
EluviaTM following FDA approval in the 
U.S. occurred on October 5, 2018. We 
note that the applicant submitted an 
application for new technology add-on 
payments for FY 2020. In the FY 2020 
IPPS/LTCH PPS final rule (84 FR 
42231), we stated that we remain 
concerned that we do not have enough 
information to determine that the 
EluviaTM device represents a substantial 
clinical improvement over existing 
technologies. Therefore, we did not 
approve the EluviaTM device for FY 
2020 new technology add-on payments. 
We refer the reader to the FY 2020 IPPS/ 
LTCH PPS final rule (84 FR 42220 
through 42231) for a complete 
discussion regarding the EluviaTM 
device’s FY 2020 new technology 
application. 
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98 Neschis, David G. & MD, Golden, M. (2018). 
Clinical features and diagnosis of lower extremity 
peripheral artery disease. Retrieved October 29, 
2018, from https://www.uptodate.com/contents/ 
clinical-features-and-diagnosis-of-lower-extremity- 
peripheral-artery-disease. 

99 Centers for Disease Control and Prevention. 
(2018). Peripheral Arterial Disease (PAD) Fact 
Sheet. Retrieved from https://www.cdc.gov/DHDSP/ 
data_statistics/fact_sheets/fs_PAD.htm. 

100 Berger, J. & Davies, M. (2018). Overview of 
lower extremity peripheral artery disease. Retrieved 
October 29, 2018 from https://www.uptodate.com/ 
contents/overview-of-lower-extremity-peripheral- 
artery-disease. 

According to the applicant, the 
EluviaTM system is a sustained release 
drug-eluting stent indicated for the 
treatment of lesions in the 
femoropopliteal arteries and is designed 
to restore blood flow in the peripheral 
arteries above the knee—specifically the 
superficial femoral artery (SFA) and 
proximal popliteal artery (PPA). The 
applicant asserted that this device/drug 
combination product for endovascular 
treatment of peripheral artery disease 
(PAD) utilizes a polymer that carries 
and protects the drug before and during 
the procedure and ensures that the drug 
is released into the tissue in a 
controlled, sustained manner to prevent 
the restenosis of the vessel. The 
applicant further asserted that EluviaTM 
system’s stent platform is purpose-built 
to address the mechanical challenges of 
the SFA with an optimal amount of 
strength, flexibility and fracture 
resistance. According to the applicant, 
EluviaTM’s polymer-based drug delivery 
system is uniquely designed to sustain 
the release of paclitaxel beyond 1 year 
to match the restenotic process in the 
SFA. The EluviaTM system is indicated 
for improving luminal diameter in the 
treatment of symptomatic de-novo or 
restenotic lesions in the native SFA 
and/or PPA with reference vessel 
diameters (RVD) ranging from 4.0 to 6.0 
mm and total lesion lengths up to 190 
mm, according to the applicant. 

The applicant asserted that the 
EluviaTM system is comprised of the 
implantable endoprosthesis and the 
stent delivery system. The stent is a 
laser cut self-expanding stent composed 
of a nickel titanium alloy (nitinol). On 
both the proximal and distal ends of the 
stent, radiopaque markers made of 
tantalum increase visibility of the stent 
to aid in placement. The triaxial 
designed delivery system consists of an 
outer shaft to stabilize the stent delivery 
system, a middle shaft to protect and 
constrain the stent, and an inner shaft 
to provide a guidewire lumen. The 
delivery system is compatible with 
0.035 in (0.89 mm) guidewires. The 
EluviaTM stent is available in a variety 
of diameters and lengths. The delivery 
system is offered in two working lengths 
including 75 and 130 cm. 

Peripheral artery disease (PAD) is a 
circulatory problem in which narrowed 
arteries reduce blood flow to the limbs, 
usually in the legs. Symptoms of PAD 
may include lower extremity pain due 
to varying degrees of ischemia and 
claudication, which is characterized by 
pain induced by exercise and relieved 
with rest. Risk factors for PAD include 
age ≥70 years; age 50 to 69 years with 
a history of smoking or diabetes; age 40 
to 49 with diabetes and at least one 

other risk factor for atherosclerosis; leg 
symptoms suggestive of claudication 
with exertion, or ischemic pain at rest; 
abnormal lower extremity pulse 
examination; known atherosclerosis at 
other sites (for example, coronary, 
carotid, renal artery disease); smoking; 
hypertension, hyperlipidemia, and 
homocysteinemia.98 PAD is primarily 
caused by atherosclerosis—the buildup 
of fatty plaque in the arteries. PAD can 
occur in any blood vessel, but it is more 
common in the legs than the arms. 
Approximately 8.5 million people in the 
United States have PAD, including 12– 
20% of individuals older than age 60.99 

A diagnosis of PAD is established 
with the measurement of an ankle- 
brachial index (ABI) ≤0.9. The ABI is a 
comparison of the resting systolic blood 
pressure at the ankle to the higher 
systolic brachial pressure. Duplex 
ultrasonography is commonly used in 
conjunction with the ABI to identify the 
location and severity of arterial 
obstruction.100 

Management of PAD is aimed at 
improving symptoms, improving 
functional capacity, and preventing 
amputations and death. Management of 
patients with lower extremity PAD may 
include medical therapies to reduce the 
risk for future cardiovascular events 
related to atherosclerosis, such as 
myocardial infarction, stroke, and 
peripheral arterial thrombosis. Such 
therapies may include antiplatelet 
therapy, smoking cessation, lipid- 
lowering therapy, and treatment of 
diabetes and hypertension. For patients 
with significant or disabling symptoms 
unresponsive to lifestyle adjustment and 
pharmacologic therapy, intervention 
(percutaneous, surgical) may be needed. 
Surgical intervention includes 
angioplasty, a procedure in which a 
balloon-tip catheter is inserted into the 
artery and inflated to dilate the 
narrowed artery lumen. The balloon is 
then deflated and removed with the 
catheter. For patients with limb- 
threatening ischemia (for example pain 
while at rest and or ulceration), 
revascularization is a priority to 
reestablish arterial blood flow. 

According to the applicant, treatment of 
the SFA is problematic due to multiple 
issues, including high rate of restenosis 
and significant forces of compression. 

The applicant asserted that the 
EluviaTM Drug-Eluting Vascular Stent 
System is a sustained-release drug- 
eluting self-expanding, nickel titanium 
alloy (nitinol) mesh stent used to 
reestablish blood flow to stenotic 
arteries. According to the applicant, the 
EluviaTM system is the first stent 
specifically designed for deployment in 
the SFA and/or PPA that utilizes the 
anti-restenotic drug paclitaxel in 
conjunction with a polymer. EluviaTM is 
built on the InnovaTM Stent System 
platform, consisting of a self-expanding 
nitinol stent and an advanced, 6F low- 
profile triaxial delivery system for 
added support and placement accuracy. 
The EluviaTM stent is coated with the 
drug paclitaxel, which helps prevent the 
artery from restenosis. The EluviaTM 
Stent System is comprised of the 
implantable endoprosthesis and the 
stent delivery system (SDS). 

According to the applicant, there are 
four principal treatment options for 
PAD, including two endovascular 
approaches (angioplasty and stenting): 

• Medical therapy, typically for those 
with mild to medium symptoms. This 
may include pharmacotherapy (for 
example, cilostazil) and exercise 
therapy. 

• Angioplasty, a procedure in which 
a catheter with a balloon on the tip is 
inserted into an artery and inflated to 
expand the artery and reduce the 
blockage. The balloon is then deflated 
and removed with the catheter. Some 
procedures use drug coated balloons, in 
which a drug is applied to the lesion at 
the time of balloon inflation. 

• Stenting via a procedure in which 
a stent is placed in the artery to keep the 
artery open and prevent it from re- 
narrowing. This can be done with a bare 
metal stent or with a drug-eluting stent, 
which also releases a drug that helps 
slow the re-narrowing of the vessel. 

• For patients with severe narrowing 
that is blocking blood flow, bypass 
surgery may be warranted. In the 
procedure, a healthy vein is used to 
make a new path around the narrowed 
or blocked artery. 

The applicant further asserted that 
aside from EluviaTM, the alternative 
existing endovascular approaches 
(angioplasty and stenting) do not 
provide a sustained release application 
of a drug and that EluviaTM is the first 
polymer-based, drug-eluting stent 
designed to treat and restore blood flow 
in the peripheral arteries above the 
knee, and the eluted medication helps 
to prevent tissue regrowth during the 
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entire period most commonly associated 
with restenosis. According to the 
applicant, the sustained release of the 
anti-restenotic drug is intentionally 
designed to elute over a 12–15-month 
period delivering the drug when 

restenosis is most likely to occur, which 
the applicant stated is a significantly 
longer period than the two-month 
duration of drug eluted from drug- 
coated balloons and the paclitaxel- 
coated Zilver PTX drug eluting stent. 

The EluviaTM stent system was 
granted approval for the following ICD– 
10–PCS procedure codes effective 
October 1, 2019: 

As discussed previously, if a 
technology meets all three of the 
substantial similarity criteria, it would 
be considered substantially similar to an 
existing technology and would therefore 
not be considered ‘‘new’’ for purposes of 
new technology add-on payments. We 
note that in the FY 2020 IPPS/LTCH 
PPS final rule (84 FR 42227), we stated 
that after consideration of the 
applicant’s comments, we believe that 

the EluviaTM device uses a unique 
mechanism of action to achieve a 
therapeutic outcome when compared to 
existing technologies such as the 
paclitaxel-coated stent. Therefore, we 
stated that the EluviaTM device meets 
the newness criterion. We refer the 
reader to the FY 2020 final rule for the 
complete discussion of how the 
EluviaTM device meets the newness 
criterion. The applicant noted in its FY 

2021 application that for FY 2020, CMS 
concluded that the EluviaTM device met 
the newness criterion. The applicant 
stated that it believes there is no basis 
for CMS to reach a contrary conclusion 
with regard to whether the EluviaTM 
system meets the newness criterion for 
FY 2021. The applicant also reiterated 
that the EluviaTM device uses a unique 
mechanism of action because it utilizes 
a sustained-release of a low-dose of 
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101 Eppihimer MJ, et al. Impact of Stent Surface 
on Thrombogenicity and Vascular Healing—A 
Comparative Analysis of Metallic and Polymeric 
Surfaces. Circ Cardiovasc Interv. 2013;6(4):370–377, 
p. 376. 

102 Eppihimer MJ, et al. Impact of Stent Surface 
on Thrombogenicity and Vascular Healing—A 
Comparative Analysis of Metallic and Polymeric 
Surfaces. Circ Cardiovasc Interv. 2013;6(4):370–377, 
p. 377. 

paclitaxel. In the proposed rule, we 
invited public comments on whether 
the EluviaTM device is substantially 
similar to an existing technology and 
whether it meets the newness criterion 
for purposes of its application for new 
technology add-on payments for FY 
2021. 

Comment: A commenter stated that 
total paclitaxel dose, not just dose 
density should be considered when 
comparing the EluviaTM device to the 
Zilver® PTX for newness. The 
commenter noted the applicant’s 
comparison of the dose density of 
paclitaxel for the polymer matrix vs the 
paclitaxel coated stent which as 
described by the applicant is 0.167ug/ 
mm2 vs 3ug/mm2 respectively. The 
commenter stated that on the surface 
this statement may be technically 
accurate. However, according to the 
commenter, the EluviaTM drug-eluting 
stent (DES) is coated on all surfaces 
with a permanent, non-degradable, 
polymer matrix containing paclitaxel. In 
comparison, the Zilver PTX DES is 
coated only on the abluminal (outer) 
surface of the stent that is in contact 
with the vessel wall after implantation. 
As a result, according to the commenter, 
when comparing the paclitaxel dose of 
the devices, the total dose should also 
be considered, not just the dose density. 
The commenter further stated that 
whereas the dose density suggests a 
∼18x decrease in the amount of 
paclitaxel used, the actual paclitaxel 
dose is only decreased <3x, and 
reporting only the dose density could 
lead the reader into underestimating the 
amount of paclitaxel contained on the 
Eluvia DES. 

The commenter also noted that the 
applicant stated that ‘‘Paclitaxel is 
released directly to the target lesion 
with the polymer matrix stent and that 
paclitaxel release is non-specific to the 
target lesion with paclitaxel-coated 
stents.’’ According to the commenter, 
the clinical, scientific, or logical basis 
for this statement is unclear. The 
commenter further stated that the 
EluviaTM DES is coated 
circumferentially with a paclitaxel- 
containing polymer matrix. The 
commenter stated that as a result of this 
historic coating technology that has 
been used on coronary stents initially 
approved by the FDA more than 15 
years ago, the Eluvia stent releases 
paclitaxel circumferentially and 
nonspecific to the target lesion, which is 
only in contact with the abluminal 
surface of the stent. In contrast, as 
described above, the commenter stated 
that the Zilver PTX DES is only coated 
on the abluminal surface of the stent 
that is in contact with the treated vessel 

wall. Therefore, according to the 
commenter, the Zilver PTX releases 
paclitaxel directly to the target lesion in 
contrast with the nonspecific release of 
Eluvia. 

The commenter further stated that 
avoiding the use of a polymer, if 
possible, is a preferred stent design. 
Additionally, the commenter noted that 
the applicant reiterates that the 
EluviaTM device uses a unique 
mechanism of action because it utilizes 
a sustained release of a low-dose of 
paclitaxel. However, according to the 
commenter, this mechanism of action is 
neither new nor unique and has been 
used on coronary stents since approval 
of the first device in 2004. The 
commenter stated that newer 
technologies have advanced to use 
biodegradable polymer coatings or, like 
the Zilver PTX DES, eliminated the risk 
of a polymer coating altogether. 
According to the commenter, the ability 
to provide similar clinical outcomes 
without the need for a permanent, and 
potentially thrombogenic, polymer 
would seem to be the preferred 
technology. The commenter stated that 
research published in 2013 by authors 
from Boston Scientific, manufacturer of 
the EluviaTM DES, have reported that 
the polymer of vinylidene fluoride– 
hexafluoropropylene (PVDF–HFP) 
polymer used on the EluviaTM DES 
results in increased thrombogenicity 
compared with a bare metal stent: 
‘‘PVDF–HFP-coated struts exposed to 
blood flow offer a more thrombogenic 
surface compared with a bare luminal 
platinum-chromium (PtCr) stent, 
resulting in more initial thrombus and 
subsequently more neointima from 
thrombus organization.’’ 101 The 
commenter concluded by supporting the 
benefits of short-term and polymer-free 
drug delivery like that offered by the 
Zilver PTX DES: ‘‘our data suggest that 
short-term drug elution while polymer 
absorption occurs is biologically 
preferable to maintaining a continuous 
and permanent polymeric surface once 
drug elution has occurred. This 
approach offers the benefits of 
minimizing polymeric load, while 
avoiding chronic inflammatory 
reactions but maintaining the beneficial 
anti-proliferative effect.’’ 102 The 
commenter stated that based on this 

published research by the manufacturer 
of the EluviaTM DES, it is surprising that 
the EluviaTM technology would be 
considered to meet newness standards 
as compared to the polymer-free Zilver 
PTX DES. 

The applicant commented that the 
EluviaTM system satisfies the newness 
criterion because it is recently FDA- 
approved and is not substantially 
similar to existing devices due to its 
new and unique polymer carrier- 
enabled mechanism of action. The 
applicant asserted that EluviaTM is the 
first and only sustained-release drug- 
eluting stent for the treatment of lesions 
in the superficial femoral artery (SFA) 
and proximal popliteal artery (PPA). 
The applicant reiterated that EluviaTM is 
significantly different from existing 
drug-coated stent technology, which 
lacks a mechanism for sustained and 
controlled release of paclitaxel. 
According to the applicant, the 
sustained-release mechanism the 
EluviaTM system offers enables the use 
of significantly less paclitaxel compared 
to current stent technology to inhibit 
restenosis. The applicant also 
commented that in addition, Eluvia’s 
stent platform is purpose-built to 
address the mechanical challenges of 
the SFA, balancing strength, flexibility 
and fracture resistance. 

The applicant also noted CMS’s 
concerns regarding newness expressed 
in the FY 2020 IPPS/LTCH PPS final 
rule (84 FR 42228) and provided the 
following reiteration of their FY2020 
comments which compared the 
EluviaTM to the Zilver® PTX (Zilver® 
drug-eluting peripheral stent). The 
applicant commented that the EluviaTM 
device’s mechanism of action is 
different from that of Zilver® PTX 
because the EluviaTM device’s polymer 
matrix layer allows for targeted, 
localized, sustained, low-dose 
amorphous paclitaxel delivery with 
minimal systemic distribution or 
particulate loss. The applicant provided 
a comparison of the polymer matrix 
stent vs the paclitaxel-coated stent. 
According to the applicant, the polymer 
matrix stent is encased in a polymer 
matrix, the paclitaxel-coated stent is 
not. The dose density of paclitaxel for 
the polymer matrix vs the paclitaxel 
coated stent is 0.167ug/mm2 vs 3ug/ 
mm2. Paclitaxel is delivered to the 
lesion via a diffusion gradient with the 
polymer matrix stent whereas the 
paclitaxel-coated stent has no diffusion 
gradient. Paclitaxel is released directly 
to the target lesion with the polymer 
matrix stent. Paclitaxel release is non- 
specific to the target lesion with 
paclitaxel-coated stent. Paclitaxel is 
released over approximately 12–15 
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103 Müller-Hülsbeck S et al. Long-Term Results 
from the MAJESTIC Trial of the Eluvia Paclitaxel- 
Eluting Stent for Femoropopliteal Treatment: 3-Year 
Follow-up. Cardiovasc Intervent Radiol. 2017 Dec; 
40(12):1832–1838. 

months with the polymer matrix stent. 
Paclitaxel release is complete at two 
months with paclitaxel coated stents. 

The applicant also commented that 
CMS determined that Eluvia satisfied 
the newness and cost criteria in the 
FY2020 Final Rule and committed to 
‘‘monitor new information and 
recommendations as they become 
available.’’ 

Response: We appreciate the 
comments received regarding the 
comparison of the polymer matrix 
EluviaTM vs the paclitaxel-coated Zilver 
PTX with regard to the mechanism of 
action and newness. After consideration 
of the information provided by both the 
applicant and the commenter as to 
whether the EluviaTM should be 
considered new for purposes of new 
technology add on payments, we agree 
with the applicant that EluviaTM uses a 
unique mechanism of action because the 
sustained release of paclitaxel combats 
restenosis for 12–15 months as 
compared to other drug-coated balloons 
or drug-coated stents that deliver drug 
to the artery for about two months. 
Accordingly, after consideration of the 
comments, we believe that the EluviaTM 
device uses a unique mechanism of 
action to achieve a therapeutic outcome 
when compared to existing technologies 
such as the paclitaxel-coated stent and 
therefore meets the newness criterion. 
As previously stated, the EluviaTM 
device received FDA approval under a 
PMA on September 18, 2018. The 
device was first available on the U.S. 
market on October 4, 2018. We consider 
the beginning of the newness period to 
commence when Eluvia was first 
available on the U.S. market on October 
4, 2018. 

With regard to the cost criterion, the 
applicant conducted two analyses based 
on 100 percent of identified claims and 
76 percent of identified claims. To 
identify potential cases where EluviaTM 
could be utilized, the applicant 
searched the FY 2018 MedPAR file for 
ICD–10–PCS codes from the Peripheral 
Drug Eluting Stent and Peripheral Bare 
Metal Stent categories. For the analysis 
using 100 percent of cases, the applicant 
identified a total of 11,051 cases 
spanning 150 MS–DRGs. The applicant 
then removed charges for the technology 
being replaced. The applicant stated 
that because it was unable to determine 
a more specific percentage reduction, it 
chose the most conservative approach 
for calculation purposes and removed 
100% of charges associated with service 
category Medical/Surgical Supply 
Charge Amount, which included 
revenue center 027x. The applicant then 
standardized the charges and applied an 
inflation factor of 11.1%, which is the 

same inflation factor used by CMS to 
update the outlier threshold in the FY 
2020 IPPS/LTCH PPS final rule, to 
update the charges from FY 2018 to FY 
2020 (84 FR 42629). The applicant 
added charges for the new technology 
by multiplying the cost of the 
technology by the national CCR for 
implantable devices (0.299) from the FY 
2020 IPPS final rule. Under the analysis 
based on 100% of identified claims, the 
applicant determined an average case- 
weighted threshold amount of $100,851 
and a final average inflated standardized 
charge per case of $157,343. 

Under the analysis based on 76 
percent of identified claims, the 
applicant used the same methodology, 
which identified 8,335 cases across 8 
MS–DRGs. The applicant determined 
the average case-weighted threshold 
amount of $98,196 and a final inflated 
average standardized charge per case of 
$147,343. Because the final inflated 
average standardized charge per case 
exceeded the case-weighted threshold 
amount under both analyses, the 
applicant asserted that the technology 
meets the cost criterion. In the proposed 
rule, we invited public comments on 
whether EluviaTM meets the cost 
criterion. 

Comment: The applicant commented 
that the cost analysis, as summarized in 
the proposed rule, demonstrates that 
EluviaTM meets the new technology add- 
on payment cost criterion. The 
applicant further commented that it 
analyzed the cost criterion associated 
with Eluvia in various scenarios 
utilizing different assumptions and that 
in each of these analyses, the cost 
criterion was achieved. The applicant 
noted that CMS did not express any 
concerns regarding any of the analyses 
provided and as such, the applicant 
maintained that EluviaTM meets the cost 
criterion. 

Response: We appreciate the 
applicant’s comments concerning the 
cost criterion. Based on the cost analysis 
as summarized previously and after 
consideration of the public comments 
we received, we agree that the EluviaTM 
device meets the cost criterion. 

With regard to the substantial clinical 
improvement criterion, the applicant 
asserted that EluviaTM represents a 
substantial clinical improvement over 
existing technologies because it 
achieves superior primary patency; 
reduces the rate of subsequent 
therapeutic interventions; decreases the 
number of future hospitalizations or 
physician visits; reduces hospital 
readmission rates; reduces the rate of 
device related complications; and 
achieves similar functional outcomes 

and EQ–5D index values while 
associated with half the rate of TLRs. 

As stated above, Boston Scientific 
submitted an application for new 
technology add-on payments for the 
EluviaTM device for FY 2020 that was 
not approved. In the FY 2020 IPPS/ 
LTCH PPS final rule (84 FR 42231), we 
noted the FDA’s preliminary review of 
data that identified a potentially 
concerning signal of increased long-term 
mortality in study subjects treated with 
paclitaxel-coated products compared to 
patients treated with uncoated devices, 
and stated that we remained concerned 
that we did not have enough 
information to determine that the 
EluviaTM device represents a substantial 
clinical improvement over existing 
technologies. The applicant resubmitted 
its application for new technology add- 
on payments for FY 2021 with updated 
two-year primary patency results to 
demonstrate that the EluviaTM device 
represents a substantial clinical 
improvement over existing technologies. 
Below we summarize the studies the 
applicant submitted with both its FY 
2020 and FY 2021 applications, 
followed by the new information the 
applicant submitted with its FY 2021 
application to support that the 
technology represents a substantial 
clinical improvement. 

The applicant submitted the results of 
the MAJESTIC study, a single-arm first- 
in-human study of EluviaTM. The 
MAJESTIC 103 study is a prospective, 
multicenter single-arm, open label 
study. Per the applicant, the MAJESTIC 
study demonstrated long-term treatment 
durability among patients whose 
femoropopliteal arteries were treated 
with the EluviaTM stent. The MAJESTIC 
study enrolled 57 patients with 
symptomatic lower limb ischemia and 
lesions in the superficial femoral artery 
or proximal popliteal artery. Efficacy 
measures at 2 years included primary 
patency, defined as duplex ultrasound 
peak systolic velocity ratio of <2.5 and 
the absence of target lesion 
revascularization (TLR) or bypass. 
Safety monitoring through 3 years 
included adverse events and TLR. The 
24-month clinic visit was completed by 
53 patients; 52 had Doppler ultrasound 
evaluable by the core laboratory, and 48 
patients had radiographs taken for stent 
fracture analysis. The 3-year follow-up 
was completed by 54 patients. At 2 
years, 90.6% (48/53) of patients had 
improved by one or more Rutherford 
categories as compared with the pre- 
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104 Gray WA et al. A polymer-coated, paclitaxel- 
eluting stent (Eluvia) versus a polymer-free, 
paclitaxel-coated stent (Zilver PTX) for 
endovascular femoropopliteal intervention 
(IMPERIAL): A randomised, non-inferiority trial. 
Lancet. 2018 Sep 24. 

105 Forrester JS, Fishbein M, Helfant R, Fagin J. A 
paradigm for restenosis based on cell biology: Clues 
for the development of new preventive therapies. J 
Am Coll Cardiol. 1991 Mar 1;17(3):758–69. 

procedure level without the need for 
TLR (when those with TLR were 
included, 96.2% sustained 
improvement); only one patient 
exhibited a worsening in level, 66.0% 
(35/53) of patients exhibited no 
symptoms (category 0) and 24.5% (13/ 
53) had mild claudication (category 1) at 
the 24-month visit. Mean ABI improved 
from 0.73 ± 0.22 at baseline to 1.02 ± 
0.20 at 12 months and 0.93 ± 0.26 at 24 
months. At 24 months, 79.2% (38/48) of 
patients had an ABI increase of at least 
0.1 compared with baseline or had 
reached an ABI of at least 0.9. 
According to the applicant, the primary 
patency rate at 12 months was 96.4%. 
With regard to the EluviaTM stent 
achieving superior primary patency, the 
applicant submitted the results of the 
IMPERIAL 104 trial in which the 
EluviaTM stent is compared, head-to- 
head, to the Zilver® PTX® drug-eluting 
stent. The IMPERIAL study is a global, 
multi-center, randomized controlled 
trial consisting of 465 subjects. Eligible 
patients were aged 18 years or older and 
had symptomatic lower-limb ischemia, 
defined as Rutherford category 2, 3, or 
4 and stenotic, restenotic (treated with 
a drug-coated balloon >12 months 
before the study or standard 
percutaneous transluminal angioplasty 
only), or occlusive lesions in the native 
superficial femoral artery or proximal 
popliteal artery, with at least one 
infrapopliteal vessel patent to the ankle 
or foot. Patients had to have stenosis of 
70% or more (via angiographic 
assessment), vessel diameter between 4 
mm and 6 mm, and total lesion length 
between 30 mm and 140 mm. 

Subjects who had previously stented 
target lesion/vessels treated with drug- 
coated balloon <12 months prior to 
randomization/enrollment and subjects 
who had undergone prior surgery of the 
SFA/PPA in the target limb to treat 
atherosclerotic disease were excluded 
from the study. Two concurrent single- 
group (EluviaTM only) sub studies were 
done: a non-blinded, non-randomized 
pharmacokinetic sub study and a non- 
blinded, non-randomized study of 
patients with long lesions (≤140 mm). 
The IMPERIAL study is a prospective, 
multicenter, single-blinded randomized, 
controlled (RCT) non-inferiority trial. 
Patients were randomized (2:1) to 
implantation of either a paclitaxel- 
eluting polymer stent (EluviaTM) or a 
paclitaxel-coated stent (Zilver® PTX®) 
after the treating physician had 

successfully crossed the target lesion 
with a guide wire. The primary 
endpoints of the study are Major 
Adverse Events defined as all causes of 
death through 1 month, Target Limb 
Major Amputation through 12 months 
and/or TLR through 12 months, and 
primary vessel patency at 12 months 
post-procedure. Secondary endpoints 
included the Rutherford categorization, 
Walking Impairment Questionnaire, and 
EQ–5D assessments at 1 month and 6 
months post-procedure. Patient 
demographic and characteristics were 
balanced between EluviaTM stent and 
Zilver® PTX® stent groups. 

The applicant noted that lesion 
characteristics for the EluviaTM stent vs 
Zilver® PTX® stent arms were 
comparable. Clinical follow-up visits 
related to the study were scheduled for 
1 month, 6 months, and 12 months after 
the procedure, with follow-up planned 
to continue through 5 years, including 
clinical visits at 24 months and 5 years 
and clinical or telephone follow-up at 3 
and 4 years. 

The applicant asserted that in the 
IMPERIAL study, the EluviaTM stent 
demonstrated superior primary patency 
over the Zilver® PTX® stent, with 86.8% 
vs. 77.5% respectively (p=0.0144). The 
non-inferiority primary efficacy 
endpoint was also met. The applicant 
asserted that the SFA presents unique 
challenges with respect to maintaining 
long-term patency. There are distinct 
pathological differences between the 
SFA and coronary arteries. The SFA 
tends to have higher levels of 
calcification and chronic total 
occlusions when compared to coronary 
arteries. Following an intervention 
within the SFA, the SFA produces a 
healing response which often results in 
restenosis or re-narrowing of the arterial 
lumen. This cascade of events leading to 
restenosis starts with inflammation, 
followed by smooth muscle cell 
proliferation and matrix formation.105 
Because of the unique mechanical forces 
in the SFA, this restenotic process of the 
SFA can continue well beyond 300 days 
from the initial intervention. Primary 
patency at 12 months, by Kaplan-Meier 
estimate, was significantly greater for 
EluviaTM than for Zilver® PTX®, with 
88.5% and 79.5% respectively 
(p=0.0119). According to the applicant, 
these results are consistent with the 
96.4% primary patency rate at 12 
months in the MAJESTIC study, the 

single-arm first-in-human study of 
EluviaTM. 

The IMPERIAL study included two 
concurrent single-group (EluviaTM only) 
sub studies: a non-blinded, non- 
randomized pharmacokinetic sub study 
and a non-blinded, non-randomized 
study of patients with long lesions 
(>140 mm). For the pharmacokinetic 
sub study, patients had venous blood 
drawn before stent implantation, at 
intervals ranging from 10 minutes to 24 
hours post implantation, and then at 
either 48 hours or 72 hours post 
implantation. The pharmacokinetics sub 
study confirmed that plasma paclitaxel 
concentrations after EluviaTM 
implantation were well below 
thresholds associated with toxic effects 
in studies in patients with cancer (0·05 
mM or ∼43 ng/mL). 

The IMPERIAL sub study long lesion 
subgroup consisted of 50 patients with 
average lesion length of 162.8 mm that 
were each treated with two EluviaTM 
stents. Twelve-month outcomes for the 
long lesion subgroup are 87% primary 
patency and 6.5% TLR. In a subgroup 
analysis of patients 65 years and older 
(Medicare population), the primary 
patency rate in the EluviaTM stent group 
is 92.6%, compared to 75.0% for the 
Zilver® PTX® stent group (p=0.0386). 

With regard to reducing the rate of 
subsequent therapeutic interventions, 
secondary outcomes in the IMPERIAL 
study included repeat re-intervention on 
the same lesion, TLR. The rate of 
subsequent interventions, or TLRs, in 
the EluviaTM stent group was 4.5% 
compared to 9.0% in the Zilver® PTX® 
stent group. The applicant asserted that 
TLR rate in the EluviaTM group 
represents a substantial reduction in re- 
intervention on the target lesion 
compared to that of the Zilver® PTX® 
stent group. 

With regard to decreasing the number 
of future hospitalizations or physician 
visits, the applicant asserted that the 
substantial reduction in the lesion 
revascularization rate led to a reduced 
need to provide additional intensive 
care, distinguishing the EluviaTM group 
from the Zilver® PTX® group. In the 
IMPERIAL study, EluviaTM-treated 
patients required fewer days of re- 
hospitalization. There were 13.9 post 
procedure in-hospital days in the 
EluviaTM group for all adverse events 
compared to 17.7 post procedure in- 
hospital days in the Zilver® PTX® 
group. There were 2.8 post procedure 
in-hospital days in the EluviaTM group 
for TLR/Total Vessel Revascularization 
(TVR) compared to 7.1 post procedure 
in-hospital days in the Zilver® PTX® 
group. And lastly, there were 2.7 post- 
procedure in-hospital days from the 
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106 Gray WA, Keirse K, Soga Y, et al. A polymer- 
coated, paclitaxel-eluting stent (Eluvia) versus a 
polymer-free, paclitaxel-coated stent (Zilver PTX) 
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arterial-disease-paclitaxel-coated-balloons-and- 
paclitaxel-eluting. 

EluviaTM group for procedure/device 
related adverse events compared to 4.5 
post procedure in-hospital days for the 
Zilver® PTX® group. 

With regard to reducing hospital 
readmission rates, the applicant asserted 
that patients treated in the EluviaTM 
group experienced reduced rates of 
hospital readmission following the 
index procedure compared to those in 
the Zilver® PTX® group. Hospital 
readmission rates at 12 months were 
3.9% for the EluviaTM group compared 
to 7.1% for the Zilver® PTX® group. 
Similar results were noted at 1 and 6 
months; 1.0% vs 2.6% and 2.4% vs 
3.8% respectively. 

With regard to reducing the rate of 
device related complications, the 
applicant asserted that while the rates of 
adverse events were similar in total 
between treatment arms in the 
IMPERIAL study, there were measurable 
differences in device-related 
complications. Device-related adverse- 
events were reported in 8% of patients 
in the EluviaTM group compared to 14% 
of patients in the Zilver® PTX® group. 

Lastly, with regard to achieving 
similar functional outcomes and EQ–5D 
index values, while associated with half 
the rate of TLRs, the applicant asserted 
that narrowed or blocked arteries within 
the SFA can limit the supply of oxygen- 
rich blood throughout the lower 
extremities, causing pain or discomfort 
when walking. The applicant further 
asserted that performing physical 
activities is often challenging because of 
decreased blood supply to the legs, 
typically causing symptoms to become 
more challenging overtime unless 
treated. The applicant asserted that 
while functional outcomes appear 
similar between the EluviaTM and 
Zilver® PTX® groups at 12 months, 
these improvements for the Zilver® 
PTX® group are associated with twice as 
many TLRs to achieve similar EQ–5D 
index values.106 At 12 months, of the 
patients with complete Rutherford 
assessment data, 241 (86 percent) of 281 
patients in the EluviaTM group and 120 
(85 percent) of 142 patients in the 
Zilver® PTX® group had symptoms 
reported as Rutherford Category 0 or 1 
(none to mild claudication). The mean 
ankle-brachial index was 1·0 (SD 0·2) in 
both groups at 12 months (baseline 
mean ankle-brachial index 0·7 [SD 0·2] 
for EluviaTM; 0·8 [0·2] for Zilver® PTX®), 
with sustained hemodynamic 

improvement for approximately 80 
percent of the patients in both groups. 
Walking function improved 
significantly from baseline to 12 months 
in both groups, as measured with the 
Walking Impairment Questionnaire and 
the 6-minute walk test. In both groups, 
the majority of patients had sustained 
improvement in the mobility dimension 
of the EQ–5D and roughly half had 
sustained improvement in the pain or 
discomfort dimension. No significant 
between-group differences were 
observed in the Walking Impairment 
Questionnaire, 6-minute walk test, or 
EQ–5D. Secondary endpoint results for 
the EluviaTM stent and Zilver® PTX® 
stent groups are as follows: 

• Hemodynamic improvement in 
walking—80.8 percent versus 78.7 
percent; 

• Walking impairment questionnaire 
scores (change from baseline)—40.8 
(36.5) versus 35.8 (39.5); 

• Distance (change from baseline)— 
33.2 (38.3) versus 29.5 (38.2); 

• Speed (change from baseline)—18.3 
(29.5) versus 18.1 (28.7); 

• Stair climbing (change from 
baseline)—19.4 (36.7) versus 21.1 (34.6); 
and 

• 6-Minute walk test distance (m) 
(change from baseline)—44.5 (119.5) 
versus 51.8 (130.5). 

As summarized in the FY 2020 IPPS/ 
LTCH PPS final rule (84 FR 42230), in 
our discussion of the comments 
received regarding substantial clinical 
improvement with respect to the new 
technology add-on payment application 
for EluviaTM for FY 2020, we received 
a comment expressing safety concerns 
with paclitaxel-coated devices used to 
treat PAD. The commenter stated they 
were aware of an FDA alert concerning 
paclitaxel-coated devices. The 
commenter stated the applicant and 
other manufacturers of devices using 
paclitaxel should consider an 
alternative to paclitaxel. 

We stated in response that we were 
aware of FDA’s March 15, 2019 letter to 
healthcare providers regarding the 
‘‘Treatment of Peripheral Arterial 
Disease with Paclitaxel-Coated Balloons 
and Paclitaxel-Eluting Stents Potentially 
Associated with Increased Mortality’’. 
We noted that in March 2019, FDA 
conducted a preliminary analysis of 
long-term follow-up data (up to 5 years 
in some studies) of the pivotal 
premarket randomized trials for 
paclitaxel-coated products indicated for 
PAD. We stated that while the analyses 
are ongoing, according to FDA, the 
preliminary review of the data had 
identified a potentially concerning 
signal of increased long-term mortality 
in study subjects treated with paclitaxel- 

coated products compared to patients 
treated with uncoated devices.107 Of the 
three trials with 5-year follow-up data, 
each showed higher mortality in 
subjects treated with paclitaxel-coated 
products than subjects treated with 
uncoated devices. In total, among the 
975 subjects in these 3 trials, there was 
an approximately 50 percent increased 
risk of mortality in subjects treated with 
paclitaxel-coated devices versus those 
treated with control devices (20.1 
percent versus 13.4 percent crude risk of 
death at 5 years). 

We also noted that FDA stated that 
the data should be interpreted with 
caution for several reasons. First, there 
is large variability in the risk estimate of 
mortality due to the limited amount of 
long-term data. Second, the studies were 
not originally designed to be pooled, 
introducing greater uncertainty in the 
results. Third, the specific cause and 
mechanism of the increased mortality is 
unknown. 

We further stated that based on the 
preliminary review of available data, 
FDA made the following 
recommendations regarding the use of 
paclitaxel-coated balloons and 
paclitaxel-eluting stents: That health 
care providers consider the following 
until further information is available; 
continue diligent monitoring of patients 
who have been treated with paclitaxel- 
coated balloons and paclitaxel-eluting 
stents; when making treatment 
recommendations and as part of the 
informed consent process, consider that 
there may be an increased rate of long- 
term mortality in patients treated with 
paclitaxel-coated balloons and 
paclitaxel-eluting stents; discuss the 
risks and benefits of all available PAD 
treatment options with your patients; for 
most patients, alternative treatment 
options to paclitaxel-coated balloons 
and paclitaxel-eluting stents should 
generally be used until additional 
analysis of the safety signal has been 
performed; for some individual patients 
at particularly high risk for restenosis, 
clinicians may determine that the 
benefits of using a paclitaxel-coated 
product may outweigh the risks; ensure 
patients receive optimal medical 
therapy for PAD and other 
cardiovascular risk factors as well as 
guidance on healthy lifestyles including 
weight control, smoking cessation, and 
exercise. 

We also noted that FDA further stated 
that paclitaxel-coated balloons and 
stents are known to improve blood flow 
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to the legs and decrease the likelihood 
of repeat procedures to reopen blocked 
blood vessels. However, because of this 
concerning safety signal, FDA stated 
that it believes alternative treatment 
options should generally be used for 
most patients while FDA continues to 
further evaluate the increased long-term 
mortality signal and its impact on the 
overall benefit-risk profile of these 
devices. FDA stated it intends to 
conduct additional analyses to 
determine whether the benefits continue 
to outweigh the risks for approved 
paclitaxel-coated balloons and 
paclitaxel-eluting stents when used in 
accordance with their indications for 
use. FDA stated it will also evaluate 
whether these analyses impact the 
safety of patients treated with these 
devices for other indications, such as 
treatment of arteriovenous access 
stenosis or critical limb ischemia. 

Furthermore, we stated that because 
of concerns regarding this issue, FDA 
convened an Advisory Committee 
meeting of the Circulatory System 
Devices Panel on June 19 and 20, 2019 
to: Facilitate a public, transparent, and 
unbiased discussion on the presence 
and magnitude of a long-term mortality 
signal; discuss plausible reasons, 
including any potential biological 
mechanisms, for a long-term mortality 
signal; re-examine the benefit-risk 
profile of this group of devices; consider 
modifications to ongoing and future 
U.S. clinical trials evaluating devices 
containing paclitaxel, including added 
surveillance, updated informed consent, 
and enhanced adjudication for drug- 
related adverse events and deaths; and 
guide other regulatory actions, as 
needed. The June 19 and 20, 2019 
Advisory Committee meeting of the 
Circulatory System Devices Panel 
concluded that analyses of available 
data from FDA-approved devices show 
an increase in late mortality (between 2 
and 5 years) associated with paclitaxel- 
coated devices intended to treat 
femoropopliteal disease.108 However, 
causality for the late mortality rate 
increase could not be determined. 
Additional data may be needed to 
further assess the magnitude of the late 
mortality signal, determine any 
potential causes, identify patient sub- 
groups that may be at greater risk, and 
to update benefit-risk considerations of 
this device class.109 

We stated that FDA continues to 
recommend that health care providers 
report any adverse events or suspected 
adverse events experienced with the use 
of paclitaxel-coated balloons and 
paclitaxel-eluting stents. FDA stated 
that it will keep the public informed as 
any new information or 
recommendations become available. 

In the FY 2020 IPPS/LTCH PPS final 
rule (84 FR 42231), after consideration 
of the public comments we received and 
the latest available information from the 
FDA advisory panel, we noted the FDA 
panel’s preliminary review of the data 
had identified a potentially concerning 
signal of increased long-term mortality 
in study subjects treated with paclitaxel- 
coated products compared to patients 
treated with uncoated devices. We 
stated that additionally, since FDA has 
stated that it believes alternative 
treatment options should generally be 
used for most patients while it 
continues to further evaluate the 
increased long-term mortality signal and 
its impact on the overall benefit-risk 
profile of these devices, we remained 
concerned that we did not have enough 
information to determine that the 
EluviaTM device represents a substantial 
clinical improvement over existing 
technologies. Therefore, we stated that 
we were not approving the EluviaTM 
device for FY 2020 new technology add- 
on payments. We also stated that we 
would monitor any new information or 
recommendations as they become 
available. 

Since the FY 2020 IPPS/LTCH PPS 
final rule, the FDA issued an August 7, 
2019 update: ‘‘Treatment of Peripheral 
Arterial Disease with Paclitaxel-Coated 
Balloons and Paclitaxel-Eluting Stents 
Potentially Associated with Increased 
Mortality’’.110 In its update, the FDA 
included recommendations to 
healthcare providers for assessing and 
treating patients with PAD using 
paclitaxel-coated devices. Based on the 
FDA’s review of available data and the 
Advisory Panel conclusions, the FDA 
recommends that healthcare providers 
consider the following: 

• Continue diligent monitoring of 
patients who have been treated with 
paclitaxel-coated balloons and 
paclitaxel-eluting stents. 

• When making treatment 
recommendations, and as part of the 
informed consent process, consider that 
there may be an increased rate of long- 
term mortality in patients treated with 

paclitaxel-coated balloons and 
paclitaxel-eluting stents. 

• Discuss the risks and benefits of all 
available PAD treatment options with 
your patients. For many patients, 
alternative treatment options to 
paclitaxel-coated balloons and 
paclitaxel-eluting stents provide a more 
favorable benefit-risk profile based on 
currently available information. 

• For individual patients judged to be 
at particularly high risk for restenosis 
and repeat femoropopliteal 
interventions, clinicians may determine 
that the benefits of using a paclitaxel- 
coated device outweigh the risk of late 
mortality. 

• In discussing treatment options, 
physicians should explore their 
patients’ expectations, concerns and 
treatment preferences. 

• Ensure patients receive optimal 
medical therapy for PAD and other 
cardiovascular risk factors as well as 
guidance on healthy lifestyles including 
weight control, smoking cessation, and 
exercise. 

• Report any adverse events or 
suspected adverse events experienced 
with the use of paclitaxel-coated 
balloons and paclitaxel-eluting stents. 

In addition, the August 7, 2019 
update noted the following. Based on 
the conclusions of its analysis and 
recommendations of the advisory panel, 
FDA stated that it is taking additional 
steps to address this signal, including 
working with manufacturers on updates 
to device labeling and clinical trial 
informed consent documents to 
incorporate information about the late 
mortality signal. FDA also stated that it 
is continuing to actively work with the 
manufacturers and investigators on 
additional clinical evidence 
development for assessment of the long- 
term safety of paclitaxel-coated devices. 
FDA noted that paclitaxel-coated 
balloons and stents improve blood flow 
to the legs and decrease the likelihood 
of repeat procedures to reopen blocked 
blood vessels compared to uncoated 
devices. The update stated that the 
panel concluded that the benefits of 
paclitaxel-coated devices (for example, 
reduced reinterventions) should be 
considered in individual patients along 
with potential risks (for example, late 
mortality). 

The applicant stated in its FY 2021 
application that while CMS denied the 
application for new technology add-on 
payments for EluviaTM for FY 2020 
because of its concerns about paclitaxel, 
the available evidence and 
policymaking from the FDA would 
suggest that this device is safe, effective 
and a substantial clinical improvement. 
To address the substantial clinical 
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improvement concerns stated in the FY 
2020 final rule, the applicant stated that 
EluviaTM is not associated with 
increased all-cause mortality and that 
two-year all-cause mortality data are 
consistent with FDA-published rates for 
uncoated angioplasty devices. The 
applicant further asserted that most 
recent publications on peripheral 
paclitaxel-coated devices do not 
replicate the strong mortality signal 
identified in the meta-analysis. The 
applicant stated that it submitted 
information on EluviaTM to the FDA for 
the June 19–20 Circulatory System 
Devices Panel of the Medical Devices 
Advisory Committee meeting. The 
applicant further asserted that the FDA 
continues to find that paclitaxel devices 
are effective, specifically that 
‘‘Paclitaxel-coated balloons and stents 
improve blood flow to the legs and 
decrease the likelihood of repeat 
procedures to reopen blocked blood 
vessels compared to uncoated 
devices’’.111 The applicant stated that 
the FDA, following months of 
investigation, multiple letters to health 
care providers and an advisory panel 
meeting, has not changed the marketed 
status of peripheral paclitaxel devices. 
Therefore, the applicant respectfully 
requested that CMS consider that 
EluviaTM satisfies the substantial 
clinical improvement criterion in light 
of this information. The applicant 
referred to the FDA’s meta-analysis of 
long-term follow-up data from the 
pivotal premarket randomized trials for 
paclitaxel-coated devices used to treat 
PAD. The FDA’s meta-analysis of these 
trials 112 identified a late mortality 
signal in study subjects treated with 
paclitaxel-coated devices compared to 
patients treated with uncoated devices. 
Specifically, in three randomized trials 
which enrolled a total of 1,090 patients, 
the crude mortality rate at 5 years was 
19.8% (range 15.9%–23.4%) in patients 
treated with paclitaxel-coated devices 
compared to 12.7% (range 11.2%– 
14.0%) in subjects treated with 
uncoated devices. The relative risk for 
increased mortality at 5 years was 1.57 
(95% confidence interval 1.16–2.13), 
which corresponds to a 57% relative 
increase in mortality in patients treated 
with paclitaxel-coated devices. 

In its application for FY 2021, the 
applicant stated that they respectfully 
disagree with CMS’s conclusion that 
EluviaTM did not satisfy the substantial 
clinical improvement criterion as the 
IMPERIAL randomized controlled trial 
demonstrates superiority over the 
closest comparative device. In its 
application for FY 2021, in response to 
these concerns related to peripheral 
paclitaxel devices, the applicant 
referred to the updated bulletin FDA 
issued in August 2019 to provide the 
latest information on its analysis of 
long-term follow-up data from 
premarket trials and to provide 
summary information from its June 2019 
advisory panel meeting. Specifically, 
the applicant noted that FDA stated that 
paclitaxel-coated balloons and stents 
improve blood flow to the legs and 
decrease the likelihood of repeat 
procedures to reopen blocked blood 
vessels compared to uncoated devices. 
The June 2019 advisory panel 
concluded that the benefits of 
paclitaxel-coated devices (for example, 
reduced reinterventions) should be 
considered in individual patients along 
with potential risks (for example, late 
mortality). 

The applicant also noted that it has 
worked closely with FDA to address 
questions about the late mortality signal 
associated with some peripheral 
paclitaxel-coated devices, as identified 
in the meta-analysis. The applicant 
noted that EluviaTM was not included in 
the meta-analysis. 

Additionally, the applicant stated that 
it has demonstrated (a) the absence of a 
mortality signal with EluviaTM and (b) 
the absence of a mortality signal with 
sustained-release drug eluting paclitaxel 
stent technology in the large long-term 
data for the TAXUS coronary stent.113 

With regard to the absence of a 
mortality signal with EluviaTM, the 
applicant further stated that EluviaTM is 
not associated with increased all-cause 
mortality. The applicant explained that 
EluviaTM shows no mortality signal at 2 
years in over 300 patients. Additionally, 
the applicant noted that its parent 
company Boston Scientific has 
extensive experience with sustained- 
release paclitaxel-eluting stent 
technology and noted that TAXUS has 
over 10 years of clinical data, with long- 
term mortality in clinical trials 
following approximately 2,800 patients, 
without an observed mortality signal. 

As it relates to EluviaTM, the applicant 
stated that findings of the FDA analysis 

should be interpreted with caution for 
several reasons. First, EluviaTM was not 
included in the FDA meta-analysis. 
Second, the applicant stated the 
analysis failed to find any plausible 
mechanism that could explain the 
observed mortality signal. Third, the 
applicant asserted that the analysis 
contained structural flaws that may 
have contributed to its findings, 
including small sample size, presence of 
ascertainment bias and lack of patient 
level data. 

The applicant added that additional 
analyses have been conducted since the 
publication of the meta-analysis. In a 
Medicare claims analysis of over 
150,000 patients who underwent 
femoropopliteal artery 
revascularization, the applicant noted 
that no mortality signal was seen in the 
group treated with paclitaxel-coated 
devices.114 According to the applicant, 
this finding was echoed by other 
studies. 

Finally, the applicant stated that it 
believes the FDA recognized the value 
of allowing physicians to treat their 
PAD patients with paclitaxel devices in 
its letter published on August 7, 2019, 
acknowledging the signal in the meta- 
analysis and recognizing the benefits 
that paclitaxel devices offer for these 
patients. 

In summary, the applicant stated that 
EluviaTM should be approved for new 
technology add-on payments based on 
the following: 

• Updated August 2019 FDA letter to 
providers issued after the FY 2020 IPPS/ 
LTCH PPS final rule, maintaining 
peripheral paclitaxel devices on the 
market; 

• Multiple recently published 
studies115 116 demonstrating the absence 
of increased mortality associated with 
peripheral paclitaxel devices; 

• An analysis of over 150,000 
Medicare beneficiaries, designed with 
FDA input, demonstrating no difference 
in mortality between patients treated 
with peripheral paclitaxel devices 
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117 https://www.ahajournals.org/doi/full/10.1161/ 
JAHA.118.011245. 

118 Varcoe R. Unintended Consequences of 
Various trial Designs, Potential Effect on Mortality 
and Other Outcomes. Vascular Leaders Forum, 
March 2019. 

119 Pooled all-cause mortality rate includes 
IMPERIAL and MAJESTIC Trials. 2-year all-cause 
mortality rate for IMPERIAL (includes IMPERIAL 
RCT, Long Lesion, and PK sub-studies) is 7.0%. 
MAJESTIC follow-up is final at 3 years. IMPERIAL 
follow-up is complete through 2 years and ongoing 
through 5 years. As-treated ELUVIA patients. FDA 
PTA reference based on FDA Executive Summary. 
Two-year mortality rate within the PTA arm of 
ILLUMENATE was 7.4% and within the PTA arm 
of IN.PACT SFA was 1.0%. 

120 Duda SH, et al. Drug-eluting and Bare Nitinol 
Stents for the Treatment of Atherosclerotic Lesions 
in the Superficial Femoral Artery: Long-Term 
Results From the SIROCCO Trial. J Endovasc Ther. 
2006;13(6):701–710. 

121 Lammer J, et al. First Clinical Trial of Nitinol 
Self-Expanding Everolimus-Eluting Stent 
Implantation for Peripheral Arterial Occlusive 
Disease. J Vasc Surg. 2011;54(2):394–401. 

122 Müller-Hülsbeck S, et al. Long-Term Results 
from the MAJESTIC Trial of the Eluvia Paclitaxel- 
Eluting Stent for Femoropopliteal Treatment: 3-Year 
Follow-up. Cardiovasc Intervent Radiol. 
2017;40(12):1832–1838. 

123 Dake MD, et al. Durable Clinical Effectiveness 
With Paclitaxel-Eluting Stents in the 
Femoropopliteal Artery 5-Year Results of the Zilver 
PTX Randomized Trial. Circulation. 
2016;133(15):1472–1483. 

124 Gray WA. 2-year Outcomes from the 
IMPERIAL Randomized Head to Head Study of 
Eluvia DES and Zilver PTX. Oral presentation at: 
The Leipzig Interventional Course (LINC) Annual 
Meeting; January 2020; Leipzig, Germany. 

compared to those treated without 
paclitaxel devices; 

• Confounding factors in the 2018 
JAHA Katsanos et al. meta-analysis 
(meta-analysis)117 and ascertainment 
bias, as highlighted at the 2019 Vascular 
Leaders Forum,118 and no plausible 
mechanism has been identified for 
increased mortality; 

• The rate of mortality for patients 
treated with EluviaTM at 2 years is 
consistent with the rate of non- 
paclitaxel-based peripheral devices.119 

Although the EluviaTM system was 
not included in the meta-analysis, in the 
proposed rule we stated that we were 
concerned with the conclusion of the 
meta-analysis results. Specifically, we 
stated that we were concerned with the 
conclusion that there is an increased 
risk of death following application of 
paclitaxel-coated balloons and stents in 
the femoropopliteal artery of the lower 
limb and how it impacts substantial 
clinical improvement for the EluviaTM 
system. 

We also noted the FDA’s statement in 
the August 2019 letter that because of 
the demonstrated short-term benefits of 
the devices, the limitations of the 
available data, and uncertainty 
regarding the long-term benefit-risk 
profile of paclitaxel-coated devices, the 
FDA believes clinical studies of these 
devices may continue and should 
collect long-term safety (including 
mortality) and effectiveness data. Per 
the FDA, these studies require 
appropriate informed consent and close 
safety monitoring to protect enrolled 
patients. 

Comment: A commenter stated that 
the design of the MAJESTIC clinical 
study is inadequate to support a claim 
of substantial clinical improvement due 
to its small size, strict inclusion/ 
exclusion criteria, and lack of a 
comparator group. According to the 
commenter, the MAJESTIC study is 
inadequate to demonstrate substantial 
clinical improvement and that use of 
this single arm study to support 
substantial clinical improvement should 
be considered with care due to the small 

(n=57) and highly selected patient 
population (for example, lesion length 
limited to a maximum of 11 cm). The 
commenter stated that although the 
applicant reports a very high primary 
patency rate of 96.4% at 12 months, this 
rate drops substantially to 77.9% at just 
25 months, suggesting the potential of a 
late catch-up phenomenon as previously 
observed with other polymer-coated 
peripheral DES.120 121 The commenter 
also noted that the TLR rate appears to 
double each year (that is quadruple from 
year 1 to year 3), increasing from 3.6% 
at 1 year to 7.2% at 2 years to 14.7% at 
3 years.122 

The commenter also stated that there 
are errors in the published 1-year 
IMPERIAL study primary patency 
results, which is the primary endpoint 
of the study which require a correction 
of the 1-year publication and results. 
The commenter stated that although the 
errors have been identified, to their 
knowledge no correction to the paper 
has yet been published. As such, 
according to the commenter, the ability 
to understand the outcomes of this 
study, particularly patency, which is the 
primary endpoint of the study, is 
hindered. 

The commenter also stated that 
patency results are inconsistently 
presented. The primary endpoint of 12- 
month patency was reported after the 
required sample size of 409 patients 
completed 12-month follow-up or had 
an endpoint event; these results indicate 
primary patency of 86.8% (231/266) for 
Eluvia vs. 81.5% (106/130) for Zilver 
PTX. However, a post-hoc analysis 
reports a larger difference of 86.8% 
(243/280) for Eluvia vs. 77.5% (110/142) 
for Zilver PTX. This represents an 
additional 14 Eluvia patients and 12 
Zilver PTX patients compared to the 
primary analysis. While the results for 
the Eluvia patients are consistent 
between the primary and post-hoc 
analyses (86.8% [231/266] vs. 85.7% 
[12/14]), the results for the final 12 
Zilver PTX patients added to the post- 
hoc analysis appear to be outliers who 
had significantly worse outcomes than 
the primary patient cohort (patency 
77.5% [110/142] in primary cohort vs. 

33.3% [4/12] in post-hoc cohort, 
p=0.002); according to the commenter, 
this raises questions about the pooling 
of data between the primary cohort and 
the post-hoc cohort that is used in the 
post-hoc analysis and reporting. 

The commenter further stated that 
claims of ‘‘superior primary patency’’ 
and ‘‘highest reported’’ two-year 
primary patency are misleading. From 
the most recently presented two-year 
results (with data correction), there is no 
significant difference in patency 
between Eluvia and Zilver PTX at two 
years (83.0% vs. 77.1%, p=0.10, not 
significant). Based on these results, a 
claim of superior primary patency 
cannot be maintained, according to the 
commenter. The commenter also 
expressed concerns regarding the claim 
of ‘‘highest reported’’ two-year patency. 
The commenter stated that by its very 
nature, this claim can only be made by 
comparing results across numerous 
distinct clinical trials, each enrolling 
patients and analyzing outcomes based 
on study-specific criteria and variable 
definitions. For example, the 
commenter noted that the Zilver PTX 
randomized trial included the 
enrollment of patients with critical limb 
ischemia, a group with known poor 
outcomes that were excluded from the 
IMPERIAL trial. The Zilver PTX trial 
also had a more stringent definition for 
patency, requiring the peak systolic 
velocity ratio (PSVR) to be <2.0 for a 
lesion to be considered patent.123 In 
comparison, in the IMPERIAL trial, the 
requirement for patency was a more 
lenient criterion of PSVR ≤2.4. The 
commenter stated that more concerning 
is that the definition of patency at two 
years in the IMPERIAL trial has been 
redefined to eliminate any patency 
failures that may have occurred prior to 
730 days and is now defined as 
‘‘clinically-driven TLR up to 730 days 
and duplex ultrasound data at 24 
months.’’ This change in the definition 
can be observed by comparing the one- 
year Kaplan-Meier curves to the two- 
year curves and noting that patency at 
24 months is actually increased 
compared with what was previously 
reported at 13 months; that is, patency 
failures occurring on imaging, but not 
resulting in a re-intervention have been 
eliminated prior to 730 days.124 The 
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125 Gray WA, Keirse K, Soga Y, et al. A polymer- 
coated, paclitaxel-eluting stent (Eluvia) versus a 
polymer-free, paclitaxel-coated stent (Zilver PTX) 
for endovascular femoropopliteal intervention 
(IMPERIAL): a randomised, non-inferiority trial. 
The Lancet. 2018;392(10157):1541–1551. 

commenter stated that this modified 
definition is inconsistent with other 
studies, further highlighting the 
inability to appropriately compare data 
across studies. 

The commenter also stated that the 
secondary randomization (that is, the 
provisional DES arm) of the Zilver PTX 
RCT was specifically excluded from this 
comparison. These Zilver PTX patients 
actually had a higher two-year primary 
patency rate of 83.4% compared with 
83.0% for Eluvia. According to the 
commenter, this blanket claim of 
superiority appears to be in stark 
contrast to traditionally accepted 
criteria established by FDA to allow 
such superiority claims. The commenter 
further stated that the FDA has not 
indicated that Eluvia provides a 
substantial clinical improvement. 

We also received a comment stating 
that section § 412.87(b) describes the 
eligibility criteria associated with the 
substantial clinical improvement 
criterion, specifically that it ‘‘improves 
clinical outcomes relative to services or 
technologies previously available...’’ 
The commenter stated that CMS’ 
conclusions that there is insufficient 
evidence to determine substantial 
clinical improvement included in both 
the FY 2020 and 2021 rules does not 
articulate why the clinical trial 
information provided by the applicant is 
not sufficient. Instead, CMS relies on 
the potential signal described in the 
meta-analysis and the FDA review of the 
data on paclitaxel-coated devices. 

The commenter further stated that 
despite the various deliberations by the 
FDA, it has not limited the use of 
paclitaxel devices and more 
importantly, CMS has not limited 
coverage of paclitaxel devices. Per the 
language in § 412.87(b), the substantial 
clinical improvement criterion is to be 
evaluated ‘‘relative to services or 
technologies previously available.’’ The 
commenter stated that it appears the 
applicant has provided a comparison of 
the Eluvia device to existing, 
comparable devices for the treatment of 
peripheral arterial disease. The 
commenter contended this is the data 
that should be utilized to determine if 
the technology represents a SCI. 

The commenter also asserted that if 
the FDA had removed existing 
paclitaxel devices from the market, or 
CMS had issued non-coverage for 
paclitaxel devices at the national or 
local level based on the FDA analyses, 
they would concur that there would be 
insufficient data to determine SCI. The 
commenter stated that since the FDA 
has not materially changed the label for 
paclitaxel devices nor has CMS issued 
non-coverage policies for any paclitaxel 

devices, existing paclitaxel devices 
represent an appropriate comparison 
when evaluating substantial clinical 
improvement in the new technology 
add-on payment application as they 
represent a medically reasonable 
medical option for Medicare patients. 

The commenter contended that the 
EluviaTM device meets the substantial 
clinical improvement criterion as it 
showed superiority over the only other 
paclitaxel peripheral stent in a head-to- 
head randomized controlled trial, and 
that the results have been sustained 
based on longest follow up clinical data 
published to date for the EluviaTM 
device. 

The applicant commented that the 
IMPERIAL trial was designed as a non- 
inferiority study, as are many head-to- 
head trials of medical devices. Boston 
Scientific defined a pre-specified, post- 
hoc superiority analysis before 
evaluation of the clinical trial results; 
therefore, the non-inferiority and 
subsequent superiority testing 
methodology and results were not 
subjected to bias. The superiority testing 
was performed after the 12-month 
follow-up window for all enrolled 
subjects had closed. 

According to the applicant, from a 
statistical perspective, the pre-specified 
success criteria for superiority used the 
same logic as the pre-specified success 
criteria for non-inferiority: ‘‘ELUVIA 
will be concluded to be superior to 
Zilver PTX for device effectiveness if 
the one-sided lower 95% confidence 
bound on the difference between 
treatment groups in 12-month primary 
patency is greater than zero.’’ The 
commenter stated that a more stringent 
one-sided lower 97.5% confidence 
bound (shown as two-sided 95% 
confidence interval) on the difference 
between treatment groups was observed 
to be greater than zero and the 
corresponding p-value was 0.0144. 

In addition to the internal analysis 
performed by Boston Scientific, these 
data were published in The Lancet 
following its peer-review process. As 
stated in The Lancet, ‘‘The superiority 
analysis of primary patency in the full- 
analysis cohort was a pre-specified post- 
hoc analysis’’ and ‘‘In this head-to-head 
randomized trial, the primary non- 
inferiority endpoints for efficacy and 
safety at 12 months were met, and post- 
hoc analysis of the 12-month patency 
rate showed superiority for Eluvia over 
Zilver PTX.’’ 125 According to the 

applicant, these claims are non- 
misleading and supported by valid 
scientific evidence. 

The applicant also provided a 
comment in response to CMS’ request 
for comments on the implications of the 
recent meta-analysis addressing 
paclitaxel-coated balloons and stents. 
The applicant maintained that EluviaTM 
is different from the devices evaluated 
in the meta-analysis. The applicant 
stated that as CMS noted, EluviaTM was 
not addressed in the meta-analysis. 
Further, the applicant maintained that 
EluviaTM delivers paclitaxel in much 
lower doses than the products discussed 
in the meta-analysis and is the only 
peripheral device to deliver paclitaxel 
through a sustained-release mechanism 
of action where delivery of paclitaxel is 
controlled and focused on the target 
lesion. Thus, according to the applicant, 
the suggestion in the meta-analysis of a 
late-term mortality risk associated with 
paclitaxel coated devices is not directly 
applicable to the EluviaTM device. 
Boston Scientific submitted information 
(available at https://www.fda.gov/ 
media/127704/download) to the FDA on 
paclitaxel relative to EluviaTM in 
advance of FDA’s June 19–20 
Circulatory System Devices Panel of the 
Medical Devices Advisory Committee 
Meeting. 

Consequently, the applicant does not 
believe that the findings of limited 
generalizability suggested in the meta- 
analysis should inhibit CMS from 
determining that EluviaTM satisfies the 
substantial clinical improvement 
criterion. 

The applicant further commented that 
given the differences between EluviaTM 
and other peripheral paclitaxel coated 
devices, it would be more appropriate to 
examine safety considerations for 
EluviaTM relative to products with 
similar mechanisms of action and dose 
levels, such as the Taxus coronary stent 
indicated in the treatment of lesions in 
native coronary arteries. Boston 
Scientific asserted that it has more 
experience with sustained-release drug- 
eluting stents than any other 
manufacturer. According to the 
applicant, Boston Scientific developed 
coronary sustained-release drug-eluting 
stent technology, first with its Taxus 
coronary drug-eluting stent. According 
to the applicant, the EluviaTM and Taxus 
stents are similar in design intent and 
mechanism of action. We note that the 
Taxus stent involves the treatment of a 
different patient population. According 
to the applicant, with the same drug and 
comparable low-dose controlled drug 
elution profiles achieved via a polymer 
matrix, the EluviaTM peripheral stent 
bears greater similarity to the Taxus 
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126 Yamaji K, Raber L, Zanchin T, et al. Ten-year 
clinical outcomes of first-generation drug-eluting 
stents: the Sirolimus-Eluting vs. Paclitaxel-Eluting 
Stents for Coronary Revascularization (SIRTAX) 
VERY LATE trial. Eur Heart J. 2016;37(45):3386– 
3395. 

127 Ormiston JA, Charles O, Mann T, et al. Final 
5-year results of the TAXUS ATLAS, TAXUS 
ATLAS Small Vessel, and TAXUS ATLAS Long 
Lesion clinical trials of the TAXUS Liberte 
paclitaxel-eluting stent in de-novo coronary artery 
lesions. Coron Artery Dis. 2013;24(1):61–68. 

128 Kereiakes DJ, Cannon LA, Dauber I, et al. 
Long-term follow-up of the platinum chromium 
TAXUS Element (ION) stent: The PERSEUS 
Workhorse and Small Vessel trial five-year results. 
Catheter Cardiovasc Interv. 2015;86(6):994–1001. 

129 Stone GW, Ellis SG, Colombo A, et al. Long- 
term safety and efficacy of paclitaxel-eluting stents 
final 5-year analysis from the TAXUS Clinical Trial 
Program. JACC Cardiovasc Interv. 2011;4(5):530– 
542. 

130 Shishehbor MH, Goel SS, Kapadia SR, et al. 
Long-term impact of drug-eluting stents versus 
baremetal stents on all-cause mortality. J Am Coll 
Cardiol. 2008;52(13):1041–1048. 

131 Bravata DM, Gienger AL, McDonald KM, et al. 
Systematic review: the comparative effectiveness of 
percutaneous coronary interventions and coronary 
artery bypass graft surgery. Ann Intern Med. 
2007;147(10):703–716. 

132 UPDATE: Treatment of Peripheral Arterial 
Disease with Paclitaxel-Coated Balloons and 
Paclitaxel-Eluting Stents Potentially Associated 
with Increased Mortality—Letter to Health Care 
Providers. 2019; https://www.fda.gov/ 
MedicalDevices/Safety/LetterstoHealthCare
Providers/ucm633614.htm. Accessed April 15, 
2019, 2019. 

133 Katsanos K, Spiliopoulos S, Kitrou P, Krokidis 
M, Karnabatidis D. Risk of Death Following 
Application of Paclitaxel-Coated Balloons and 
Stents in the Femoropopliteal Artery of the Leg: A 
Systematic Review and Meta-Analysis of 
Randomized Controlled Trials. J Am Heart Assoc. 
2018;7(24): e011245. 

134 Ferguson T, Wilcken N, Vagg R, Ghersi D, 
Nowak AK. Taxanes for adjuvant treatment of early 
breast cancer. Cochrane Database Syst Rev. 
2007(4):CD004421. 

135 Ghersi D, Willson ML, Chan MM, Simes J, 
Donoghue E, Wilcken N. Taxane-containing 
regimens for metastatic breast cancer. Cochrane 
Database Syst Rev. 2015(6):CD003366. 

136 BD announces new 300-mm length for Lutonix 
018 DCB. Endovascular Today. March 2, 2020. 

137 Speck U, Cremers B, Kelsch B, et al. Do 
pharmacokinetics explain persistent restenosis 
inhibition by a single dose of paclitaxel? Circ 
Cardiovasc Interv. 2012;5(3):392–400. 

138 Yazdani SK, Pacheco E, Nakano M, et al. 
Vascular, downstream, and pharmacokinetic 
responses to treatment with a low dose drug-coated 
balloon in a swine femoral artery model. Catheter 
Cardiovasc 

Interv. 2014;83(1):132–140. 
139 Scheinert D, Duda S, Zeller T, et al. The 

LEVANT I (Lutonix paclitaxel-coated balloon for 
the prevention of femoropopliteal restenosis) trial 
for femoropopliteal revascularization: first-in- 
human randomized trial of low-dose drug-coated 
balloon versus uncoated balloon angioplasty. JACC 
Cardiovasc Interv. 2014;7(1):10–19. 

coronary stent than to any peripheral 
paclitaxel-coated balloon or non- 
polymeric paclitaxel-coated stent with 
respect to design features and drug 
release kinetics. The applicant asserted 
that given the similarity in disease 
presentation for coronary and peripheral 
atherosclerotic lesions and the same 
anti-proliferative impact of paclitaxel on 
the lesions regardless of vessel bed, 
signals for any potential long-term 
systemic effects of targeted paclitaxel 
eluted from a stent polymer matrix 
would be apparent in patients treated 
with Taxus. Therefore, the applicant 
asserted that data on the controlled, 
localized and low dose paclitaxel 
elution by Taxus in the coronary or 
infrapopliteal vasculature can be used to 
gauge potential systemic effects of 
paclitaxel eluted from EluviaTM. 
According to the applicant, Taxus stent 
use has been extensively studied with 
more than 14 years of commercial 
experience and clinical trial data out to 
10 years in patients with 
coronary126 127 128 129 implants and 5 
years for those with infrapopliteal 
implants. 

The applicant commented that in the 
Taxus stent family series of coronary 
studies, paclitaxel-based treatment 
showed consistent benefits compared to 
bare metal stenting and did not 
differentially affect long-term all-cause 
mortality as compared to bare stent 
treatment. Stone et al. report 5-year 
patient-level pooled results from nearly 
2800 patients in randomized studies 
showing that all-cause mortality for 
patients treated with Taxus was similar 
to that of patients treated with the bare 
metal platform (9.8% vs 9.1%, p=0.53). 
The event rate analysis of mortality 
through 5 years for patients treated with 
Taxus (n=1400) compared to patients 
treated with the bare metal platform 
(n=1397) log-rank p=0.5283. 

These analyses represent 
approximately triple the sample size of 

the studies with >2 year data included 
in the Katsanos meta-analysis and in 
FDA’s analysis of 5-year data from 
paclitaxel-coated devices. In addition, 
long-term data from more than 4000 
patients who received coronary Taxus 
in randomized and nonrandomized 
studies show mortality rates consistent 
with those expected for this patient 
population.130 131 

The applicant also commented that it 
remains questionable and unproven that 
the root cause of the observed higher 
mortality in certain retrospective meta- 
analyses has a direct relationship to the 
presence of paclitaxel in the evaluated 
devices. In the March 15 Letter to 
Health Care Providers,132 the FDA 
observed, ‘‘These data should be 
interpreted with caution for several 
reasons. First, there is large variability 
in the risk estimate of mortality due to 
the limited amount of long-term data. 
Second, these studies were not 
originally designed to be pooled, 
introducing greater uncertainty in the 
results. Third, the specific cause and 
mechanism of the increased mortality is 
unknown.’’ 

The applicant commented that 
notably, the number of studies, patients, 
and devices contributing to the 
mortality calculations significantly 
decreased with the longer follow-up 
time frames. In addition, the applicant 
asserted that understanding possible 
effects of paclitaxel exposure is not 
possible without complete analysis of 
uniformly re-adjudicated patient level 
data, particularly with treatment arm 
crossover and previous interventions or 
subsequent re-interventions with 
paclitaxel-coated devices, which 
occurred in the analyzed studies. 

The applicant commented that 
explanations unrelated to drug exposure 
may account for the signal observed in 
the meta-analysis by Katsanos et al.133 

These include preferential follow-up for 
control-arm patients (that is, more 
physician visits, closer monitoring, 
enhanced comorbidity management), 
which may improve survival in these 
arms. Not adjusting for between-arm 
imbalance of predisposing conditions or 
comorbidities associated with increased 
mortality risk in the cohort-level 
analysis could also contribute to a false 
signal. 

The applicant further commented that 
currently, no plausible mechanistic link 
between paclitaxel and death has been 
postulated or established. To the 
contrary, the applicant stated that 
systemic paclitaxel infusions are known 
to improve survival among cancer 
patients.134 135 The periodically- 
repeated systemic doses of paclitaxel for 
chemotherapy are multiple orders of 
magnitude greater than the doses 
following treatment with either 
paclitaxel-coated devices136 137 138 139 or 
EluviaTM. The applicant stated that it is 
extremely unlikely that localized micro- 
doses associated with peripheral device 
use would have a negative effect on 
long-term survival. 

The applicant commented that as no 
local vascular-based causes of mortality 
have been identified, any paclitaxel 
effect on mortality would occur via a 
systemic or non-vascular mechanism 
and would be apparent following 
paclitaxel exposure regardless of the 
administration route or implant 
location. The applicant asserted that no 
such effect on mortality was seen among 
thousands of patients who received a 
TAXUS paclitaxel-eluting coronary 
stent with a design very similar to that 
of EluviaTM, and no systemic effect 
should be expected with peripheral 
application. 
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140 Writing Committee Members, Gerhard- 
Herman MD, Gornik HL et al. 2016 AHA/ACC 
Guideline on the Management of Patients with 
Lower Extremity Peripheral Artery Disease: 
Executive Summary. Vasc Med. 2017 Jun; 
22(3):NP1–NP43. 

141 Highest two-year primary patency based on 
24-month Kaplan-Meier estimates reported for 
IMPERIAL, IN.PACT SFA, ILLUMENATE, LEVANT 
II and Primary Randomization for Zilver PTX RCT. 

142 BSC Data on File. As-treated ELUVIA and 
PTxControl data from IMPERIAL RCT.FDA PTA 
reference based on FDA Executive Summary 
(median of PTA arms).Abbreviations: DES, drug- 
eluting stent; TLR, target lesion revascularization; 
PTx, paclitaxel. 

143 Boston Scientific Presentation to the 
Circulatory System Devices Panel of the Medical 
Devices Advisory Committee Meeting, June 19, 
2019. 

144 https://www.fda.gov/medical-devices/letters- 
health-care-providers/august-7-2019-update- 

treatment-peripheral-arterial-disease-paclitaxel- 
coated-balloons-and-paclitaxel. 

145 https://www.fda.gov/medical-devices/letters- 
health-care-providers/august-7-2019-update- 
treatment-peripheral-arterial-disease-paclitaxel- 
coated-balloons-and-paclitaxel. 

Response: We appreciate the 
comments received from the applicant 
and other commenters. 

CMS has always considered all 
evidence in its decision whether a 
technology represents a substantial 
clinical improvement over existing 
technologies. We refer the commenter to 
the regulations at § 412.87 which states 
a new medical service or technology 
represents an advance that substantially 
improves, relative to technologies 
previously available, the diagnosis or 
treatment of Medicare beneficiaries. 
Some highlights of what we consider 
includes the following but not limited to 
are: 

• The totality of the circumstances 
when making a determination that a 
new medical service or technology 
represents an advance that substantially 
improves, relative to services or 
technologies previously available, the 
diagnosis or treatment of Medicare 
beneficiaries. 

• The totality of the information 
otherwise demonstrates that the new 
medical service or technology 
substantially improves, relative to 
technologies previously available, the 
diagnosis or treatment of Medicare 
beneficiaries. 

• Evidence from published or 
unpublished information sources from 
within the United States or elsewhere 
such as clinical trials, peer reviewed 
journal articles, study results, meta- 
analyses, consensus statements and 
white papers may be sufficient to 
establish that a new medical service or 
technology represents an advance that 
substantially improves, relative to 
services or technologies previously 
available, the diagnosis or treatment of 
Medicare beneficiaries. Information 
sources we consider are listed including 
‘‘other appropriate information sources 
may be considered’’. 

We believe the IMPERIAL and 
MAJESTIC trials show a number of 
improved outcomes such as primary 
patency rates and decreased need for 
subsequent interventions. As stated 
above, the applicant provided the 
following two-year results from the 
IMPERIAL global randomized 
controlled clinical trial, comparing 
EluviaTM to Zilver® PTX®: 

• EluviaTM maintains higher primary 
patency than Zilver® PTX® at 2 years, 
83.0% compared to 77.1%. The 
applicant contended that guidelines 
recognize the importance of primary 
patency in assessing the efficacy of 
peripheral endovascular therapies.140 

• EluviaTM’s tw2-year primary 
patency is the highest reported in a 
superficial femoral artery US pivotal 
trial for a drug-eluting stent or drug- 
coated balloon.141 Per the applicant, the 
2-year primary patency results are 
consistent with the 2-year TLR results 
released earlier in 2019.142 According to 
the applicant, EluviaTM sustained a 
statistically significant reduction in TLR 
at 2 years compared to Zilver PTX, 
12.9% vs. 20.5% (p=0.0472).143 

• In a subgroup analysis of patients 
65 years and older (Medicare 
population), the primary patency rate in 
the EluviaTM stent group is 92.6%, 
compared to 75.0% for the Zilver® 
PTX® stent group (p=0.0386). 

Additionally, after the FY 2020 IPPS/ 
LTCH final rule last year, as noted 
above, in its August 7, 2019 update, the 
FDA stated that ‘‘Paclitaxel-coated 
balloons and stents improve blood flow 
to the legs and decrease the likelihood 
of repeat procedures to reopen blocked 
blood vessels compared to uncoated 
devices. The Panel concluded that the 
benefits of paclitaxel-coated devices (for 
example, reduced reinterventions) 
should be considered in individual 
patients along with potential risks (for 
example, late mortality).’’ 144 

Furthermore, per the FDA August 2019 
update, ‘‘for individual patients judged 
to be at particularly high risk for 
restenosis and repeat femoropopliteal 
interventions, clinicians may determine 
that the benefits of using a paclitaxel- 
coated device outweigh the risk of late 
mortality.’’ 145 We expect that clinicians 
will discuss the risks and benefits of all 
available PAD treatment options with 
patients and that they will continue to 
diligently monitor patients who have 
been treated with paclitaxel-coated 
balloons and paclitaxel-eluting stents. 
We will continue to monitor the data 
and any further information provided by 
the FDA regarding the EluviaTM system. 
Therefore, based on the above, we 
believe the EluviaTM system represents 
a substantial clinical improvement over 
existing technologies. 

After consideration of the public 
comments we received and for the 
reasons discussed, including the 
IMPERIAL and MAJESTIC trials which 
show a number of improved outcomes 
and the FDA August 7, 2019 update 
which concluded that the benefits of 
paclitaxel-coated devices (for example, 
reduced reinterventions) should be 
considered in individual patients along 
with potential risks (for example, late 
mortality) as well as for individual 
patients judged to be at particularly high 
risk for restenosis and repeat 
femoropopliteal interventions, 
clinicians may determine that the 
benefits of using a paclitaxel-coated 
device outweigh the risk of late 
mortality, we believe EluviaTM 
represents a substantial clinical 
improvement over existing technologies. 
Therefore, we have determined that the 
EluviaTM system meets all of the criteria 
for approval of new technology add-on 
payments for FY 2021. Cases involving 
EluviaTM that are eligible for new 
technology add-on payments will be 
identified by the following ICD–10–PCS 
procedure codes: 
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According to the applicant, the cost 
per case for the EluviaTM device is 
$5,610. Under § 412.88(a)(2), we limit 
new technology add-on payments to the 
lesser of 65 percent of the costs of the 
new medical service or technology, or 
65 percent of the amount by which the 
costs of the case exceed the MS–DRG 
payment. As a result, the maximum new 
technology add-on payment for a case 
involving the use of the EluviaTM device 
is $3,646.50 for FY 2021. 

f. GammaTile 

GT Medical Technologies, Inc. 
submitted an application for new 
technology add-on payments for FY 
2021 for the GammaTileTM. We note 
that Isoray Medical, Inc. and 

GammaTile, LLC previously submitted 
an application for new technology add- 
on payments for GammaTileTM for FY 
2018, which was withdrawn, and also 
for FY 2019; however, the technology 
did not receive FDA marketing 
authorization by July 1, 2018 and, 
therefore, was not eligible for 
consideration for new technology add- 
on payments for FY 2019. GT Medical 
Technologies, Inc. submitted an 
application for FY 2020, which was not 
approved as CMS was unable to make 
a determination that GammaTileTM 
technology represents a substantial 
clinical improvement over existing 
therapies. 

The GammaTileTM is a brachytherapy 
device for use in the treatment of 

patients who have been diagnosed with 
recurrent intracranial neoplasms, which 
uses cesium-131 radioactive sources 
embedded in a collagen matrix. 
GammaTileTM is designed to provide 
adjuvant radiation therapy to eliminate 
remaining tumor cells in patients who 
required surgical resection of recurrent 
brain tumors. According to the 
applicant, the GammaTileTM constitutes 
a new form of internal radiation, with 
collagen tile structural offsets acting as 
an internal compensator for the delivery 
of cesium-131 brachytherapy sources 
embedded within the product. The 
applicant stated that the technology has 
been manufactured for use in the setting 
of a craniotomy resection site where 
there is a high chance of local 
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recurrence of a Central Nervous System 
(CNS) or dual-based tumor. The 
applicant asserted that the use of the 
GammaTileTM technology provides a 
new, unique modality for treating 
patients who require radiation therapy 
to augment surgical resection of 
malignancies of the brain. By offsetting 
the radiation sources with a 3mm gap of 
a collagen matrix, the applicant asserted 
that the use of the GammaTileTM 
technology resolves issues with ‘‘hot’’ 
and ‘‘cold’’ spots associated with 
brachytherapy, improves safety, and 
potentially offers a treatment option for 
patients with limited or no other 
available options. The GammaTileTM is 
biocompatible and bioabsorbable, and is 
left in the body permanently without 
need for future surgical removal. The 
applicant asserted that the commercial 
manufacturing of the product will 
significantly improve on the process of 
constructing customized implants with 
greater speed, efficiency, and accuracy 
than is currently available, and requires 
less surgical expertise in placement of 
the radioactive sources, allowing a 
greater number of surgeons to utilize 
brachytherapy techniques in a wider 
variety of hospital settings. 

The GammaTileTM technology 
received FDA Section 510(k) clearance 
as a medical device on July 6, 2018. 
According to the applicant, due to 
finalization of design and 
manufacturing activities, the technology 
was not commercially available until 
January of 2019. Subsequently, the FDA 
cleared GammaTileTM as a Class II 
medical device under the corporate 
name of GT Medical Technologies, Inc. 
on March 13, 2019. The cleared 
indications for use state that 
GammaTileTM is intended to deliver 
radiation therapy (brachytherapy) in 
patients who have been diagnosed with 
recurrent intercranial neoplasms. The 
applicant submitted a request for 
approval for a unique ICD–10–PCS code 
for the use of the GammaTileTM 
technology, which was approved 
effective October 1, 2017 (FY 2018). The 
ICD–10–PCS procedure code used to 
identify procedures involving the use of 
the GammaTileTM technology is 
00H004Z (Insertion of radioactive 
element, cesium-131 collagen implant 
into brain, open approach). 

As discussed previously, if a 
technology meets all three of the 
substantial similarity criteria, it would 
be considered substantially similar to an 
existing technology and would therefore 
not be considered ‘‘new’’ for purposes of 
new technology add-on payments. We 
note that in the FY 2020 IPPS/LTCH 
PPS final rule (84 FR 42261), we stated 
that after consideration of comments, 

we believe that the GammaTileTM 
mechanism of action is different from 
current forms of radiation therapy and 
brachytherapy as it is the first FDA 
cleared device to use a manufactured 
collagen matrix which offsets radiation 
sources for use for the treatment of 
recurrent intracranial neoplasms. 
Therefore, we stated that the 
GammaTileTM is not substantially 
similar to existing brachytherapy 
technology and meets the newness 
criterion. We refer the reader to the FY 
2020 final rule for the complete 
discussion of how the GammaTileTM 
meets the newness criterion. We invited 
public comments on whether the 
GammaTileTM is substantially similar to 
an existing technology and whether it 
meets the newness criterion for 
purposes of its application for new 
technology add-on payments for FY 
2021, but did not receive any additional 
comments. We continue to believe that 
the GammaTileTM is not substantially 
similar to existing brachytherapy 
technology and meets the newness 
criterion for purposes of its application 
for new technology add-on payments for 
FY 2021. 

With regard to the cost criterion, the 
applicant conducted the following 
analysis. The applicant worked with the 
Barrow Neurological Institute at St. 
Joseph’s Hospital and Medical Center 
(St. Joseph’s) to obtain actual claims 
from mid-2015 through mid-2016 for 
craniotomies that did not involve 
placement of the GammaTileTM 
technology. The cases were assigned to 
MS–DRGs 025, 026, and 027 
(Craniotomy and Endovascular 
Intracranial Procedures with MCC, with 
CC, and without CC/MCC, respectively). 
For the 460 claims, the average case- 
weighted unstandardized charge per 
case was $143,831. The applicant 
standardized the charges for each case 
and inflated each case’s charges by 
applying the outlier charge inflation 
factor of 1.054 included in the FY 2020 
IPPS/LTCH PPS final rule (84 FR 42629) 
by the age of each case (that is, the factor 
was applied to 2015 claims 4 times and 
2016 claims 3 times). The applicant 
then calculated an estimate for ancillary 
charges associated with placement of 
the GammaTileTM device, as well as 
standardized charges for the 
GammaTileTM device itself. The 
applicant determined it meets the cost 
criterion because the final inflated 
average caseweighted standardized 
charge per case (including the charges 
associated with the GammaTileTM 
device) of $270,445 exceeds the average 
case-weighted threshold amount of 
$151,193 for MS–DRG 023 (Craniotomy 

with Major Device Implant or Acute 
Complex CNS PDX with MCC or 
Chemotherapy Implant or Epilepsy with 
Neurostimulator), the MS–DRG that 
would be assigned for cases involving 
the GammaTileTM device. 

The applicant stated that its analysis 
does not include a reduction in costs 
due to reduced operating room times. 
According to the applicant, the cost 
analysis reflects the time associated 
with a craniotomy and device 
placement. The applicant does not 
anticipate any reduction in operating 
room time relative to prior operative 
methods. We invited public comments 
on whether the GammaTileTM 
technology meets the cost criterion. We 
did not receive any additional 
comments. Based on the analysis above, 
we believe that GammaTileTM meets the 
cost criterion. 

With regard to substantial clinical 
improvement, the applicant stated that 
the GammaTileTM technology offers a 
treatment option for a patient 
population unresponsive to, or 
ineligible for, currently available 
treatments for recurrent CNS 
malignancies and significantly improves 
clinical outcomes when compared to 
currently available treatment options. 
The applicant explained that 
therapeutic options for patients who 
have been diagnosed with large or 
recurrent brain metastases are limited 
(for example, stereotactic radiotherapy, 
additional EBRT, or systemic 
immunochemotherapy). However, 
according to the applicant, the 
GammaTileTM technology provides a 
treatment option for patients who have 
been diagnosed with radiosensitive 
recurrent brain tumors that are not 
eligible for treatment with any other 
currently available treatment options. 
Specifically, the applicant stated that 
the GammaTileTM device may provide 
the only radiation treatment option for 
patients who have been diagnosed with 
tumors located close to sensitive vital 
brain sites (for example, brain stem) and 
patients who have been diagnosed with 
recurrent brain tumors who may not be 
eligible for additional treatment 
involving the use of external beam 
radiation therapy. There is a lifetime 
limit for the amount of radiation therapy 
a specific area of the body can receive. 
Patients whose previous treatment 
includes external beam radiation 
therapy may be precluded from 
receiving high doses of radiation 
associated with subsequent external 
beam radiation therapy, and the 
GammaTileTM technology can also be 
used to treat tumors that are too large for 
treatment with external beam radiation 
therapy. According to the applicant, 
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146 Brachman, D., et al., ‘‘Resection and 
permanent intracranial brachytherpay using 
modular, biocompatible cesium-131 implants: 
Results in 20 recurrent previously irradiated 
meningiomas,’’ J Neurosurgery, December 21, 2018. 

147 Brachman, D., et al., ‘‘Surgery and Permanent 
Intraoperative Brachytherapy Improves Time to 
Progress of Recurrent Intracranial Neoplasms,’’ 
Society for Neuro-Oncology Conference on 
Meningioma, June 2016. 

148 Dardis, C., ‘‘Surgery and Permanent 
Intraoperative Brachytherapy Improves Times to 
Progression of Recurrent Intracranial Neoplasms,’’ 
Society for Neuro-Oncology, November 2014. 

149 Brachman D, Youssef E, Dardis C, et al.: 
Surgically Targeted Radiation Therapy: Safety 
Profile of Collagen Tile Brachytherapy in 79 
Recurrent, Previously Irradiated Intracranial 
Neoplasms on a Prospective Clinical Trial. 
Brachytherapy 18 (2019) S35–36. 

150 Brachman, D., et al., ‘‘Surgery and Permanent 
Intraoperative Brachytherapy Improves Time to 
Progress of Recurrent Intracranial Neoplasms,’’ 
Society for Neuro-Oncology Conference on 
Meningioma, June 2016. 

patients who have been diagnosed with 
these large tumors are not eligible for 
treatment with external beam radiation 
therapy because the radiation dose to 
healthy brain tissue would be too high. 

The applicant summarized how the 
GammaTileTM technology improves 
clinical outcomes compared to existing 
treatment options, including external 
beam radiation therapy and other forms 
of brain brachytherapy as: (1) Providing 
a treatment option for patients with no 
other available treatment options; (2) 
reducing the rate of mortality compared 
to alternative treatment options; (3) 
reducing the rate of radiation necrosis; 
(4) reducing the need for re-operation; 
(5) reducing the need for additional 
hospital visits and procedures; and (6) 
providing more rapid beneficial 
resolution of the disease process 
treatment. 

The applicant cited several sources of 
data to support these assertions. The 
applicant referenced a paper by 
Brachman, Dardis et al., which was 
published in the Journal of 
Neurosurgery on December 21, 2018.146 
This study, a follow-up on the progress 
of 20 patients with recurrent previously 
irradiated meningiomas, is a feasibility 
or superior progression-free survival 
study comparing the patient’s own 
historical control rate against 
subsequent treatment with 
GammaTileTM. 

An additional source of clinical data 
is from Gamma Tech’s internal review 
of data from two centers treating brain 
tumors with GammaTileTM; the two 
centers are the Barrow Neurological 
Institute (BNI) at St. Joseph’s Hospital 
and St. Joseph’s Medical Center, 
Phoenix, AZ, and this internal review is 
referred to here as the ‘‘BNI’’ study.147 
The BNI study summarized Gamma 
Tech’s experience with the 
GammaTileTM technology. The 
applicant also included a reference to its 
updated study, described on 
ClinicalTrials.gov under NCT03088579, 
which includes 79 recurrent, previously 
irradiated intracranial neoplasms. 

Another source of data that the 
applicant cited to support its assertions 
regarding substantial clinical 
improvement is an abstract by 
Pinnaduwage, D., et al. Also submitted 
in the application were abstracts from 

2014 through 2018 in which updates 
from the progression-free survival study 
and the BNI study were presented at 
specialty society clinical conferences. 
The following summarizes the findings 
cited by the applicant to support its 
assertions regarding substantial clinical 
improvement. 

Regarding the assertion of local 
control, the 2018 article which was 
published in the Journal of 
Neurosurgery found that, with a median 
followup of 15.4 months (range 0.03– 
47.5 months), there were 2 reported 
cases of recurrence out of 20 
meningiomas, with median treatment 
site progression time after surgery and 
brachytherapy with the GammaTileTM 
precursor and prototype devices not yet 
being reached, compared to 18.3 months 
in prior instances. Median overall 
survival after resection and 
brachytherapy was 26 months, with 9 
patient deaths. In a presentation at the 
Society for Neuro-Oncology in 
November 2014,148 the outcomes of 20 
patients who were diagnosed with 27 
tumors covering a variety of histological 
types treated with the GammaTileTM 
prototype were presented. The applicant 
noted the following with regard to the 
patients: (1) All tumors were 
intracranial, supratentorial masses and 
included low and high-grade 
meningiomas, metastases from various 
primary cancers, high-grade gliomas, 
and others; (2) all treated masses were 
recurrent following treatment with 
surgery and/or radiation and the group 
averaged two prior craniotomies and 
two prior courses of external beam 
radiation treatment; and (3) following 
surgical excision, the prototype 
GammaTileTM were placed in the 
resection cavity to deliver a dose of 60 
Gray to a depth of 5 mm of tissue; and 
(4) all patients had previously 
experienced regrowth of their tumors at 
the site of treatment and the local 
control rate of patients entering the 
study was 0 percent. 

With regard to outcomes, the 
applicant stated that, after their initial 
treatment, patients had a median 
progression-free survival time of 5.8 
months; post treatment with the 
prototype GammaTileTM, at the time of 
this analysis, only 1 patient had 
progressed at the treatment site, for a 
local control rate of 96 percent; and 
median progression-free survival time, a 
measure of how long a patient lives 
without recurrence of the treated tumor, 
had not been reached (as this value can 

only be calculated when more than 50 
percent of treated patients have failed 
the prescribed treatment). 

The applicant stated that it received 
two peer-reviewed awards for 
comprehensive clinical trial reporting 
on the treatment of 79 recurrent brain 
tumors treated with GammaTile. The 
applicant provided a recent summary 
presentation titled: ‘‘Surgically Targeted 
Radiation Therapy: A Prospective Trial 
in 79 Recurrent, Previously Irradiated 
Intracranial Neoplasms’’ at The 
American Brachytherapy Society.149 
The clinical endpoints included time to 
tumor progression and survival, which 
the applicant stated provided objective, 
clinically important measures. The 
median local control after GammaTile 
therapy versus prior treatment was 12.0 
versus 9.5 months for high-grade glioma 
patients (p=0.13) and 48.8 months 
versus 23.3 months for meningioma 
patients (p=0.01). For the metastasis 
patients, the median local control had 
not been reached versus 5.1 months 
with prior treatment (p=0.02). The 
median overall survival was 12.0 
months for high grade glioma patients, 
12.0 months for brain metastasis 
patients, and 49.2 months for the 
meningioma patients. According to the 
applicant, these data demonstrate 
dramatic, clinically meaningful 
difference in Kaplan-Meier curves 
comparing time to local recurrence at 
same site in the same patients. The 
applicant stated that GammaTileTM is 
significantly outperforming the initial 
therapies attempted in this patient 
population. 

The applicant also cited the findings 
from Brachman, et al. to support local 
control of recurrent brain tumors. At the 
Society for Neuro-Oncology Conference 
on Meningioma in June 2016,150 a 
second set of outcomes on the prototype 
GammaTileTM was presented. This 
study enrolled 16 patients with 20 
recurrent Grade II or III meningiomas, 
who had undergone prior surgical 
excision and external beam radiation 
therapy. These patients underwent 
surgical excision of the tumor, followed 
by adjuvant radiation therapy with the 
prototype GammaTileTM. The applicant 
noted the following outcomes: (1) Of the 
20 treated tumors, 19 showed no 
evidence of radiographic progression at 
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151 Youssef, E., ‘‘C–131 Implants for Salvage 
Therapy of Recurrent High Grade Gliomas,’’ Society 
for Neuro-Oncology Annual Meeting, November 
2016. 

last follow-up, yielding a local control 
rate of 95 percent; 2 of the 20 patients 
exhibited radiation necrosis (1 
symptomatic, 1 asymptomatic); and (2) 
the median time to failure from the prior 
treatment with external beam radiation 
therapy was 10.3 months and after 
treatment with the prototype 
GammaTileTM only 1 patient failed at 
18.2 months. Therefore, according to the 
applicant, the median treatment site 
progression-free survival time after the 
prototype GammaTileTM treatment had 
not yet been reached (average follow-up 
of 16.7 months, range 1 to 37 months). 

A third prospective study was 
accepted for presentation at the 
November 2016 Society for Neuro- 
Oncology annual meeting.151 In this 
study, 13 patients who were diagnosed 
with recurrent high-grade gliomas (9 
with glioblastoma and 4 with Grade III 
astrocytoma) were treated in an 
identical manner to the cases previously 
described. Previously, all patients had 
failed the international standard 
treatment for high-grade glioma, a 
combination of surgery, radiation 
therapy, and chemotherapy referred to 
as the ‘‘Stupp regimen.’’ For the prior 
therapy, the median time to failure was 
9.2 months (range 1 to 40 months). After 
therapy with a prototype GammaTileTM, 
the applicant noted the following: (1) 
The median time to same site local 
failure had not been reached and 1 
failure was seen at 18 months (local 
control 92 percent); and (2) with a 
median follow-up time of 8.1 months 
(range 1 to 23 months) 1 symptomatic 
patient (8 percent) and 2 asymptomatic 
patients (15 percent) had radiation- 
related MRI changes. However, no 
patients required re-operation for 
radiation necrosis or wound breakdown. 
Dr. Youssef was accepted to present at 
the 2017 Society for Neuro-Oncology 
annual meeting, where he provided an 
update of 58 tumors treated with the 
GammaTileTM technology. At a median 
whole group follow-up of 10.8 months, 
12 patients (20 percent) had a local 
recurrence at an average of 11.33 
months after implant. 6- and 18-month 
recurrence-free survival was 90 percent 
and 65 percent, respectively. Five 
patients had complications, at a rate that 
was equal to or lower than rates 
previously published for patients 
without access to the GammaTileTM 
technology. 

In support of its assertion of a 
reduction in radiation necrosis, the 
applicant also included discussion of a 

presentation by D.S. Pinnaduwage, 
Ph.D., at the August 2017 annual 
meeting of the American Association of 
Physicists in Medicine. Dr. 
Pinnaduwage compared the brain 
radiation dose of the GammaTileTM 
technology with other radioactive seed 
sources. Iodine-125 and palladium-103 
were substituted in place of the cesium- 
131 seeds. The study reported findings 
that other radioactive sources reported 
higher rates of radiation necrosis and 
that ‘‘hot spots’’ increased with larger 
tumor size, further limiting the use of 
these isotopes. The study concluded 
that the larger high-dose volume with 
palladium-103 and iodine-125 
potentially increases the risk for 
radiation necrosis, and the 
inhomogeneity becomes more 
pronounced with increasing target 
volume. The applicant also cited a 
presentation by Dr. Pinnaduwage at the 
August 2018 annual meeting of the 
American Association of Physicists in 
Medicine, in which research findings 
demonstrated that seed migration in 
collagen tile implantations was 
relatively small for all tested isotopes, 
with Cesium-13 showing the least 
amount of seed migration. 

The applicant asserted that, when 
considered in total, the data reported in 
these presentations and studies and the 
intermittent data presented in their 
abstracts support the conclusion that a 
significant therapeutic effect results 
from the addition of GammaTileTM 
radiation therapy to the site of surgical 
removal. According to the applicant, the 
fact that these patients had failed prior 
best available treatments (aggressive 
surgical and adjuvant radiation 
management) presents the unusual 
scenario of a salvage therapy 
outperforming the current standard of 
care. The applicant noted that follow-up 
data continues to accrue on these 
patients. 

Regarding the assertion that 
GammaTileTM reduces mortality, the 
applicant stated that the use of the 
GammaTileTM technology reduces rates 
of mortality compared to alternative 
treatment options. The applicant 
explained that studies on the 
GammaTileTM technology have shown 
improved local control of tumor 
recurrence. According to the applicant, 
the results of these studies showed local 
control rates of 92 percent to 96 percent 
for tumor sites that had local control 
rates of 0 percent from previous 
treatment. The applicant noted that 
these studies also have not reached 
median progression-free survival time 
with follow-up times ranging from 1 to 
37 months. Previous treatment at these 
same sites resulted in median 

progression-free survival times of 5.8 to 
10.3 months. 

The applicant further stated that the 
use of the GammaTileTM technology 
reduces rates of radiation necrosis 
compared to alternative treatment 
options. The applicant explained that 
the rate of symptomatic radiation 
necrosis in the GammaTileTM clinical 
studies of 5 to 8 percent is substantially 
lower than the 26 percent to 57 percent 
rate of symptomatic radiation necrosis 
requiring re-operation historically 
associated with brain brachytherapy, 
and lower than the rates reported for 
initial treatment of similar tumors with 
modern external beam and stereotactic 
radiation techniques. The applicant 
indicated that this is consistent with the 
customized and ideal distribution of 
radiation therapy provided by the 
GammaTileTM technology. 

The applicant also asserted that the 
use of the GammaTileTM technology 
reduces the need for re-operation 
compared to alternative treatment 
options. The applicant explained that 
patients receiving a craniotomy, 
followed by external beam radiation 
therapy or brachytherapy, could require 
re-operation in the following three 
scenarios: 

• Tumor recurrence at the excision 
site could require additional surgical 
removal; 

• Symptomatic radiation necrosis 
could require excision of the affected 
tissue; and 

• Certain forms of brain 
brachytherapy require the removal of 
brachytherapy sources after a given 
period of time. 

However, according to the applicant, 
because of the high local control rates, 
low rates of symptomatic radiation 
necrosis, and short half-life of cesium- 
131, the GammaTileTM technology will 
reduce the need for re-operation 
compared to external beam radiation 
therapy and other forms of brain 
brachytherapy. 

Additionally, the applicant stated that 
the use of the GammaTileTM technology 
reduces the need for additional hospital 
visits and procedures compared to 
alternative treatment options. The 
applicant noted that the GammaTileTM 
technology is placed during surgery, 
and does not require any additional 
visits or procedures. The applicant 
contrasted this improvement with 
external beam radiation therapy, which 
is often delivered in multiple fractions 
that must be administered over multiple 
days. The applicant provided an 
example where whole brain 
radiotherapy (WBRT) is delivered over 2 
to 3 weeks, while the placement of the 
GammaTileTM technology occurs during 
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152 Brachman D, Nakaji P, Smith K, et al. 
Resection and Surgically Targeted Radiation 
Therapy for Treatment of Recurrent GBM. 
(submitted to the 2021 American Association of 
Neurological Surgeons (AANS) Annual Scientific 
Meeting). 

153 Choi M, Zabramski, JM. Re-irradiation Using 
Brachytherapy for Recurrent Intracranial Tumors: A 
Systematic Review and Meta-analysis of the 
Literature. (submitted to Cureus). 

154 Brachman D, Nakaji P, Smith K, et al. 
Resection and Surgically Targeted Radiation 
Therapy for Treatment of Recurrent GBM. 
(submitted to the 2021 American Association of 
Neurological Surgeons (AANS) Annual Scientific 
Meeting). 

the craniotomy and does not add any 
time to a patient’s recovery. 

Based on consideration of all of the 
previously presented data, the applicant 
believed that the use of the 
GammaTileTM technology represents a 
substantial clinical improvement over 
existing technologies. We noted in the 
proposed rule that the clinical data 
submitted as of that time in connection 
with its application for new technology 
add-on payments for FY 2021 is 
essentially identical to what was 
submitted in connection with its 
application for new technology add-on 
payments for FY 2020. As we indicated 
in previous rulemaking (84 FR 42260 
through 42265), the findings presented 
appear to be derived from relatively 
small case-studies and not data from 
clinical trials conducted under an FDA- 
approved investigational device 
exemption application. We noted that 
the study performed on 74 patients with 
79 tumors was a single-arm and single- 
institution study, where each patient 
functioned as their own control and the 
study goal was to compare the time to 
local recurrence after GammaTileTM 
treatment to the time of local recurrence 
after initial treatment of intracranial 
tumors. That is, the control arm were 
patients treated for initial intracranial 
brain tumors, and the treatment arm or 
the GammaTileTM treatment arm were 
the same control patients now 
experiencing local recurrent intracranial 
brain tumors in the same site with the 
same brain tumor type. In this clinical 
trial, the applicant compared the time 
from initial treatment to first local 
recurrence (control arm) vs. time from 
GammaTileTM treatment of first local 
recurrence to second local recurrence of 
the same brain tumor site and tumor 
type. There was a statistically 
significant difference between the 
control arm treatment and 
GammaTileTM treatment for patients 
with recurrent meningioma and brain 
metastases and no statistically 
significant difference between the 
control arm treatment and 
GammaTileTM treatment for patients 
with recurrent high-grade glioma. 

We stated in the proposed rule that 
we continue to have concerns that, 
while the applicant described increases 
in median time to disease recurrence for 
certain intra-cranial tumors (in a small 
number of patients with different 
histologies) in support of clinical 
improvement, the lack of analysis, meta- 
analysis, or statistical tests indicates 
that the clinical efficacy and safety data 
for seeded brachytherapy is limited. 
While we acknowledged the difficulty 
in establishing randomized control 
groups in studies involving recurrent 

brain tumors, we stated that we are 
concerned that GammaTileTM 
technology does not represent a 
substantial clinical improvement over 
existing therapies and requires 
additional clinical data to demonstrate 
substantial clinical improvement. We 
noted that the applicant has stated its 
intention to provide additional clinical 
data and information in connection with 
its application for new technology add- 
on payments for FY 2021, potentially 
including an update on patient 
outcomes from the completed clinical 
trial (ClinicalTrials.gov, NCT03088579), 
additional clinical data from early 
adopting locations, and additional meta- 
analysis to address the concerns 
previously raised by CMS. 

We invited public comments on 
whether the GammaTile TM technology 
meets the substantial clinical 
improvement criterion. 

Comment: The applicant submitted a 
comment providing additional clinical 
data and information to support a 
determination of substantial clinical 
improvement, including updated 
clinical data from the pivotal clinical 
trial on GammaTile TM, additional 
clinical data from early adopting 
clinical locations, and results from a 
systematic literature review, meta- 
analyses, and analyses of historic 
controls. The applicant submitted new 
data and analyses as evidence to 
support GammaTile TM’s substantial 
clinical improvement for the treatment 
of three types of brain tumors: Recurrent 
high-grade gliomas; recurrent 
meningiomas; and recurrent metastatic 
brain tumors. According to the 
applicant, the single arm pivotal clinical 
trial on GammaTile TM limited 
enrollment to patients who were unable 
to receive other forms of radiation 
therapy. 

The applicant included new data to 
show substantial clinical improvement 
using GammaTile TM for recurrent high- 
grade gliomas. They reported updated 
data from the pivotal trial demonstrating 
a median overall survival (OS) of 16.7 
months and a median progression free 
survival (PFS) of 12.9 months for 40 
patients with high-grade gliomas 
receiving GammaTile TM plus 
bevacizumab, with a mean follow-up 
time of 10.7 months. The applicant also 
reported results from a meta-analysis 
comparing median overall survival for 
recurrent high-grade gliomas with a 
range of comparators, and noted the 
median OS using GammaTile TM plus 
bevacizumab, external beam 
radiotherapy plus bevacizumab, 
bevacizumab, resection, Optune®, and 
best supportive care were 16.7 months, 
10.1 months, 9.7 months, 7.3 months, 

6.6 months, and 4.8 months, 
respectively. The applicant stated there 
was a statistically significant difference 
for GammaTile TM plus bevacizumab 
versus surgical resection alone 
(p<0.001), as well as for GammaTile TM 
plus bevacizumab versus best 
supportive care (p<0.001). The 
applicant noted there was insufficient 
publicly available information to 
perform statistical comparisons of 
GammaTile TM plus bevacizumab versus 
either external beam radiotherapy plus 
bevacizumab or bevacizumab alone.152 
The applicant also conducted a 
systematic literature review and 
selected a total of 16 articles with 695 
patients for analysis. According to the 
applicant, the literature review and 
meta-analysis included a total of nine 
articles involving the treatment of 
recurrent high-grade gliomas in 522 
patients. Of these nine studies, three 
utilized interstitial high-dose rate 
brachytherapy (HDR), one utilized 
interstitial low-dose rate brachytherapy 
(LDR), one utilized intracavitary HDR, 
and four utilized intracavitary LDR 
techniques. The applicant stated it 
could not perform statistical analyses on 
these outcomes due to the small number 
of studies and inconsistent reporting of 
OS and PFS. According to the applicant, 
the pooled meta-analysis for high-grade 
gliomas showed the mean rate of 
radiation necrosis requiring surgical 
intervention using traditional 
brachytherapy was 3.0 percent (standard 
error [SE]=1.0 percent),153 whereas in 
the pivotal trial involving 
GammaTile TM, 0 percent of patients 
treated with GammaTile TM for recurrent 
glioblastoma reported radiation necrosis 
requiring surgical intervention.154 

The applicant cited two abstracts 
submitted to the 2020 annual Congress 
of Neurological Surgeons and 2020 
annual meeting of the Society for Neuro- 
Oncology to report updated data on 
GammaTile TM treatment for recurrent 
meningiomas. According to the 
applicant, the updated data from the 
single arm pivotal clinical trial on 
GammaTile TM with a median follow-up 
of 25 months demonstrated a 6-month 
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155 Rogers L, Nakaji P, Youssef E, et al. Resection 
and Surgically Targeted Radiation Therapy for 
Initial or Salvage Treatment of Aggressive 
Meningioma: Results from a Prospective Trial. 
(submitted to the 2020 Congress of Neurological 
Surgeons (CNS) Annual Meeting); Rogers L, Nakaji 
P, Youssef E, et al. A Prospective Trial of Resection 
and Surgically Targeted Radiation Therapy for 
Initial or Salvage Treatment of Aggressive 
Meningioma. (submitted to the 2020 Society for 
Neuro-Oncology (SNO) Annual Meeting). 

156 Kaley T, Barani I, Chamberlain M, et al. 
Historical Benchmarks for Medical Therapy Trials 
in Surgery- and Radiation-Refractory Meningioma: 
A RANO Review. Neuro Oncol. 2014;16:829–40. 

157 Kim M, Lee DH, Kim Rn HJ, et al. Analysis 
of the results of recurrent intracranial meningiomas 
treated with re-radiosurgery. Clin Neurol 
Neurosurg. 2017;153:93–101. 

158 Rogers L, Nakaji P, Youssef E, et al. Resection 
and Surgically Targeted Radiation Therapy for 
Initial or Salvage Treatment of Aggressive 
Meningioma: Results from a Prospective Trial. 
(submitted to the 2020 Congress of Neurological 
Surgeons (CNS) Annual Meeting); Rogers L, Nakaji 
P, Youssef E, et al. A Prospective Trial of Resection 
and Surgically Targeted Radiation Therapy for 
Initial or Salvage Treatment of Aggressive 
Meningioma. (submitted to the 2020 Society for 
Neuro-Oncology (SNO) Annual Meeting). 

159 Rogers L, Nakaji P, Youssef E, et al. Resection 
and Surgically Targeted Radiation Therapy for 
Initial or Salvage Treatment of Aggressive 
Meningioma: Results from a Prospective Trial. 
(submitted to the 2020 Congress of Neurological 
Surgeons (CNS) Annual Meeting); Rogers L, Nakaji 
P, Youssef E, et al. A Prospective Trial of Resection 
and Surgically Targeted Radiation Therapy for 
Initial or Salvage Treatment of Aggressive 
Meningioma. (submitted to the 2020 Society for 
Neuro-Oncology (SNO) Annual Meeting). 

160 Choi M, Zabramski, JM. Re-irradiation Using 
Brachytherapy for Recurrent Intracranial Tumors: A 
Systematic Review and Meta-analysis of the 
Literature. (submitted to Cureus). 

161 Rogers L, Nakaji P, Youssef E, et al. Resection 
and Surgically Targeted Radiation Therapy for 
Initial or Salvage Treatment of Aggressive 
Meningioma: Results from a Prospective Trial. 
(submitted to the 2020 Congress of Neurological 
Surgeons (CNS) Annual Meeting); Rogers L, Nakaji 
P, Youssef E, et al. A Prospective Trial of Resection 
and Surgically Targeted Radiation Therapy for 
Initial or Salvage Treatment of Aggressive 
Meningioma. (submitted to the 2020 Society for 
Neuro-Oncology (SNO) Annual Meeting). 

162 Mahajan A, Ahmed S, McAleer MF, et al. Post- 
Operative Stereotactic Radiosurgery versus 
Observation for Completely Resected Brain 
Metastases: A Single-Centre, Randomised, 
Controlled, Phase 3 Trial. Lancet Oncol. 
2017;18:1040–1048; Alexander BM, Brown PD, 
Ahluwalia MS, et al. Clinical Trial Design for Local 
Therapies for Brain Metastases: A Guideline by the 
Response Assessment in Neuro-Oncology Brain 
Metastases Working Group. Lancet Oncol. 
2018;19:e33-e42. 

163 Choi M, Zabramski, JM. Re-irradiation Using 
Brachytherapy for Recurrent Intracranial Tumors: A 
Systematic Review and Meta-analysis of the 
Literature. (submitted to Cureus). 

PFS rate of 100 percent for the 28 
patients with 35 recurrent, previously- 
irradiated meningioma tumors treated 
with surgical resection plus 
GammaTile TM treatment. Additionally, 
the applicant asserted that the 3-year 
PFS rate matches the 2-year PFS rate (72 
percent and 72 percent, respectively) for 
the patients included in the trial. The 
applicant noted that median time to 
progression had not been reached (95 
percent CI > 35.6 months).155 The 
applicant also noted that individuals 
with recurrent meningioma tumors 
treated with chemotherapeutic agents 
without radiation have a 6-month PFS 
rate of 26 percent,156 and those who 
received stereotactic radiosurgery have 
3-year PFS of 55%.157 The applicant 
stated GammaTile TM treatment provides 
a substantial clinical improvement for 
recurrent meningioma tumors over 
existing treatment options considering 
the differences between reported 6- 
month, 2-year, and 3-year PFS rates. 

The applicant noted that in the 
update of the GammaTile TM pivotal trial 
which included 29 recurrent 
meningiomas, there were statistically 
significant improvements in treatment 
site local control achieved with 
resection plus GammaTile TM versus the 
prior most recent treatments in the same 
patients. The applicant stated local 
control at 24 months was 51.7 percent 
with prior treatment versus 89.7 percent 
with GammaTile TM (hazard ratio 
[HR]=0.2 [p=0.0008]).158 The applicant 
noted that the pivotal trial showed 
significant improvement in prognosis 
for patients with recurrent 
meningiomas. According to the 
applicant, the Cox’s regression 

comparing the time-to-progression of 
the prior therapy to that of the 
GammaTile TM therapy produced a log- 
rank test with a p-value of 0.0008. The 
applicant stated that the median time to 
progression was 18.3 months in the 
prior period, but with a median study 
follow-up time of 15.4 months and only 
2 failures, the median time to 
progression in the GammaTile TM period 
had not been reached, nor was it 
close.159 According to the applicant, it 
performed a pooled meta-analysis of 16 
articles with 695 patients, and included 
four articles involved in the treatment of 
recurrent meningioma tumors in 87 
patients. The applicant stated that 
results from the meta-analysis showed a 
mean rate of radiation necrosis of 17.3 
percent (SE=5.0 percent) and a mean 
rate of radiation necrosis requiring 
surgical intervention of 11.9 percent 
(SE=5.3 percent),160 whereas in the 
pivotal trial involving treatment of 
recurrent meningioma using 
GammaTile TM, 6% of patients had 
radiation necrosis and 0 percent of 
patients had radiation necrosis requiring 
surgical intervention.161 

The applicant cited two abstracts 
submitted to the 2020 annual meeting of 
the Society for Neuro-Oncology 
Metastases and 2020 annual Congress of 
Neurological Surgeons as well as an 
unpublished manuscript submitted to 
World Neurosurgery to report updated 
data on GammaTile TM treatment for 
recurrent brain metastases. The 
applicant reported updated data from 
the single arm pivotal clinical trial on 
GammaTile TM for 12 previously- 
irradiated brain metastases treated with 
surgery and re-irradiation via 
permanently implanted GammaTile TM 
brachytherapy. The applicant reported 
that, with a median follow-up of 9.5 
months, the median time to progression 

after the prior standard of care 
treatments was 4.8 months (95 percent 
CI; 1.9–22.0 months) and has not yet 
been reached after GammaTile TM 
therapy (95 percent CI gives a lower 
limit of at least 10.9 months). The 
applicant stated that when looking at all 
patients by tumor size, Kaplan-Meier 
estimated local control at 1 year for all 
tumors, tumors <2.5 cm, and >2.5 cm 
was 83 percent, 100 percent, and 75 
percent, respectively. The applicant 
stated that with site-level frailty term, 
the HR=0.052 (p=0.0073; 95 percent CI 
= 0.006–0.452). Following a systematic 
review of the clinical literature, the 
applicant cited an MD Anderson Cancer 
Center postoperative resection cavity 
study, which evaluated 64 patients with 
completed resected brain metastases 
who were randomized to stereotactic 
radiosurgery (SRS) versus observation, 
at median follow-up of 11.1 months. 
According to the applicant, in the SRS 
arm, 1-year local control for all 
metastases, small metastases (<2.5cm), 
and large metastases (≤2.5cm) were 72 
percent, 91 percent, and 40–46 percent, 
respectively.162 The applicant asserted 
that compared to the MD Anderson 
Cancer Center study, which was a 
primary cited example in guidance from 
the RANO Brain Metastases Working 
Group, GammaTile TM treatment offers a 
clear and substantial clinical 
improvement. 

According to the applicant, it 
performed a pooled meta-analysis of 16 
articles with 695 patients, and included 
three articles involved in the treatment 
of recurrent brain metastases in 86 
patients. The applicant stated it could 
not perform statistical analyses on these 
outcomes due to the small number of 
studies and inconsistent reporting of 
PFS and OS. The applicant stated that 
results from the meta-analysis showed 
mean rates of symptomatic radiation 
necrosis and radiation necrosis 
requiring surgical intervention of 22.4 
percent (SE=7.0 percent) and 10.0 
percent (SE=7.3 percent), 
respectively,163 whereas in the pivotal 
trial involving GammaTile TM, 8 percent 
and 0 percent of patients treated with 
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164 Brachman D, Nakaji P, Smith K, et al. A 
Prospective Trial of Resection Plus Surgically 
Targeted Radiation Therapy for Brain Metastasis. 
(accepted to 2020 Society for Neuro-Oncology 
(SNO) Metastasis Annual Meeting; Nakaji P, 
Youssef E, Smith K, et al. A Prospective Trial of 
Resection Plus Surgically Targeted Radiation 
Therapy for Brain Metastasis. (submitted to the 
2020 Congress of Neurological Surgeons (CNS) 
Annual Meeting); Nakaji P, Smith K, Youssef E, et 
al. A Prospective Trial of Resection Plus Surgically 
Targeted Radiation Therapy for Brain Metastasis. 
(submitted to World Neurosurgery). 

165 Brachman D, Nakaji P, Smith K, et al. A 
Prospective Trial of Resection Plus Surgically 
Targeted Radiation Therapy for Brain Metastasis. 
(accepted to 2020 Society for Neuro-Oncology 
(SNO) Metastasis Annual Meeting; Nakaji P, 
Youssef E, Smith K, et al. A Prospective Trial of 
Resection Plus Surgically Targeted Radiation 
Therapy for Brain Metastasis. (submitted to the 
2020 Congress of Neurological Surgeons (CNS) 
Annual Meeting); Nakaji P, Smith K, Youssef E, et 
al. A Prospective Trial of Resection Plus Surgically 
Targeted Radiation Therapy for Brain Metastasis. 
(submitted to World Neurosurgery). 

166 Brachman D, Nakaji P, Smith K, et al. A 
Prospective Trial of Resection Plus Surgically 
Targeted Radiation Therapy for Brain Metastasis. 
(accepted to 2020 Society for Neuro-Oncology 
(SNO) Metastasis Annual Meeting; Nakaji P, 
Youssef E, Smith K, et al. A Prospective Trial of 
Resection Plus Surgically Targeted Radiation 
Therapy for Brain Metastasis. (submitted to the 
2020 Congress of Neurological Surgeons (CNS) 
Annual Meeting); Nakaji P, Smith K, Youssef E, et 
al. A Prospective Trial of Resection Plus Surgically 

Targeted Radiation Therapy for Brain Metastasis. 
(submitted to World Neurosurgery). 

167 Brachman DG, Youssef E, Dardis CJ, et al. 
Resection and Permanent Intracranial 
Brachytherapy Using Modular, Biocompatible 
Cesium-131 Implants: Results in 20 Recurrent, 
Previously Irradiated Meningiomas. J Neurosurg. 
2018;131:1819–1828; Ferreira C, Parham A, Chen C, 
et al. First Experience with GammaTile Permanent 
Implants for Recurrent Brain Tumors. Neuro- 
Oncology. 2019;i:216; Wong JM, Panchmatia JR, 
Ziewacz JE, et al. Patterns in Neurosurgical Adverse 
Events: Intracranial Neoplasm Surgery. Neurosurg 
Focus. 2012;33:E16; Brachman D, Youssef E, Dardis 
C, et al. Surgically Targeted Radiation Therapy: 
Safety Profile of Collagen Tile Brachytherapy in 79 
Recurrent, Previously Irradiated Intracranial 
Neoplasms on a Prospective Clinical Trial. 
Brachytherapy, An International Multidisciplinary 
Journal. 2019;18:S35–S36. 

GammaTile TM for recurrent brain 
metastases reported symptomatic 
radiation necrosis and radiation 
necrosis requiring surgical intervention, 
respectively.164 

The applicant noted that in the 
update of the GammaTile TM pivotal trial 
which included 12 recurrent brain 
metastases, there were statistically 
significant improvements in treatment 
site local control achieved with 
resection plus GammaTile TM versus the 
prior most recent treatments in the same 
patients. The applicant stated local 
control at 6 months was 41.7 percent 
with prior treatment versus 100 percent 
with resection plus GammaTile TM; at 12 
months, local control was 33.3 percent 
with prior treatment versus 83.3 percent 
with resection plus GammaTile TM 
(HR=0.052 [p = 0.0073]).165 The 
applicant noted that the pivotal trial 
showed significant improvement in 
prognosis for patients with recurrent 
brain metastases. According to the 
applicant, the Cox’s regression 
comparing the time-to-progression of 
the prior therapy to that of the 
GammaTile TM therapy produced a log- 
rank test with a p-value of 0.0073. The 
applicant stated that the median time to 
progression was 4.8 months in the prior 
period, but with a median study follow- 
up time of 9.5 months and only 1 
failure, the median time to progression 
in the GammaTile TM period had not 
been reached, nor was it close.166 

The applicant stated that it conducted 
a survey of 27 early adopters at 14 
institutions who were involved in 51 
commercial cases involving use of the 
GammaTile TM device for treatment of 
recurrent brain tumors. The applicant 
asserted that the survey reported an 
overall adverse event/complication rate 
occurring during the 30 days following 
surgery of 3.8 percent, below the 
expected complication rate ranging from 
9–40 percent that has been reported for 
intracranial neoplasm surgery.167 

The applicant also claimed that 
GammaTile TM therapy provides a 
substantial clinical improvement 
because use of GammaTile TM therapy 
leads to a substantially decreased 
number of future visits to radiation 
oncology centers and to more rapid 
resolution of adjuvant radiation therapy 
treatment. According to the applicant, 
as the only truly available adjuvant 
radiation therapy for recurrent brain 
tumors that can be administered at the 
time of surgical excision, GammaTile TM 
provides individuals access to adjuvant 
radiation therapy who otherwise are 
unable or unlikely to return for multiple 
follow-up visits for other forms of 
radiation therapy. According to the 
applicant, this substantial clinical 
improvement is critically important for 
many Medicare beneficiaries who live 
in distant rural areas and individuals in 
low-income households who are 
unlikely to return for follow-up due to 
socio-economic factors, and for 
individuals who are fearful or at high- 
risk if exposed to COVID–19 while 
traveling on public transportation, 
staying in hotels, or otherwise 
participating in follow-up radiation 
therapy visits. 

The applicant further stated that CMS 
data demonstrates the unique ICD–10– 
PCS code for GammaTileTM that maps to 
MS–DRG 023 results in significantly 
more reimbursement for large, urban 
academic institutions as compared to 
smaller, community-based non- 

academic hospitals. The applicant 
asserted that approving new technology 
add-on payments for GammaTileTM will 
enable adoption in community and non- 
urban hospitals, improving both access 
to care and outcomes for patients by 
leveling the playing field for all 
institutions. 

Other commenters expressed their 
support for GammaTileTM meeting the 
substantial clinical improvement 
criterion. Several commenters noted 
that GammaTileTM provides a safe and 
effective treatment option for a patient 
population that is in great need of new 
treatment options, especially given that 
individuals with recurrent brain cancer 
often are poor candidates for other 
forms of repeat same-site irradiation. 
Several commenters stated there was a 
growing body of evidence confirming 
that GammaTileTM therapy is well 
tolerated and improves local tumor 
control and survival. 

Some commenters stated their direct 
experience with GammaTileTM therapy 
has been positive, and that they have 
seen lower complication rates than 
would otherwise be expected in these 
complex patients who are at higher risk 
for complications due to their prior 
treatments. A commenter referenced 
studies demonstrating the clinical 
outcomes involving the recurrent tumor 
(treated with GammaTileTM) exceeded 
the outcomes achieved during the prior 
attempt to treat the tumor in the same 
patient. The commenter noted the 
superior outcomes with GammaTileTM 
occurred despite the fact that recurrent 
tumors are known to be more aggressive 
and faster moving, and also despite the 
fact that the patients were older at the 
time of recurrence. 

Some commenters suggested that 
GammaTileTM therapy reduces the 
physical and financial burden of 
treatment for brain tumor patients by 
reducing the number of physician visits 
required for radiation therapy. Some 
commenters also noted that the ‘‘one- 
and-done’’ aspect of GammaTileTM 
therapy reduces caregiver burden and 
provides a radiation treatment option 
that minimizes the need for exposure to 
other individuals during travel and 
participation in follow-up visits, which 
is especially important during the 
ongoing COVID–19 public health 
emergency. Several commenters 
asserted that GammaTileTM therapy 
ensures 100 percent patient compliance 
since it is implanted at the time of 
surgery. A commenter noted their 
support for patient access to 
GammaTileTM because of the large 
proportion of their cancer center 
patients who travel well over an hour 
from their home to receive post- 
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resection radiation treatments, and 
having to travel that far has a negative 
impact on patient compliance. 

Response: We thank the commenters 
for their comments, including the 
updated data and additional analyses 
provided by the applicant to address the 
concerns discussed in the proposed 
rule. 

After further review, including review 
of the additional clinical data and 
information submitted by the applicant, 
CMS continues to have concerns with 
respect to whether GammaTileTM meets 
the substantial clinical improvement 
criterion for approval for new 
technology add-on payments. While the 
updated pivotal trial data provided by 
the applicant in its comment compared 
the treatment of the recurrent tumor 
with GammaTileTM to the prior most 
recent treatments in the same patients 
for all three tumor types, we have 
concerns that a primary tumor and 
tumor recurrence may not be 
comparable diseases and therefore 
question whether the pivotal trial data 
is appropriate for the purposes of 
evaluating substantial clinical 
improvement. Furthermore, the 
applicant provided data from abstracts 
and an unpublished manuscript 
submitted for publication to report 
updated data on the GammaTileTM 
pivotal trial for recurrent meningiomas 
and recurrent brain metastases, but did 
not provide statistical data or meta- 
analyses that demonstrate significant 
efficacy of GammaTileTM when 
compared to conventional radiation 
therapy. The applicant also performed a 
meta-analysis for each of the 3 cancer 
sub-types, which showed the only 
improvement in overall survival for 
patients treated with GammaTileTM was 
for those with high-grade gliomas when 
treated in combination with 
bevacizumab when compared to surgery 
alone, but not other modalities. The 
meta-analyses looking at recurrent 
meningiomas and recurrent brain 
metastases did not show statistically 
significant improvements in clinical 
outcomes. Furthermore, the authors of 
the systematic literature review and 
meta-analyses noted the limitations of 
the study, including the small number 
of studies available on same site 
reirradiation using brachytherapy for 
recurrent brain tumors. Moreover, the 
vast majority of studies included in the 
literature review and meta-analyses 
included no randomization and no 
control group in their study designs. 
While the applicant provided summary 
results for the meta-analyses showing 
outcomes for GammaTileTM when 
compared to existing treatments (as well 
as the studies used), we have concerns 

that we are unable to determine 
superiority for GammaTileTM without 
any data analysis and methods for these 
meta-analyses. 

After review of all data received to 
date, we continue to have the same 
concerns as noted in the FY 2020 final 
rule and the FY 2021 proposed rule, 
discussed previously. Therefore, based 
on the information stated above, we are 
unable to make a determination that 
GammaTileTM technology represents a 
substantial clinical improvement over 
existing therapies, and we are not 
approving new technology add-on 
payments for the GammaTileTM for FY 
2021. 

g. Hemospray® Endoscopic Hemostat 

Cook Medical submitted an 
application for new technology add-on 
payments for the Hemospray ® 
Endoscopic Hemostat (Hemospray) for 
FY 2021. According to the applicant, 
Hemospray is indicated by the FDA for 
hemostasis of nonvariceal 
gastrointestinal bleeding. Using an 
endoscope to access the gastrointestinal 
tract, the Hemospray delivery system is 
passed through the accessory channel of 
the endoscope and positioned just above 
the bleeding site without making 
contact with the GI tract wall. The 
Hemospray powder, bentonite, is 
propelled through the application 
catheter, either a 7 or 10 French 
polyethylene catheter, by release of CO2 
from the cartridge located in the device 
handle and sprayed onto the bleeding 
site. According to the applicant, 
bentonite can rapidly absorb 5 to 10 
times its weight in water and swell up 
to 15 times its dry volume, becoming 
cohesive to itself and adhesive to tissue 
forming a physical barrier to aqueous 
fluid (for example, blood). Hemospray 
powder is not absorbed by the body and 
does not require removal as it passes 
through the GI tract within 72 hours. 
Hemospray is single-use and disposable. 

According to the applicant, current 
standard of care hemostatic modalities 
used for the management of nonvariceal 
gastrointestinal bleeding have a failure 
rate of 8 to 15 percent and a rebleeding 
rate of 10 to 25 percent, or worse, 
depending on patient etiology and 
morbidity.168 The applicant asserted 
that the risk of morbidity, mortality, and 
rebleeding can be predicted using 
validated scoring methods such as the 
Rockall Score (RS).169 Cancerous 

lesions, which are more frequently 
identified as a result of advances in 
locating and determining the cause of 
bleeding,170 have lower rates of 
hemostasis (as low as 40 percent), with 
higher recurrent bleeding rates (over 50 
percent within 1 month), with high 3 
month mortality.171 172 Continued 
bleeding that is not controlled by 
conventional techniques, or recurrent 
bleeding from the same lesion, may be 
treated by repeated attempts at 
endoscopic hemostasis, interventional 
radiology hemostasis (IRH) with guided 
transarterial embolization (TAE), or 
surgery.173 According to the applicant, a 
recent systematic review found 
minimally invasive rescue options like 
TAE had re-bleeding rates that were 
higher than those from surgery with no 
significant difference in mortality.174 
According to the applicant, patients 
who are not surgical candidates have 
very few options for ‘‘rescue’’ when 
conventional hemostasis techniques fail. 

The applicant asserted that, in 
addition to increased morbidity and 
mortality, the financial impact of failure 
to achieve hemostasis is considerable. 
Based on a retrospective claims analysis 
by the applicant of the 2012 MedPAR 
file and the Provider of Services file, 
13,501 cases were identified which 
showed all-cause mortality for patients 
requiring more than 1 endoscopy (6%), 
IRH (9%), or surgery (14%) was 
significantly higher than for patients 
requiring only 1 endoscopy (3%).175 
The median hospital costs for these 
patients were considerable, with costs 
for patients requiring over 1 endoscopy 
of $20,055, for patients requiring IRH of 
$34,730, and for patients requiring 
surgery of $47,589. According to the 
applicant, Hemospray is an alternative 
to IRH and surgery and the applicant 
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asserts it would avoid the costs 
associated with these procedures. 

With respect to the newness criterion, 
the applicant for Hemospray was 
granted a FDA de novo classification 
request on May 7, 2018. The applicant 
stated revisions to the instructions for 
use were required by the FDA and 
therefore the device was not 
commercially available until July 1, 
2018. The FDA has classified 
Hemospray as a Class II device for 
intraluminal gastrointestinal use. The 
applicant submitted a request for 
approval for a unique ICD–10–PCS code 
for the administration of Hemospray 
beginning in FY 2021 and was granted 
approval for the following procedure 
codes: XW0G886 (Introduction of 
mineral-based topical hemostatic agent 
into upper GI, via natural or artificial 
opening endoscopic, new technology 
group 6) and XW0H886 (Introduction of 
mineral-based topical hemostatic agent 
into lower GI, via natural or artificial 
opening endoscopic, new technology 
group 6). 

According to information submitted 
by the applicant, Cook Medical recalled 
Hemospray ® Endoscopic Hemostat due 
to complaints received that the handle 
and/or activation knob on the device in 
some cases has cracked or broken when 
the device is activated and in some 
cases has caused the carbon dioxide 
cartridge to exit the handle. The 
applicant stated that Cook Medical 
received 1 report of a superficial 
laceration to the user’s hand that 
required basic first aid; however, there 
have been no reports of laceration, 
infection, or permanent impairment of a 
body structure to users or to patients 
due to the carbon dioxide cartridge 
exiting the handle. The applicant stated 
that Cook Medical initiated an 
investigation to determine the 
appropriate corrective action(s) to 
prevent recurrence of this issue. 
According to the applicant, although the 
recall did restrict availability of the 
device, they wished to continue their 
application for new technology add-on 
payment as they believe the use of 
Hemospray significantly improves 
clinical outcomes for certain patient 
populations compared to currently 
available treatments. 

As discussed earlier, if a technology 
meets all three of the substantial 
similarity criteria, it would be 
considered substantially similar to an 
existing technology and would not be 
considered ‘‘new’’ for purposes of new 
technology add-on payments. The 
applicant identified three treatment 
options currently available for the 
treatment of bleeding of the 
gastrointestinal system, which were 

thermal modalities, injection needles, 
and mechanical modalities. The 
applicant stated that thermal modalities 
are those endoscopic methods that treat 
gastrointestinal hemorrhage by means of 
bipolar electrocautery, hemostatic 
graspers, and argon plasma coagulation. 
These devices generate heat resulting in 
edema, coagulation of tissue protein, 
and contraction of vessels and indirect 
activation of the coagulation cascade. 
The applicant stated that injection 
needles treat gastrointestinal 
hemorrhage through the injection of 
various materials including 
epinephrine, saline, histoacryl, 
ethanolamine, and ethanol. This method 
achieves hemostasis by both mechanical 
tamponade and cytochemical 
mechanisms.176 The applicant stated 
that mechanical modalities including 
hemostatic endoclips, detachable loop 
ligators and multi-band ligators control 
gastrointestinal hemorrhage by applying 
mechanical pressure to the bleeding 
site. The applicant claimed these 
treatment options (thermal modalities, 
injection needles, and mechanical 
modalities) are insufficient in achieving 
hemostasis as evidenced by rates of 
failed hemostasis of 8 to 15 percent.177 
The applicant stated that all the current 
treatments result in injury to the tissue, 
which in some cases can result in a 
worsening of the severity of the bleeding 
or perforation. Furthermore, it stated 
that with the exception of argon plasma 
coagulation, the current hemostatic 
modalities require precise targeting of 
the source of the bleed, which may limit 
their utility when diffuse or non-precise 
bleeding occurs. According to the 
applicant, the primary benefit of all 
endoscopic hemostasis procedures, 
including Hemospray, is the 
achievement of hemostasis without 
conversion to interventional radiology 
or surgery, both of which carry higher 
risk of mortality and morbidity.178 

With regard to the first criterion, 
whether a product uses the same or 
similar mechanism of action to achieve 
a therapeutic outcome, the application 
asserted that Hemospray is a novel 
device in which the mechanism of 
action differs from alternative 
treatments by creating a diffuse 
mechanical barrier over the site of 

bleeding with a non-thermal, non- 
traumatic, noncontact modality. 

With respect to the second criterion, 
whether a product is assigned to the 
same or different MS–DRG, the 
applicant did not specifically comment. 
The applicant stated that cases 
involving the use of Hemospray would 
span a wide variety of MS–DRGs, but 
that the technology would most likely 
be used for cases in MS–DRGs 377, 378, 
and 379 (G.I. Hemorrhage with MCC, 
with CC, and without CC/MCC, 
respectively). We believe that cases 
involving the use of the technology 
would be assigned to the same MS–DRG 
as cases involving the current standard 
of care treatments. 

With respect to the third criterion, 
whether the new use of the technology 
involves the treatment of the same or 
similar type of disease and the same or 
similar patient population, we noted 
that the applicant also did not comment 
specifically on this criterion. However, 
we noted that we believed that this 
technology would be used to treat the 
same or similar type of disease and the 
same or similar patient population as 
the current standard of care treatments. 

Based on the applicant’s statements as 
summarized previously, the applicant 
believed that Hemospray was not 
substantially similar to other currently 
available therapies and/or technologies 
and met the ‘‘newness’’ criterion. 
However, we stated in the proposed rule 
that we were concerned that the 
mechanism of action of Hemospray may 
be similar to existing endoscopic 
hemostatic treatments. Specifically, we 
noted that as described in literature 
provided by the applicant, technologies 
such as Ankaferd Bloodstopper and 
EndoClot Polysaccharide Hemostatic 
System appeared to utilize a similar 
mechanism of action as Hemospray to 
achieve hemostasis.179 Based on the 
literature provided by the applicant, 
EndoClot, a device developed in 
California, USA, ‘‘. . . consists of 
absorbable modified polymer . . . 
[which is] biocompatible, non-pyogenic, 
and starch-derived compound that 
rapidly absorbs water from serum and 
concentrates platelets, red blood cells, 
and coagulation proteins at the bleeding 
site to accelerate the clotting 
cascade.’’ 180 EndoClot received 510(k) 
premarket notification January 18, 2017 
and is indicated by the FDA to assist the 
delivery of a powdered hemostatic agent 
to the treatment site in endoscopic 
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surgeries. Therefore, we were concerned 
with the similarity of this mechanism of 
action. Moreover, as previously noted, 
the applicant asserted generally it did 
not meet the substantial similarity 
criteria, but did not specifically address 
the second and third substantial 
similarity criteria. We believed that 
cases involving the use of the 
Hemospray would be assigned to the 
same MS–DRG as cases involving the 
current standard of-care treatments and 
that the technology would be used to 
treat the same or similar type of disease 
and the same or similar patient 
population as the current standard-of- 
care treatments. We invited public 
comments on whether Hemospray is 
substantially similar to other currently 
available therapies and/or technologies 
and whether this technology meets the 
newness criterion. 

Comment: The applicant reasserted 
that Hemospray meets the newness 
criterion because of the FDA de Novo 
classification, which according to the 
applicant confirms there is no 
comparable predicate hemostasis device 
cleared for use in the United States. The 
applicant stated that both the Ankaferd 
Blood Stopper (ABS) and EndoClot 
systems are not cleared for use in the 
United States with the latter only having 
clearance for the delivery system and for 
a product intended for submucosal 
injection. 

In regard to the first substantial 
similarity criterion, the applicant stated 
that Hemospray has a different 
mechanism of action as compared to 
ABS and the EndoClot systems which 
are, according to the applicant, 
comprised of biologically active 
materials or absorbable polysaccharides. 
The applicant stated that ABS uses an 
active process related to proteins, via 
the formation of an encapsulated 
protein network that provides focal 
points for vital erythrocyte aggregation, 
that is substantially different from 
Hemospray. The applicant then stated 
with regard to EndoClot that the product 
produces a gelled matrix that adheres to 
and seals bleeding tissue; according to 
the applicant EndoClot substantially 
differs from Hemospray in its 
composition and properties that permit 
dissolution and degradation. 
Furthermore, the applicant stated that 
labeling in markets where EndoClot is 
commercially available limits its use to 
non-bleeding wounds within the GI 
tract, while Hemospray is indicated for 
active bleeding. 

With regard to the second substantial 
similarity criterion, the applicant 
maintained that currently all control of 
GI bleeding no matter the treatment is 

typically grouped to MS–DRGs 377, 378, 
and 379. 

With regard to the third substantial 
similarity criterion, the applicant stated 
that Hemospray will treat the same or 
similar type of disease and a similar 
patient population. They added that the 
unique features of the product differ 
substantially from other treatments and 
therefore, Hemospray meets the 
newness criterion. 

Response: After consideration of the 
public comments we received and 
information submitted by the applicant 
in its application, we believe that while 
potential cases representing patients 
who may be eligible for treatment 
involving Hemospray would be assigned 
to the same MS–DRGs as cases 
representing patients who receive SOC 
treatment for a diagnosis of nonvariceal 
gastrointestinal bleeding, and that 
Hemospray is used to treat the same or 
similar type of disease (a diagnosis of 
nonvariceal gastrointestinal bleeding) 
and a similar patient population as 
currently available treatment options, 
we agree with the applicant that 
Hemospray does not use the same or 
similar mechanism of action as other 
technologies used for the treatment of 
nonvariceal gastrointestinal bleeding. 
We believe that Hemospray’s 
mechanism of action, which creates a 
diffuse mechanical barrier over the site 
of bleeding with a non-thermal, non- 
traumatic, non-contact modality, is 
unique and distinct from other forms of 
treatment available in the U.S. for 
nonvariceal gastrointestinal bleeding 
and, therefore, we believe that 
Hemospray meets the newness criterion. 
We consider the beginning of the 
newness period to commence on the 
first date Hemospray was commercially 
available, July 1, 2018. 

With regard to the cost criterion, the 
applicant provided the following 
analysis to demonstrate the technology 
meets the cost criterion. The applicant 
asserted patients who would use 
Hemospray are identified by using a 
combination of one ICD–10–PCS 
procedure code and one ICD–10–CM 
diagnosis code. The applicant provided 
a list of 39 ICD–10–PCS procedure 
codes that included 21 Non O.R. 
digestive system procedures and 18 
Extensive O.R. digestive system 
procedures. The applicant provided a 
list of 32 ICD–10–CM diagnosis codes 
that included 29 principal diagnoses in 
MS–DRGs 377, 378, and 379 (G.I. 
Hemorrhage with MCC, with CC, and 
without CC/MCC, respectively) and 3 
principal diagnoses in MDC 06 
(Diseases and Disorders of the Digestive 
System) across 10 MS–DRG 
classifications. The applicant extracted 

claims from the FY 2018 MedPAR final 
rule dataset based on the presence of 
one procedure and one diagnosis code 
in the list provided. The applicant 
stated MS–DRGs 377, 378, and 379 
made up 3 of the top 4 MS–DRGs by 
volume and about 64 percent of cases 
were grouped to these 3 MS–DRGs. The 
applicant stated consequently they 
limited their analysis to the cases 
assigned to MS–DRGs 377, 378, and 379 
and those claims that would be used for 
IPPS rate setting. The applicant 
identified a total of 40,012 cases. 

The applicant first calculated a case 
weighted threshold of $46,568 based 
upon the dollar threshold for each MS– 
DRG grouping and the proportion of 
cases in each MS–DRG. The applicant 
then calculated the average charge per 
case. The applicant stated Hemospray 
may not replace other therapies 
occurring during an inpatient stay and 
therefore chose to not remove charges 
for the prior technology or technology 
being replaced. Next the applicant 
calculated the average standardized 
charge per case using the FY 2018 IPPS 
Final Rule Impact file. The 2-year 
inflation factor of 11.1% (1.11100) was 
obtained from the FY 2020 IPPS/LTCH 
PPS final rule and applied to the 
average standardized charge per case. 
To determine the charges for 
Hemospray, the applicant used the 
inverse of the FY 2020 IPPS/LTCH PPS 
final rule supplies and equipment 
national average CCR of 0.299, based on 
an assumption that hospitals would use 
the inverse of the national average CCR 
for supplies and equipment to mark-up 
charges, and therefore assumed an 
average charge for Hemospray of 
$8,361.20. The applicant calculated the 
final inflated average case-weighted 
standardized charge per case by adding 
the charges for the new technology to 
the inflated average standardized charge 
per case. The applicant determined a 
final inflated average case-weighted 
standardized charge per case of $60,193, 
which exceeds the average case- 
weighted threshold amount of $46,568. 
We invited public comments on 
whether Hemospray meets the cost 
criterion. 

Comment: The applicant maintained 
that Hemospray meets the cost criterion 
as the inflated average case-weighted 
standardized charge per case of $60,193 
exceeds the average case-weighted 
threshold amount of $46,568. The 
applicant stated that they did not 
remove the costs for other devices 
because some physicians may choose to 
use Hemospray in conjunction with 
endoscopic clips or thermal coagulation. 

Response: We appreciate the 
applicant’s comment in response to the 
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proposed rule. Based on the cost 
analysis as described previously and 
after consideration of public comments 
we received, we believe Hemospray 
meets the cost criterion. 

With respect to the substantial 
clinical improvement criterion, the 
applicant asserted that Hemospray 
represents a substantial clinical 
improvement over existing technologies. 
According to the applicant, Hemospray 
is a topically applied mineral powder 
that offers a novel primary treatment 
option for endoscopic bleeding 
management, serves as an option for 
patients who fail conventional 
endoscopic treatments, and serves as an 
alternative to interventional radiology 
hemostasis (IRH) and surgery. Broadly, 
the applicant outlined two treatment 
areas in which it asserted Hemospray 
would provide a substantial clinical 
improvement: (1) As a primary 
treatment or a rescue treatment after the 
failure of a conventional method, and 
(2) for the treatment of malignant 
lesions. 

The applicant provided eight articles 
specifically for the purpose of 
addressing the substantial clinical 
improvement criterion. Three articles 
are systematic reviews, three are 
prospective studies, and two are 
retrospective studies. 

The first article provided by the 
applicant was a prospective single 
armed multicenter phase two safety and 
efficacy study performed in France.181 
From March 2013 to January 2015, 64 
endoscopists in 20 centers enrolled 202 
patients in the study in which 
Hemospray was used as either a first 
line treatment (46.5%) or as salvage 
therapy (53.5%) following the 
unsuccessful treatment with another 
method. The indication for Hemospray 
as a first-line therapy or salvage therapy 
was at the discretion of the endoscopist. 
Of the 202 patients the mean age was 
68.9, 69.3 percent were male, and all 
patients were classified into four 
primary etiologic groups: Ulcers 
(37.1%), malignant lesions (30.2%), 
post-endoscopic bleeding (17.3%), and 
other (15.3%). Patients were further 
classified by the American Society of 
Anesthesiologist (ASA) physical status 
scores with 4.5 percent as a normal 
healthy patient, 24.3 percent as a patient 
with mild systemic disease, 46 percent 
as a patient with severe systemic 
disease, 22.8 percent as a patient with 
severe systemic disease that is a 
constant threat to life, and 2.5 percent 

as a moribund patient who is not 
expected to survive without an 
operation.182 183 Immediate hemostasis 
was achieved in 96.5 percent across all 
patients; among treatment subtypes 
immediate hemostasis was achieved in 
96.8 percent of first-line treated patients 
and 96.3 percent of salvage therapy 
patients. At day 30 the overall 
rebleeding was 33.5 percent of 185 
patients with cumulative incidences of 
41.4 percent for ulcers, 37.7 percent for 
malignant lesions, 17.6 percent for post- 
endoscopic bleedings, and 25 percent 
for others. When Hemospray was used 
as a first-line treatment, rebleeding at 
day 30 occurred in 26.5 percent (22/83) 
of overall lesions, 30.8 percent of ulcers, 
33.3 percent of malignant lesions, 13.6 
percent of post-endoscopic bleedings, 
and 22.2 percent of other. When 
Hemospray was used as a salvage 
therapy, rebleeding at day 30 occurred 
in 39.2 percent (40/102) of overall 
lesions, 43.9 percent of ulcers, 50.0 
percent of malignant lesions, 25.0 
percent of post-endoscopic bleedings, 
and 26.3 percent for others. According 
to the article, the favorable hemostatic 
results seen from Hemospray are due to 
its threefold mechanism of action: 
Formation of a mechanical barrier; 
concentration of clotting factors at the 
bleeding site; and enhancement of clot 
formation.184 No severe adverse events 
were noted; however, the authors note 
the potential for pain exists due to the 
use of carbon dioxide. Lastly, the 
authors stated that while Hemospray 
was found to reduce the need for 
radiological embolization and surgery as 
salvage therapies, it was not found to be 
better than other hemostatic methods in 
terms of preventing rebleeding of ulcers. 

A second article provided by the 
applicant contained a systematic review 
of published Hemospray case data 
summarizing 17 human and 2 animal 
studies.185 The authors do not provide 
the total number of articles reviewed but 
do provide search terms and engines 
used to conduct the review. The studies 
included in this review included 6 case 
reports and 13 case series taking place 
in North America, Europe, Hong Kong, 

and Egypt up until August 2014. A total 
of 234 cases were identified of which 
28.2 percent involved gastric bleeding, 
6.4 percent esophageal bleeding, 26.5 
percent duodenal bleeding, 3.85 percent 
bleeding of the gastroesophageal 
junction, and 11 percent bleeding of the 
lower gastrointestinal tract. (We note it 
is unclear what form of bleeding the 
remaining 24.1 percent of cases 
addressed.) The mean size of the 
bleeding source was 37.4 mm ranging 
from 8 mm to 350 mm. Hemospray was 
used as a primary and sole treatment in 
83 percent of cases while 17 percent of 
cases used Hemospray as a follow-up 
treatment. Hemospray achieved 
hemostasis in 88.5 percent of all 
reviewed cases. Within the 72 hour 
post-treatment period, rebleeding 
occurred in 16.2 percent of patients and 
27.3 percent of animal models. The 
authors acknowledge the potential for 
rare adverse events such as embolism, 
intestinal obstruction, and allergic 
reaction, but state no procedure related 
adverse events were associated with 
Hemospray-.186 

The applicant provided a third article 
consisting of an abstract from another 
systematic review article.187 The 
abstract purports to cover a review of 
prospective, retrospective, and 
randomized control trials evaluating 
Hemospray as a rescue therapy. Eighty- 
five articles were initially identified and 
23 were selected for review. Of those, 5 
studies were selected which met the 
inclusion criteria of the analysis. The 
median age of patients was 69, 68 
percent were male. The abstract 
concludes that when used as a rescue 
therapy after the failure of conventional 
endoscopic modalities, in nonvariceal 
gastrointestinal bleeding, Hemospray 
seems to have significantly higher rates 
of immediate hemostasis. 

A fourth article provided by the 
applicant described a single-arm 
retrospective analytical study of 261 
enrolled patients conducted at 21 
hospitals in Spain.188 The mean age was 
67 years old, 69 percent of patients were 
male, and the overall technical success, 
defined as correct assembly and 
delivery of Hemospray to a bleeding 
lesion, was 97.7 percent (95.1%– 
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99.2%). The most common causes of 
bleeding in patients were peptic ulcer 
(28%), malignancy (18.4%), therapeutic 
endoscopy-related (17.6%), and surgical 
anastomosis (8.8%). Overall, 93.5 
percent (89.5%–96%) of procedures 
achieved hemostasis. Recurrent 
bleeding, defined as (1) a new episode 
of bleeding symptoms, (2) a decrease in 
hemoglobin of >2 g/dL within 48 hours 
of an index endoscopy or > 3g/dL in 24 
hours, or 3) direct visualization of active 
bleeding at the previously treated lesion 
on repeat endoscopy, had a cumulative 
incidence at 3 and 30 days of 16.1 
percent (11.9%–21%) and 22.9 percent 
(17.8%–28.3%) respectively. The 
overall risk of Hemospray failure at 3 
and 30 days was 21.1 percent (16.4%– 
26.2%) and 27.4 percent (22.1%–32.9%) 
respectively with no statistically 
significant differences (p = 0.07) 
between causes at 30 days (for example 
peptic ulcer, malignancy, anastomosis, 
therapeutic endoscopy-related, and 
other causes). With the use of 
multivariate analysis, spurting bleeding 
vs. nonspurting bleeding 
(subdistribution hazard ratio [sHR] 1.97 
(1.24–3.13)), hypotension vs. 
normotensive (sHR 2.14 (1.22–3.75)), 
and the use of vasoactive drugs (sHR 
1.80 (1.10–2.95)) were independently 
associated with Hemospray failure. The 
overall 30-day survival was 81.9 percent 
(76.5%–86.1%) with 46 patients dying 
during follow-up and 22 experiencing 
bleeding related deaths; 20 patients 
(7.6%) with intraprocedural hemostasis 
died before day 30. The authors 
indicated the majority of Hemospray 
failures occurred within the first 3 days 
and the rate of immediate hemostasis 
was similar to literature reports of 
intraprocedural success rates of over 90 
percent. The authors stated that the 
hemostatic powder of Hemospray is 
eliminated from the GI tract as early as 
24 hours after use, which could explain 
the wide ranging recurrent bleeding 
percentage. The authors reported that 
importantly, adverse events are rare, but 
cases of abdominal distension, visceral 
perforation, transient biliary 
obstruction, and splenic infarct have 
been reported; one patient involved in 
this study experienced an esophageal 
perforation without a definitive causal 
relationship. 

A fifth article provided by the 
applicant described a single-arm 
multicenter prospective registry 
involving 314 patients in Europe which 
collected data on days 0, 1, 3, 7, 14, and 
30 after endotherapy with 
Hemospray.189 The outcomes of interest 

in this study were immediate 
endoscopic hemostasis (observed 
cessation of bleeding within 5 minutes 
post Hemospray application) with 
secondary outcomes of rebleeding 
immediately following treatment and 
during follow-up, 7 and 30 day all-cause 
mortality, and adverse events. The 
sample was 74 percent male with a 
median age of 71 with the most common 
pathologies of peptic ulcer (53%), 
malignancy (16%), post-endoscopic 
bleeding (16%), bleeding from severe 
inflammation (11%), esophageal 
variceal bleeding (2.5%), and cases with 
no obvious cause (1.6%). The median 
baseline Blatchford score (BS) and RS 
were 11 and 7 respectively. The BS 
ranges from 0 to 23 with higher scores 
indicating increasing risk for required 
endoscopic intervention and is based 
upon the blood urea nitrogen, 
hemoglobin, systolic blood pressure, 
pulse, presence of melena, syncope, 
hepatic disease, and/or cardiac 
failure.190 The RS ranges from 0 to 11 
with higher scores indicating worse 
potential outcomes and is based upon 
age, presence of shock, comorbidity, 
diagnosis, and endoscopic stigmata of 
recent hemorrhage.191 Immediate 
hemostasis was achieved in 89.5 percent 
of patients following the use of 
Hemospray; only the BS was found to 
have a positive correlation with 
treatment failure in multivariate 
analysis (OR 1.21 (1.10–1.34)). 
Rebleeding occurred in 10.3 percent of 
patients who achieved immediate 
hemostasis again with only the BS 
having a positive correlation with 
rebleeding (OR: 1.13 (1.03–1.25)). At 30 
days the all-cause mortality was 20.1 
percent with 78 percent of these 
patients having achieved immediate 
endoscopic hemostasis and a cause of 
death resulting from the progression of 
other comorbidities. A subgroup 
analysis of treatment type 
(monotherapy, combination therapy, 
and rescue therapy groups) was 
performed showing no statistically 
significant difference in immediate 
hemostasis across groups (92.4 percent, 
88.7 percent, and 85.5 percent 
respectively). Higher all-cause mortality 
rates at 30 days were highest in the 
monotherapy group (25.4%, p=0.04) as 
compared to all other groups. According 
to the authors, in comparison to major 

recent studies, they were able to show 
lower rebleeding rates overall and in all 
subgroups despite the high-risk 
population.192 The authors further note 
limitations in that the inclusion of 
patients was nonconsecutive and at the 
discretion of the endoscopist, at the 
time of the endoscopy, which allows for 
the potential introduction of selection 
bias which may have affected these 
study results. 

The fifth article also described the 
utility of Hemospray in the treatment of 
malignant lesions. According to the 
applicant, malignant lesions pose a 
significant clinical challenge as 
successful hemostasis rates are as low as 
40 percent with high recurrent bleeding 
over 50 percent within 1 month 
following standard treatments.193 194 
The applicant added that bleeding from 
tumors is often diffuse and consists of 
friable mucosa decreasing the utility of 
traditional treatments (for example, 
ligation, cautery). From the fifth article, 
the applicant noted that 50 patients 
were treated for malignant bleeding 
with overall immediate hemostasis in 94 
percent of patients.195 Of the 50 
patients, 33 were treated with 
Hemospray alone, 11 were treated with 
Hemospray as the final treatment, and 4 
were treated with Hemospray as rescue 
therapy of which 100 percent, 84.6 
percent and 75 percent experienced 
immediate hemostasis respectively.196 
Similarly, from the first discussed 
article, the applicant noted that among 
malignant bleeding patients, 95.1 
percent achieved immediate hemostasis 
with lower rebleeding rates at 8 days 
when Hemospray was used as a primary 
treatment as compared to when used as 
a rescue therapy (17.1 percent vs. 46.7 
percent respectively).197 The applicant 
concluded that Hemospray may provide 
an advantage as a primary treatment to 
patients with malignant bleeding. 

A sixth article provided by the 
applicant consisted of a systematic 
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Gastrointest Endosc 2018; 87:991–1002. 

review from January 1950 to August 
2014 concerning all available powdered 
topical hemostatic agents.198 Of an 
initial 3,799 articles, 105 were initially 
reviewed and after excluding 
nonendoscopic data, review articles, in 
vitro studies, and animal models 61 
articles were ultimately included in the 
study. Three primary hemostatic agents 
were identified in this review, the 
Ankaferd Blood Stopper (ABS), 
Hemospray, and EndoClot. The 
applicant noted the authors of this 
article identified 131 high risk patients 
treated with Hemospray, of which 28 
had tumor bleeding. According to the 
applicant, all 28 patients achieved 
immediate hemostasis with 25 percent 
experiencing rebleeding at 7-day follow- 
up. The overall immediate hemostasis 
in this particular study was 91.6 percent 
and 7-day rebleeding was 25.8 percent 
among high-risk rebleeding patients.199 

The applicant provided a seventh 
article which consisted of a journal pre- 
proof article detailing a 1:1 randomized 
control trial of 20 patients treated with 
Hemospray versus the standard of care 
(for example, thermal and injection 
therapies) in the treatment of malignant 
gastrointestinal bleeding.200 The goals of 
this pilot study were to determine the 
feasibility of a definitive trial. The 
primary outcome of the study was 
immediate hemostasis (absence of 
bleeding after 3 minutes) with 
secondary outcomes of recurrent 
bleeding at days 1, 3, 30, 90, and 180 
and adverse events at days 1, 30, and 
180. The mean age of patients was 67.2, 
75 percent were male, and on average 
patients presented with 2.9 ± 1.7 
comorbidities. All patients had active 
bleeding at endoscopy and the majority 
of patients had an ASA score of 2 (45%) 
or 3 (40%). Immediate hemostasis was 
achieved in 90 percent of Hemospray 
patients and 40 percent of standard of 
care patients (5 injection alone, 3 
thermal, 1 injection with clips, and 1 
unknown). Of those patients in the 
control group, 83.3 percent crossed over 
to the Hemospray treatment. One 
patient died while being treated with 
Hemospray from exsanguination; post- 
mortem examination demonstrated that 
bleeding was caused by rupture of a 
malignant inferior mesenteric artery 
aneurysm. Overall, 86.7 percent of 

patients treated with Hemospray 
initially or as crossover treatment 
achieved hemostasis. Recurrent 
bleeding was lower in the Hemospray 
group (20%) as compared to the control 
group (60%) at 180 days. Forty percent 
of the treated group received blood 
transfusions as compared to 70 percent 
of the control group. The overall length 
of stay was 14.6 days among treated 
patients as compared to 9.4 in the 
control group. Mortality at 180 days was 
80 percent in both the treated and 
control groups. The authors noted the 
potential for operator bias in the use of 
Hemospray prior to switching to another 
method when persistent bleeding exists. 
Lastly, the authors noted that while they 
did not occur during this study, there 
are concerns around the risks of 
perforation, obstruction, and systemic 
embolization with the use of 
Hemospray. 

An eighth article provided by the 
applicant described a single-arm 
multicenter retrospective study from 
2011 to 2016 involving 88 patients who 
bled as a result of either a primary GI 
tumor or metastases to the GI tract.201 In 
this study the authors define immediate 
hemostasis as no further bleeding at 
least one minute after treatment with 
Hemospray and recurrent bleeding was 
suspected if one of seven criteria were 
met: (1) Hematemesis or bloody 
nasogastric tube >6 hours after 
endoscopy; (2) melena after 
normalization of stool color; (3) 
hematochezia after normalization of 
stool color or melena; (4) development 
of tachycardia or hypotension after >1 
hour of vital sign stability without other 
cause; (5) decrease in hemoglobin level 
greater than or equal to 3 hours apart; 
(6) tachycardia or hypotension that does 
not resolve within 8 hours after index 
endoscopy; or (7) persistent decreasing 
hemoglobin of >3 g/dL in 24 hours 
associated with melena or 
hematochezia). The sample for this 
study consisted of 88 patients (with a 
mean age of 65 years old and 70.5 
percent male) of which 33.3 percent 
possessed no co morbid illness, and 25 
percent were on current antiplatelet/ 
anticoagulant medication. The mean BS 
was 8.7 plus or minus 3.7 with a range 
from 0 to 18. Overall, 72.7 percent of 
patients had a stage 4 adenocarcinoma, 
squamous cell carcinoma, or lymphoma. 
Immediate hemostasis was achieved in 
97.7 percent of patients. Recurrent 
bleeding occurred among 13 of 86 (15%) 

and 1 of 53 (1.9%) at 3 and 30 days, 
respectively. A total of 25 patients 
(28.4%) died during the 30-day follow 
up period. Overall, 27.3 percent of 
patients re-bled within 30 days after 
treatment of which half were within 3 
days. Using multivariate analysis, the 
authors found that patients with good 
performance status, no end-stage cancer, 
or receiving any combination of 
definitive hemostasis treatment 
modalities had significantly greater 
survival. The authors acknowledged the 
recurrent bleeding rate post Hemospray 
treatment at 30 days of 38 percent is 
comparable with that seen in sole 
conventional hemostatic techniques 
(40–50%) and state this implies that the 
long-term effect of Hemospray does not 
differ from conventional techniques and 
remains unsatisfactory for upper GI 
tumor-related bleeding. However, they 
state that Hemospray is more 
predictably effective in providing initial 
hemostasis for tumor-related GI 
bleeding than conventional methods as 
SOC methods provide variable 
immediate hemostasis rates of 31 to 93 
percent while Hemospray had a 97.7% 
success rate in this study. They further 
conclude that though Hemospray may 
provide only a temporary hemostatic 
effect in this group of patients, its strong 
efficacy in the short-term allows 
patients to subsequently receive 
definitive hemostatic treatment that may 
translate into higher 6-month survival 
rates. 

Ultimately, the applicant concluded 
nonvariceal gastrointestinal bleeding is 
associated with significant morbidity 
and mortality in older patients with 
multiple co-morbid conditions. Inability 
to achieve hemostasis and early 
rebleeding are associated with increased 
cost and greater resource utilization. 
According to the applicant, patients 
with bleeding from malignant lesions 
have few options that can provide 
immediate hemostasis without further 
disrupting fragile mucosal tissue and 
worsening the active bleed. The 
applicant asserted Hemospray is an 
effective agent that provides immediate 
hemostasis in patients with GI bleeding 
as part of multimodality treatment, as 
well as when used to rescue patients 
who have failed more conventional 
endoscopic modalities. Furthermore, the 
applicant stated that in patients with 
malignant bleeding in the GI tract, 
Hemospray provides a high rate of 
immediate hemostasis and fewer 
recurrent bleeding episodes, which in 
combination with definitive cancer 
treatment may lead to improvements in 
long term survival. Lastly, the applicant 
asserted Hemospray is an important 
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new technology that permits immediate 
and long-term hemostasis in GI bleeding 
cases where standard of care treatment 
with clip ligation or cautery are not 
effective. 

We noted in the proposed rule that 
the majority of studies provided lack a 
comparator when assessing the 
effectiveness of Hemospray. Three of the 
articles provided were systematic 
reviews of the literature. We noted that 
while we found these articles helpful in 
establishing a background for the use of 
Hemospray, we were concerned that 
they may not provide strong evidence of 
substantial clinical improvement. Four 
studies appeared to be single-armed 
studies assessing the efficacy of 
Hemospray in the patient setting. We 
stated that in all of these articles, 
comparisons were made between 
Hemospray and standard of care 
treatments; however, without the ability 
to control for factors such as study 
design, patient characteristics, etc., it 
was difficult to determine if any 
differences seen result from Hemospray 
or confounding variables. Furthermore, 
within the retrospective and prospective 
studies lacking a control subset, some 
level of selection bias appeared to 
potentially be introduced in that 
providers may be allowed to select the 
manner and order in which patients are 
treated, thereby potentially influencing 
outcomes seen in these studies. 

Additionally, one randomized control 
trial provided by the applicant appeared 
to be in the process of peer-review and 
was not yet published. Furthermore, we 
noted that this article was written as a 
feasibility study for a potentially larger 
randomized control trial and contains a 
sample of only 20 patients. This small 
sample size left us concerned that the 
results are not representative of any 
larger population. Lastly, as described, 
we were concerned the control group 
can receive one of multiple treatments 
which lack a clear designation 
methodology beyond physician choice. 
For instance, 50 percent of the control 
patients received injection therapy 
alone, which according to the literature 
provided by the applicant was not an 
acceptable treatment for endoscopic 
bleeding. Accordingly, it was not clear 
whether performance seen in the treated 
group as compared to the control group 
is due to Hemospray itself or due to 
confounding factors. 

Third, we were concerned with the 
samples chosen in many of the studies 
presented. Firstly, we noted that the 
Medicare population is a diverse group 
of men and women. Many of the 
samples provided by the applicant were 
overwhelmingly male. Secondly, many 
of the studies provided were performed 

in European and other settings outside 
of the United States. We were therefore 
concerned that the samples chosen 
within the literature provided may not 
represent the Medicare population. 

Lastly, we were concerned about the 
potential for adverse events resulting 
from Hemospray. It was unclear from 
the literature provided by the applicant 
what the likelihood of these events were 
and whether or not an evaluation for the 
safety of Hemospray was performed. 
About one-third of the articles 
submitted specifically addressed 
adverse events with Hemospray. 
However, the evaluation of adverse 
events was limited and most of the 
patients in the studies died of disease 
progression. A few of the provided 
articles stated the potential for severe 
adverse reactions (for example, 
abdominal distension, visceral 
perforation, biliary obstruction, splenic 
infarct). Specifically, one article 202 
recorded adverse events related to 
Hemospray, including abdominal 
distention and esophageal perforation. 
We invited public comments on 
whether Hemospray meets the 
substantial clinical improvement 
criterion. 

Comment: According to the applicant, 
a recently published study randomized 
Hemospray against dual therapy as first 
treatment and demonstrated Hemospray 
is a viable alternative to dual therapy.203 
This multicenter non-inferiority 
randomized controlled trial assigned 
patients with active non-variceal upper 
GI bleeding to receive either Hemospray 
or standard dual modality treatment. A 
total of 224 patients were randomized. 
With intention-to-treat analysis, the re- 
bleeding free probability over 30 days 
was 89.8% in the TC–325 group and 
81.1% in the standard treatment group 
(difference in proportions, 95% CI; 
8.7%, ¥1.3%, 18,7%). There were 
fewer failures in the control of bleeding 
during index endoscopy with the use of 
Hemospray (3 vs. 11, OR, 95% CI, 3.88, 
1.05–14.32), although 30-day re- 
bleeding and mortality was not different 
between groups. 

The applicant agreed with CMS that 
the use of single arm and retrospective 
studies potentially suffer from selection 
bias. The applicant asserted that while 
this bias is inevitable, the retrospective 
studies specifically exclude those cases 
successfully treated with conventional 

dual therapy. According to the 
applicant, this therefore ensured the 
bias was toward the patients with the 
highest risk of treatment failure, 
morbidity, and mortality, and 
representing the most challenging 
hemostasis cases. The applicant stated 
that in both the Rodriguez de Santiago 
et al. and Alzoubaidi et al. articles, there 
was an overall treatment success with 
no rebleeding in 70% of cases where 
Hemospray was used after all other 
conventional treatments failed. 

In response to CMS’ concerns about 
the randomized control trial (RCT), the 
applicant stated that the study evaluated 
patients with bleeding from malignant 
lesions and has now been published. 
According to the applicant, the 
comparator treatment used in this study, 
injection only, is consistent with the 
2016 guidelines of the European Society 
of Gastrointestinal Endoscopy for the 
treatment of bleeding from upper GI 
malignancies which recommends, 
‘‘endoscopic monotherapy with 
epinephrine injection . . . or saline 
injection . . .’’.204 The applicant stated 
that while the study was a small sample 
size pilot study, the results are 
representative of the general population 
with malignant GI bleeding. Further, the 
applicant stated that in the study by 
Alzoubaidi et al. 50 patients with 
symptomatic bleeding secondary to 
malignancy were treated. Hemospray 
monotherapy was the most common 
mode of treatment (33/50 = 66 percent) 
with a hemostasis rate of 100 percent. In 
the remaining patients, Hemospray was 
used in combination with conventional 
methods or as a rescue, with a lower 
aggregate rate of immediate hemostasis. 

In response to CMS’ concerns about 
the study samples presented, the 
applicant acknowledged that the 
majority of data came from outside of 
the United States due to commercial 
availability. The applicant stated that 
the FDA considered the outside of the 
United States data to be representative 
of the US population when granting a de 
novo classification request for the 
product. In response to CMS’ concern 
that the provided literature showed a 
predominance of males, the applicant 
stated that the 2016 Healthcare Cost and 
Utilization Project (HCUP) showed that 
60% of patients that underwent 
endoscopic control of bleeding were 
male. Lastly, the applicant stated that 
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205 Alzoubaidi D, Hussein M, Rusu R, et al. 
Outcomes from an international multicenter registry 
of patients with acute gastrointestinal bleeding 
undergoing endoscopic treatment with Hemospray. 
Digestive Endoscopy 2019. 

206 Rodriguez de Santiago E, Burgos-Santamaria 
D, Perez-Carazo L, et al. Hemostatic spray TC–325 
for GI bleeding in a nationwide study: Survival 
analysis and predictors of failure via competing 
risks analysis. Gastrointest Endosc 2019; 90(4), 581– 
590. 

207 Haddara S, Jacques J, Lecleire S et al. A novel 
hemostatic powder for upper gastrointestinal 
bleeding: A multicenter study (the GRAPHE 
registry). Endoscopy 2016; 48: 1084–95. 

208 TECENTRIQ (atezolizumab) [prescribing 
information]. San Francisco, CA: Genentech, Inc., 
2019. 

from the three studies 205 206 207 
representing 777 patients, the median or 
average age ranged from 67–71 which 
they believed to be representative of the 
Medicare population. 

In response to CMS’ concerns about 
potential adverse events, the applicant 
stated that the FDA determined the 
product is safe and effective for its 
intended use and has an acceptable risk/ 
benefit ratio when it granted de Novo 
classification request and authorization 
to market in the United States. 
According to the applicant, any 
procedure is associated with risks. The 
applicant stated that they understand 
the potential risks associated with 
Hemospray and that they clearly labeled 
their product with such information. 
The applicant also conducts physician 
training to ensure physicians 
understand the risks and select patients 
who they believe would benefit most 
from Hemospray. In addition, the 
applicant conveyed that they diligently 
monitor reported complaints or 
complications related to a device once 
it is in the real world. According to the 
applicant, the same will be done with 
Hemospray and if the risk ratio 
increases to an unacceptable level; the 
applicant will take appropriate steps to 
correct it. According to the applicant, 
these are the standard processes with 
any device and the applicant does not 
see a reason to divert from these 
processes for Hemospray. 

The applicant acknowledged that it 
had initiated a voluntary recall of 
Hemospray due to complaints received 
that the handle and/or activation knob 
on the device in some cases had cracked 
or broken when the device was 
activated and in some cases had caused 
the carbon dioxide cartridge to exit the 
handle. According to the applicant, as of 
June 10, 2020, the FDA cleared 
Hemospray to return to the market 
(K200972) after the applicant 
sufficiently addressed the issue that led 
to the cartridge exiting the handle. As 
such, Hemospray will return to the US 
market in July 2020. 

One commenter stated that they 
frequently use Hemospray and believe it 

is irreplaceable in the role of controlling 
tumor bleeding. The commenter added 
that Hemospray has a critical role in 
rescue bleeding in cases that preclude 
contact hemostatic methods due to the 
risk of perforation. They stated that 
Hemospray’s ability to buy time to 
resuscitate during challenging bleeding 
cases is the most understated benefit of 
the device. Lastly, the commenter stated 
that there are currently no hemostatic 
powder alternatives on the market in the 
United States. 

Response: We appreciate the 
commenters’ input in response to the 
concerns discussed in the proposed rule 
regarding the substantial clinical 
improvement criterion. We agree with 
the applicant that the control therapy in 
the RCT, injection only as compared to 
dual therapy, was appropriate based on 
the 2016 guidelines of the European 
Society of Gastrointestinal Endoscopy 
for the treatment of bleeding from upper 
GI malignancies. In the commenter’s 
response to CMS regarding potential 
selection bias in single arm and 
retrospective studies, the applicant 
stated that based on the study design, 
any potential bias introduced was 
toward the patients with the highest risk 
of negative outcomes. We appreciate the 
applicant’s response to our concerns 
and agree that this potential bias is no 
longer a concern. Regarding the 
applicant’s comment on study samples, 
we agree with the applicant that these 
samples are adequately representative of 
the Medicare population. We also 
appreciate the comment response to the 
potential for adverse events. We will 
continue to monitor available data for 
Hemospray in regard to any potential 
risk of adverse events. Finally, we 
appreciate the applicant’s update on the 
status of their voluntary recall of the 
Hemospray system. 

While we acknowledge the limitations 
of some of the data, we believe that 
Hemospray represents a substantial 
clinical improvement for the treatment 
of gastrointestinal bleeding for the 
following reasons. We believe that given 
the results from the RCT trials and the 
single-armed studies Hemospray 
provides a treatment benefit particularly 
for those with bleeding from GI 
malignancies. We also see the clinical 
importance of Hemospray as an 
alternative to invasive treatments 
traditionally used as salvage therapy. 
Lastly, we note that Hemospray 
provides treatment for bleeding without 
requiring tissue trauma or precise 
targeting. 

After consideration of the public 
comments we received and the 
information included in the applicant’s 
new technology add-on payment 

application, we have determined that 
Hemospray meets the criteria for 
approval of the new technology add-on 
payment. Therefore, we are approving 
new technology add-on payments for 
this technology for FY 2021. Cases 
involving the use of Hemospray that are 
eligible for new technology add-on 
payments will be identified by 
procedure codes XW0G886 
(Introduction of mineral-based topical 
hemostatic agent into upper GI, via 
natural or artificial opening endoscopic, 
new technology group 6) and XW0H886 
(Introduction of mineral-based topical 
hemostatic agent into lower GI, via 
natural or artificial opening endoscopic, 
new technology group 6). 

In its application, the applicant 
estimated that the cost of Hemospray is 
$2,500.00 per patient. Under 
§ 412.88(a)(2), we limit new technology 
add-on payments to the lesser of 65 
percent of the average cost of the 
technology, or 65 percent of the costs in 
excess of the MS–DRG payment for the 
case. As a result, the maximum new 
technology add-on payment for a case 
involving the use of Hemospray is 
$1,625.00 for FY 2021. 

h. IMFINZI® (durvalumab) and 
TECENTRIQ® (atezolizumab) 

Two manufacturers, AstraZeneca PLC 
and Genentech, Inc., submitted separate 
applications for new technology add-on 
payments for FY 2021 for IMFINZI® 
(durvalumab) and TECENTRIQ® 
(atezolizumab), respectively. Both of 
these technologies are programmed 
death-ligand 1 (PD–L1) blocking 
antibodies used for the treatment of 
patients with extensive-stage small cell 
lung cancer (ES–SCLC).208 In the 
proposed rule, we discussed these 
applications as two separate 
technologies. After further consideration 
and as discussed below, we believe 
IMFINZI® and TECENTRIQ® are 
substantially similar to each other and 
that it is appropriate to evaluate both 
technologies as one application for new 
technology add-on payments under the 
IPPS. We refer the reader below for a 
complete discussion regarding our 
analysis of the substantial similarity of 
IMFINZI® and TECENTRIQ®. 

In the FY 2021 IPPS/LTCH PPS 
proposed rule (85 FR 32631) we noted, 
and as summarized in the following 
table, the FDA initially approved 
IMFINZI® on May 1, 2017 for the 
indicated treatment of patients with 
locally advanced or metastatic 
urothelial carcinoma who have disease 
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209 https://www.fda.gov/drugs/resources- 
information-approved-drugs/fda-approves- 
durvalumab-extensive-stage-small-cell-lung-cancer. 

210 U.S. Department of Health and Human 
Services. BLA Accelerated Approval. https://
www.accessdata.fda.gov/drugsatfda_docs/ 
appletter/2016/761034Orig1s000ltr.pdf. Accessed 
August 9, 2019. 

211 U.S. Department of Health and Human 
Services. BLA Approval. https://www.accessdata.
fda.gov/drugsatfda_docs/appletter/2016/761041
Orig1s000ltr.pdf. Accessed August 9, 2019. 

212 U.S. Department of Health and Human 
Services. Supplement Approval. https://
www.accessdata.fda.gov/drugsatfda_docs/ 
appletter/2018/761034Orig1s009ltr_
REPLACEMENT.pdf. Accessed August 9, 2019. 

213 U.S. Department of Health and Human 
Services. Accelerated Approval. https://
www.accessdata.fda.gov/drugsatfda_docs/ 

appletter/2019/761034Orig1s018ltr.pdf. Accessed 
August 9, 2019. 

214 U.S. Department of Health and Human 
Services. Supplemental Approval. https://
www.accessdata.fda.gov/drugsatfda_docs/ 
appletter/2019/761034Orig1s019ltr.pdf. Accessed 
August 9, 2019. 

215 National Comprehensive Cancer Network. 
NCCN Clinical Practice Guidelines in Oncology. 
Small Cell Lung Cancer Version 2.2019. https://
www.nccn.org/professionals/physician_gls/pdf/sclc.
pdf. Accessed August 16, 2019. 

progression during or following 
platinum-containing chemotherapy or 
who have disease progression within 12 
months of neoadjuvant or adjuvant 
treatment with platinum containing 
chemotherapy. The FDA subsequently 
approved IMFINZI® on February 16, 
2018 for a second indication, treatment 
of patients with unresectable, Stage III 
non-small cell lung cancer (NSCLC) 
whose disease has not progressed 
following concurrent platinum-based 
chemotherapy and radiation therapy. 
IMFINZI® in combination with 
etoposide and either carboplatin or 
cisplatin was approved by the FDA as 
first-line treatment of patients with 
extensive-stage small cell lung cancer 
(ES–SCLC) on March 27, 2020, the 
indication for which the applicant is 
seeking new technology add-on 
payments.209With regard to 
TECENTRIQ®, and as summarized in 
the following table, the applicant stated 
TECENTRIQ® was initially approved by 

FDA on May 18, 2016, for treatment of 
patients with locally advanced or 
metastatic urothelial carcinoma,210 and 
subsequently for patients with 
metastatic non-small cell lung cancer 
who have disease progression during or 
following platinum-containing 
chemotherapy on October 18, 2016; 211 
for the first-line treatment of patients 
with metastatic non-squamous NSCLC 
with no EGFR or ALK genomic tumor 
aberrations on December 6, 2018; 212 
and for metastatic triple negative breast 
cancer on March 8, 2019.213 

TECENTRIQ® received FDA approval 
on March 18, 2019 in combination with 
carboplatin and etoposide for the first- 
line treatment of adult patients with ES– 
SCLC, the indication for which the 
applicant is seeking new technology 
add-on payments. The applicant stated 
that TECENTRIQ® is the first cancer 
immunotherapy to be approved in the 
first-line treatment of ES–SCLC.214 The 
applicant stated that the National 
Comprehensive Cancer Network (NCCN) 
recommends TECENTRIQ® + 
carboplatin + etoposide as the only 
category 1 preferred initial treatment for 
patients with ES–SCLC.215 
BILLING CODE 4120–01–P 
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BILLING CODE 4120–01–C In the FY 2021 IPPS/LTCH PPS 
proposed rule (85 FR 32663), we noted 

that the applicant for TECENTRIQ® 
submitted a request for a unique ICD– 
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Pharmacology, 2017, 8, p. 339. 

231 Aarts, M.J., Aerts, J.G., van den Borne, B.E., et 
al., ‘‘Comorbidity in patients with small-cell lung 
cancer: Trends and prognostic impact,’’ Clinical 
Lung Cancer, 2015, 16(4), pp. 282–291. 

232 Farago, A.F., Keane, F.K, ‘‘Current standards 
for clinical management of small cell lung cancer,’’ 
Translational Lung Cancer Research, 2018, 7, pp. 
69–79. 

233 Haque, N., Raza, A., McGoey, R., et al., ‘‘Small 
cell lung cancer: Time to diagnosis and treatment,’’ 
Southern Medical Journal, 2012, 105(8), pp. 418– 
423. 

234 Ibid. 
235 Kalemkerian, G., ‘‘Small Cell Lung Cancer,’’ 

Seminars in Respiratory and Critical Care Medicine, 
2016, 37(05):783–796. doi:10.1055/s-0036–1592116. 
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Continued 

10–PCS code for TECENTRIQ® 
beginning in FY 2021. The following 
ICD–10–PCS codes, effective October 1, 
2020, were approved for procedures 
involving the administration of 
TECENTRIQ®: XW033D6 (Introduction 
of atezolizumab antineoplastic into 
peripheral vein, percutaneous approach, 
new technology group 6) and XW043D6 
(Introduction of atezolizumab 
antineoplastic into central vein, 
percutaneous approach, new technology 
group 6). In the FY 2021 IPPS/LTCH 
PPS proposed rule (85 FR 32632), we 
noted that the applicant for IMFINZI® 
submitted a request for a unique ICD– 
10–PCS code for IMFINZI® beginning in 
FY 2021. The following ICD–10–PCS 
codes, effective October 1, 2020, were 
approved for procedures involving the 
administration of IMFINZI®: XW03336 
(Introduction of durvalumab 
antineoplastic into peripheral vein, 
percutaneous approach, new technology 
group 6) and XW04336 (Introduction of 
durvalumab antineoplastic into central 
vein, percutaneous approach, new 
technology group 6). 

According to the applicant for 
TECENTRIQ®, lung cancer is the second 
most commonly diagnosed cancer and 
the leading cause of cancer-related 
death among men and women in the 
United States.216 SCLC is a high-grade 
neuroendocrine tumor comprising small 
cells with minimal cytoplasm, poorly 
defined cell borders, and either no 
nucleoli or unremarkable nucleoli.217 218 
The most aggressive of all lung cancers, 
it accounts for about 10–15 percent of 
lung cancer cases.219 Key characteristics 
of SCLC include its rapid doubling time 
and the early development of 
widespread metastases.220 221 About 72 
percent of SCLC cases are diagnosed at 
the extensive stage, which is associated 

with a 5-year survival rate of 2.9 
percent.222 223 According to the 
applicant for IMFINZI®, 75 percent of 
patients are diagnosed in the late/ 
metastatic stage described as ES–SCLC 
and are considered incurable, with a 
median overall survival of 9–11 months 
with standard of care (SOC).224 225 The 
median overall survival for ES–SCLC 
has remained the same for the past 20 
years with essentially no improvements 
or new therapies.226 

According to the applicant for 
TECENTRIQ®, the current SOC 
treatment for ES–SCLC is a combination 
of etoposide, which is FDA-approved in 
SCLC only in combination with 
cisplatin, and carboplatin, which is 
used in preference to cisplatin for 
toxicity reasons, despite being off- 
label.227 Although ES–SCLC is highly 
sensitive to platinum/etoposide in the 
first-line setting with response rates of 
50–60 percent, the majority of patients 
will relapse within the first year of 
treatment, with a median progression- 
free survival (PFS) of 4–6 months.228 
The applicant for IMFINZI® also 
asserted that overall, responses to SOC 
are short-lived and long-term outcomes 
remain poor.229 

The applicant for IMFINZI® further 
stated that diagnosis often occurs at 
later stages and SCLC patients may be 
sicker at the time of diagnosis, 
presenting with comorbidities.230 231 For 

these reasons, the applicant asserted 
that a significant number of patients 
present and are diagnosed in the 
hospital inpatient setting. According to 
the applicant, ES–SCLC is very 
responsive to chemotherapy treatment, 
with response rates to platinum/ 
etoposide ranging from 44 percent to 78 
percent,232 and given the severity of 
symptoms, it is recommended to initiate 
treatment within two weeks of 
diagnosis.233 According to the 
applicant, many patients have a clinical 
response and improvement of symptoms 
with the initiation of platinum/ 
etoposide, confirming the clinical 
observation that many SCLCs are highly 
sensitive to platinum/etoposide in the 
first-line setting.234 According to the 
applicant for TECENTRIQ®, despite 
SOC chemotherapy regimens using 
etoposide and carboplatin, the majority 
of patients with ES–SCLC will 
experience recurrence within 1 year. 
Median progression-free survival (PFS) 
and overall survival (OS) rates are 2 
months and 10 months, respectively, 
after initial chemotherapy.235 236 237 

According to the applicant for 
TECENTRIQ®, progress in the treatment 
of ES–SCLC has been limited. Over the 
past 40 years, the 2-year OS has 
increased from 3.4 percent to 5.6 
percent, and the median OS has 
remained at about 10 months since the 
1980s.238 239 240 One paper submitted by 
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2014, 121(5), pp. 664–672, doi:10.1002/cncr.29098. 

242 Chen, D.S., Irving, B.A., Hodi, F.S., 
‘‘Molecular Pathways: Next-Generation 
Immunotherapy—Inhibiting Programmed Death- 
Ligand 1 and Programmed Death-1,’’ Clinical 
Cancer Research, 2012, 18(24), pp. 6580–6587. 
doi:10.1158/1078–0432.ccr-12–1362. 

243 ETOPOPHOS (etoposide phosphate) 
[prescribing information]. Deerfield, IL: Baxter 
Healthcare, Co., 2017. 

244 Sousa, G.F.D., Wlodarczyk SR, Monteiro G., 
‘‘Carboplatin: Molecular Mechanisms of Action 

Associated with Chemoresistance,’’ Brazilian 
Journal of Pharmaceutical Sciences, 2014, 4(50), 
pp. 693–701, doi:10.1590/S1984– 
82502014000400004. 

245 Farago, A.F., Keane, F.K., ‘‘Current standards 
for clinical management of small cell lung cancer,’’ 
Translational Lung Cancer Research, 2018, 7, pp. 
69–79. 

246 Dasari, S., Tchounwou, P.B., ‘‘Cisplatin in 
cancer therapy: Molecular mechanisms of action,’’ 
European Journal of Pharmacology, 2014, 740, pp. 
364–378. 

247 Thirumaran R, Prendergast GC, Gilman PB, 
‘‘Cytotoxic chemotherapy in clinical treatment of 
cancer,’’ In: Prendergast, G.C., Jaffee, E.M., editors, 
Cancer Immunotherapy: Immune Suppression and 
Tumor Growth, USA: Elsevier Inc, 2007, pp. 101– 
116, http://dx.doi.org/10.1016/B978-012372551-6/ 
50071-7. 

248 Ibid. 
249 Etopophos® (etoposide phosphate) 

[Prescribing Information]. Princeton, NJ; Bristol- 
Myers Squibb, 2019. 

250 Pas-Ares, L., Jiang, H., Huang, Y., et al., A 
Phase III Randomized Study of First-Line 
Durvalumab±Tremelumimab+Platinum-based 
Chemotherapy (EP) vs. EP Alone in Extensive-Stage 
Disease Small Cell Lung Cancer (ED– 
SCLC):CASPIAN [Poster]. Presented at: the ASCO 
annual meeting, Chicago, IL June 2–6, 2017. 

251 Paz-Ares, L., Chen, Y., Reinmuth, N., et al., 
Overall Survival with Durvalumab Plus Platinum- 
Etoposide in First-Line Extensive-Stage SCLC: 
Results from the CASPIAN Study [presentation], 
Presented at: World Conference on Lung Cancer, 
Barcelona, Spain, September 7–10, 2019. 

the applicant noted that more than 40 
phase III trials evaluating other 
regimens in SCLC have failed since 
1970.241 

As stated earlier and for the reasons 
discussed further later in this section, 
we believe that IMFINZI® and 
TECENTRIQ® are substantially similar 
to each other such that it is appropriate 
to analyze these two applications as one 
technology for purposes of new 
technology add-on payments, in 
accordance with our policy. Below we 
discuss the information provided by the 
applicants, as summarized in the 
proposed rule, regarding whether 
IMFINZI® and TECENTRIQ® are 
substantially similar to existing 
technologies prior to their approval by 
the FDA and their release onto the U.S. 
market. As discussed earlier, if a 
technology meets all three of the 
substantial similarity criteria, it would 
be considered substantially similar to an 
existing technology and would not be 
considered ‘‘new’’ for purposes of new 
technology add-on payments. 

With regard to the first criterion, 
whether a product uses the same or a 
similar mechanism of action to achieve 
a therapeutic outcome, the applicant for 
TECENTRIQ® asserted that the 
mechanism of action of ES–SCLC is not 
the same as or similar to an existing 
technology. The applicant described 
TECENTRIQ® as a programmed PD–L1 
blocking antibody, and as the first and 
only blocking antibody to target the PD– 
L1/PD–1 pathway that is FDA-approved 
for the treatment of ES–SCLC. The 
applicant explained that PD–L1 is a 
protein expressed on the surface of 
cancer cells, which allows them to 
inactivate the T-cells of the patient’s 
immune system which would normally 
attack the cancer cells. The applicant 
asserted that TECENTRIQ® blocks the 
PD–L1 protein, rendering the cancer 
cells susceptible to attack.242 The 
applicant indicated that the current 
standard of care drugs etoposide, 
carboplatin, and cisplatin impart their 
cytotoxic effects by interfering with the 
processes of DNA replication.243 244 

Therefore, the applicant stated the 
mechanism of action of TECENTRIQ® is 
unique and distinct from other available 
forms of treatment for ES–SCLC. 

The applicant for IMFINZI® asserted 
that IMFINZI® offers a novel mechanism 
of action for the treatment of ES–SCLC 
compared to the SOC chemotherapy. 
The applicant for IMFINZI® stated that 
first line SOC treatment of ES–SCLC is 
standard chemotherapy, including a 
platinum agent (typically carboplatin or 
cisplatin) plus etoposide.245 The 
mechanism of action of platinum 
chemotherapy agents (including 
cisplatin and carboplatin) is based on 
the agent’s ability to crosslink with the 
purine bases on the DNA; crosslinking 
interferes with DNA repair mechanisms, 
causes DNA damage, and subsequently 
induces apoptosis in cancer cells.246 247 

The applicant for IMFINZI® asserted 
that etoposide phosphate is a plant 
alkaloid prodrug that is converted to its 
active moiety, etoposide, by 
dephosphorylation. Further, the 
applicant explained etoposide causes 
the induction of DNA strand breaks by 
an interaction with DNA-topoisomerase 
II or the formation of free radicals, 
leading to cell cycle arrest, primarily at 
the G2 stage of the cell cycle, and cell 
death.248 249 

The applicant stated IMFINZI® is a 
selective, high-affinity, human IgG1k 
monoclonal antibody that blocks PD–L1 
binding to programmed cell death-1 and 
CD80 without antibody-dependent cell- 
mediated cytotoxicity.250 The applicant 
asserted that IMFINZI®, in combination 
with chemotherapy, demonstrated a 
statistically and clinically significant 
improvement in overall survival in a 

randomized Phase III study (CASPIAN), 
which is discussed later in this 
section.251 

With regard to the second criterion, 
whether IMFINZI® and TECENTRIQ® 
will be assigned to the same or a 
different MS–DRG, the applicant for 
TECENTRIQ® referenced the FY 2016 
IPPS/LTCH PPS Final Rule (80 FR 
49445) to support that this criterion is 
not met in cases where the subject 
technology is treating a disease for 
which the current SOC involves non- 
FDA-approved therapies that are also 
associated with different MS–DRGs. As 
previously noted, the applicant stated 
that the current SOC treatment for ES– 
SCLC is a combination of etoposide, 
which is FDA-approved in SCLC only in 
combination with cisplatin, and 
carboplatin, which is used in preference 
to cisplatin for toxicity reasons, despite 
being off-label. The applicant for 
TECENTRIQ® also pointed out that 
irinotecan, a topoisomerase inhibitor 
indicated in colon and rectal cancers, is 
sometimes used in place of etoposide. 

The applicant for TECENTRIQ® also 
stated that the MS–DRG payment 
system cannot differentiate between 
patients with NSCLC and ES–SCLC and 
noted that MS–DRGs 180 (Respiratory 
Neoplasms with MCC) and 181 
(Respiratory Neoplasms with CC) are 
applicable to both diseases. The 
applicant for TECENTRIQ® also noted 
that category C34 (Malignant neoplasm 
of bronchus and lung) of the ICD–10– 
CM diagnosis coding classification 
system can be used to identify NSCLC 
and SCLC cases but does not 
differentiate between them. As a result, 
the applicant for TECENTRIQ® 
suggested both TECENTRIQ® and an 
existing technology (such as one used to 
treat NSCLC) may be assigned to either 
of these MS DRGs, even though, as 
previously noted, the NSCLC and SCLC 
patient populations are different. 

The applicant for IMFINZI® asserted 
that extensive stage small cell lung 
cancer patients are identified under 
category C34 (Malignant neoplasm of 
bronchus and lung) of the ICD–10–CM 
coding classification system. According 
to the applicant for IMFINZI®, category 
C34 is all encompassing and does not 
distinguish between the lung cancer 
subtypes. The applicant also stated that 
both non-small cell lung cancer patients 
as well as earlier stages of small cell 
lung cancer (that is, limited stage) are 
captured under category C34, all of 
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2019. 

253 TECENTRIQ (atezolizumab) [prescribing 
information]. San Francisco, CA: Genentech, Inc.; 
2020. 

254 TECENTRIQ (atezolizumab) [prescribing 
information]. San Francisco, CA: Genentech, Inc.; 
2020. 

255 U.S. Department of Health and Human 
Services. Supplemental Approval. 

https://www.accessdata.fda.gov/drugsatfda_docs/ 
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June 11, 2020. 

256 Evans WK, Shepherd FA, Feld R, Osoba D, 
Dang P, Deboer G. VP–16 and cisplatin as first-line 
therapy for smallcell lung cancer. Journal of 
Clinical Oncology. 1985;3(11):1471–1477. 
doi:10.1200/jco.1985.3.11.1471 

257 Boni C, Cocconi G, Bisagni G, Ceci G, 
Peracchia G. Cisplatin and etoposide (VP–16) as a 
single regimen for small cell lung cancer. A phase 
II trial. Cancer. 1989;63(4):638–642. doi:10.1002/ 
1097– 
0142(19890215) 
63:4<638::aidcncr2820630406>3.0.co;2–8. 

258 Byers LA, Rudin CM. Small cell lung cancer: 
Where do we go from here? Cancer. 
2014;121(5):664–672. doi:10.1002/cncr.29098. 

259 Sabari JK, Lok BH, Laird JH, Poirier JT, Rudin 
CM. Unravelling the biology of SCLC: Implications 
for therapy. Nat Rev Clin Oncol. 2017;14(9):549– 
561. doi:10.1038/nrclinonc.2017.71. 

which have differing epidemiological 
considerations and treatment 
interventions. The applicant for 
IMFINZI® concluded that patients 
diagnosed with ES–SCLC, identified 
using category C34, map to MS–DRGs 
180, 181, and 182 (Respiratory 
Neoplasms with MCC, with CC, and 
without CC/MCC, respectively). The 
applicant for IMFINZI® stated that the 
existing ICD–10–PCS coding system 
does not allow for visibility into the 
different MS–DRGs that ES–SCLC 
patients map to versus NSCLC patients, 
making it difficult to show that ES– 
SCLC patients receiving IMFINZI® 
would map to a unique MS–DRG from 
NSCLC cases, where IMFINZI® and 
other immuno-oncology therapies are 
already being used. 

To further identify the patient 
population of interest, the applicant for 
IMFINZI® searched charge level data 
from the Premier Hospital Database to 
determine which MS–DRGs these cases 
are mapping to, beyond relying on the 
broad lung cancer category C34. The 
applicant asserted that the Premier 
Hospital database is a large U.S. 
hospital-based, all payer database that 
contains discharge information from 
geographically diverse non- 
governmental, community, and teaching 
hospitals and health systems across both 
rural and urban areas. The applicant for 
IMFINZI® stated that this database 
contains data from standard hospital 
discharge files providing access to all 
procedures, diagnoses, drugs, and 
devices received for each patient 
regardless of the insurance or disease 
state. The applicant for IMFINZI® used 
charge level hospital data from the 
Premier Hospital Database to identify 
cases that used category C34 as well as 
carboplatin or cisplatin plus etoposide, 
the chemotherapy doublet specifically 
used for ES–SCLC patients. The 
applicant also looked for the use of 
prophylactic cranial irradiation (PCI), a 
type of radiation therapy used for ES– 
SCLC patients to address the frequent 
occurrence of multiple brain metastases 
associated with SCLC. Based on this 
assessment of hospital charge-level data, 
the applicant for IMFINZI® stated that 
over 60 percent of ES–SCLC patients 
map to MS–DRGs 180 (Respiratory 
Neoplasms with MCC), 181 (Respiratory 
Neoplasms with CC), and 164 (Major 
Chest Procedures with CC). We agreed 
with the applicant that patients 
receiving IMFINZI® would map to the 
same DRGs as patients receiving 
standard therapy for ES–SCLC. 

With regard to the third criterion, 
whether IMFINZI® and TECENTRIQ® 
will be used to treat the same or similar 
disease in the same or similar patient 

population when compared to existing 
therapies, the applicant for IMFINZI® 
stated that IMFINZI®, in combination 
with standard chemotherapy, represents 
a new treatment option for patients with 
extensive stage small cell lung cancer, 
demonstrating statistically and 
clinically significant improved overall 
survival as compared to standard 
chemotherapy (Hazard ratio [HR] 0.73; 
95 percent CI 0.59–0.91; p=0.0047).252 
The applicant for IMFINZI® asserted 
that IMFINZI® in combination with 
chemotherapy represents a new 
treatment option for ES–SCLC patients. 
The applicant for TECENTRIQ® stated 
the use of TECENTRIQ® in ES–SCLC 
does not involve the treatment of the 
same or a similar type of disease and the 
same or similar patient population 
when compared to an existing 
technology. 

We invited public comments on 
whether IMFINZI® or TECENTRIQ® is 
substantially similar to an existing 
technology and whether they meet the 
newness criterion. 

In the proposed rule we stated that 
both IMFINZI® and TECENTRIQ® seem 
to be intended for similar patient 
populations and would involve the 
treatment of the same conditions: 
Patients with locally advanced or 
metastatic urothelial carcinoma and 
patients with SCLC. We stated that we 
were interested in information on how 
these two technologies may differ from 
each other with respect to the 
substantial similarity criteria and 
newness criterion, to inform our 
analysis of whether IMFINZI® and 
TECENTRIQ® are substantially similar 
to each other and therefore should be 
considered as a single application for 
purposes of new technology add-on 
payments. 

Comment: The applicants for 
TECENTRIQ® and IMFINZI® each 
provided comments regarding whether 
TECENTRIQ® and IMFINZI® were 
substantially similar to the other, or to 
any existing technology. 

The applicant for TECENTRIQ® 
(Genentech) commented that 
TECENTRIQ® is a humanized 
programmed death-ligand 1 (PD–L1) 
blocking antibody (which binds to PD– 
L1 and blocks its interactions with both 
PD–1 and B7.1 receptors) with multiple 
oncology indications, including one in 
combination with carboplatin and 
etoposide for the first-line treatment of 

adult patients with ES–SCLC.253 
According to the commenter, 
TECENTRIQ® has a total of nine 
indications—two in urothelial 
carcinoma, four in NSCLC, one in triple- 
negative breast cancer, one in ES–SCLC, 
and one in hepatocellular carcinoma.254 
The commenter stated that, in addition, 
TECENTRIQ® was the first cancer 
immunotherapy to be approved for the 
first line treatment of ES–SCLC, on 
March 18, 2019; 255 and the first drug to 
improve median OS in ES–SCLC which 
has remained at ∼10 months or less 
since the 1980s.256 257 The commenter 
explained that over 40 Phase III trials 
evaluating 60+ other regimens have 
been attempted since 1970, none of 
which led to additional FDA approvals 
in first-line ES–SCLC.258 Furthermore, 
the applicant stated that the use of 
TECENTRIQ® to treat ES–SCLC also 
amounts to a paradigm shift that was 
validated by the subsequent approval of 
IMFINZI® for an almost identical 
indication. According to the applicant, 
the combination of TECENTRIQ® with 
carboplatin and etoposide is also the 
first FDA approval for the first-line 
treatment of ES–SCLC since the 
approval of carboplatin and etoposide 
alone in 1999 and prior to that, the most 
recent approval was that of cisplatin 
and etoposide, in 1985.259 The applicant 
asserted that, whereas TECENTRIQ® in 
combination with carboplatin and 
etoposide is associated with a 
statistically significant increase in 
overall survival and progression-free 
survival compared to placebo plus 
carboplatin and etoposide, this was not 
the case for the combination of 
KEYTRUDA (pembrolizumab), another 
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information]. Wilmington, DE: AstraZeneca Co.; 
2020. 

265 U.S. Department of Health and Human 
Services. Supplemental Approval. https:// 
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June 21, 2020. 
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information]. Wilmington, DE. AstraZeneca, Inc. 
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information]. Wilmington, DE. AstraZeneca, Inc. 

271 TECENTRIQ EMA Assessment report, July 25, 
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272 Paz-Ares L, et al. Durvalumab ± tremelimumab 
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study. 2020 ASCO Annual meeting, abstract 9002. 

273 TECENTRIQ® (atezolizumab) [prescribing 
information]. South San Francisco, CA. Genentech, 
Inc. 

274 National Comprehensive Cancer Network, Inc. 
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well-known PD–1 blocking antibody, 
with either carboplatin or cisplatin, and 
etoposide.260 According to the 
applicant, since March 2019, 
TECENTRIQ® in combination with 
carboplatin and etoposide has become 
the standard of care for first-line ES– 
SCLC, with over 60% of newly 
diagnosed patients receiving the 
regimen according to the applicant.261 

The applicant for TECENTRIQ® stated 
that IMFINZI® is a human PD–L1 
blocking antibody 262 (that blocks the 
interaction of PD–L1 with both PD–1 
and CD80 receptors).263 According to 
the applicant for TECENTRIQ®, 
IMFINZI® has indications in urothelial 
carcinoma, NSCLC, and, most recently, 
ES–SCLC.264 The applicant explained 
that IMFINZI® was the second cancer 
immunotherapy to be approved for the 
first-line treatment of ES–SCLC, a little 
over a year after TECENTRIQ® and after 
the deadline for the submission of the 
FY 2021 new technology add-on 
payment application, on March 27, 
2020.265 The commenter stated that 
although there are slight molecular 
differences between TECENTRIQ® and 
IMFINZI®, they both fall into the same 
class of PD–L1 blocking antibodies. The 
applicant noted that if CMS believes 
that TECENTRIQ® and IMFINZI® are 
similar, then they presume CMS will 
consider them as a single application for 
purposes of new technology add-on 
payments in a way that was analogous 
to what was done for KYMRIAH and 
YESCARTA in FY 2019 in which both 
were approved for new technology add- 
on payments. 

The applicant for IMFINZI® 
(AstraZeneca) commented that the 
addition of IMFINZI® to the standard of 
care—etoposide and platinum-based 
chemotherapy (either carboplatin or 
cisplatin)—offers a novel mechanism of 
action for the first-line treatment of ES– 

SCLC. Therefore, the applicant stated 
that IMFINZI® is not substantially 
similar to the standard of care because 
it does not have the same or similar 
mechanism of action. The applicant for 
IMFINZI® stated that it offers a new, 
unique treatment option for the specific 
patient population facing this much 
more aggressive form of lung cancer, 
small cell cancer. 

The applicant for IMFINZI® asserted 
that IMFINZI® and TECENTRIQ® are 
unique molecular entities, with unique 
active ingredients and should be 
considered separately for new 
technology add-on payments. According 
to the commenter, IMFINZI® is a 
selective, high-affinity, human IgG1 
monoclonal antibody.266 The 
commenter explained that in 
comparison, TECENTRIQ® is a 
humanized monoclonal antibody.267 268 
According to the commenter, 
theoretically, human antibodies, which 
have no non-human genetic material as 
humanized antibodies do, should have 
less immunogenicity and therefore 
induce less development of anti-drug 
antibodies (ADA).269 Also according to 
the commenter, in the CASPIAN study, 
of those who received IMFINZI®, none 
of the 201 patients tested positive for 
treatment-emergent ADA.270 The 
commenter indicated, comparatively, 
18.6% of patients were reported to have 
treatment-emergent ADA in the 
TECENTRIQ® IMPower 133 study.271 
The applicant for IMFINZI® stated that 
the two new drugs IMFINZI® and 
TECENTRIQ® were evaluated in distinct 
and differently structured clinical trials. 
The commenter explained that the 
CASPIAN trial with IMFINZI® was 
studied in combination with etoposide 
and either carboplatin or cisplatin 272 

whereas the TECENTRIQ® study 
omitted cisplatin as an option.273 The 
applicant also noted that the inclusion 
of patients with asymptomatic brain 
metastases is another aspect of the 
CASPIAN trial that differentiated the 
expected IMFINZI® patient population 
according to the applicant.274 

The applicant further stated that 
IMFINZI®’s unique ICD–10 procedure 
code which has an October 1, 2020 
effective date, is distinct from that of 
TECENTRIQ®, to enable data to be 
collected specific to each technology for 
specific uses and patient populations, 
supporting a conclusion that the 
technologies should be considered 
separately for new technology add-on 
payments. Therefore, the manufacturer 
for IMFINZI® requested that CMS 
discretely grant new technology add-on 
payments for IMFINZI®, stating that 
current evidence does not support 
consideration of new technology add-on 
payments for IMFINZI® jointly with 
another applicant. 

Response: We thank the applicants for 
their comments. After consideration of 
the public comments we received, 
although we recognize that there may be 
slight molecular differences, we believe 
IMFINZI® and TECENTRIQ® both fall 
into the same class of PD–L1 blocking 
antibodies. Also, we are not convinced 
that these differences result in the use 
of a different mechanism of action and, 
therefore, we believe that the two 
technologies’ mechanisms of action are 
the same. Furthermore, we believe that 
IMFINZI® and TECENTRIQ® are 
substantially similar to one another 
because the technologies are intended to 
treat the same or similar disease in the 
same or similar patient population— 
patients with ES–SCLC, and are 
purposed to achieve the same 
therapeutic outcome using the same or 
similar mechanism of action using PD– 
L1 blocking antibodies. 

We also believe IMFINZI® and 
TECENTRIQ® are not substantially 
similar to any other existing 
technologies because, as both applicants 
asserted in their FY 2021 new 
technology add-on payment 
applications and in their comments the 
technologies do not use the same or 
similar mechanism of action to achieve 
a therapeutic outcome as any other 
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existing drug or therapy assigned to the 
same or different MS–DRG. Based on 
the information described in this 
section, we believe IMFINZI® and 
TECENTRIQ® meet the newness 
criterion. 

We also note that proposals to create, 
delete, or revise codes under the ICD– 
10–PCS structure are referred to the 
ICD–10 Coordination and Maintenance 
Committee. The decisions of this 
committee are independent from any 
decision for new technology add on 
payments. Therefore, we do not agree 
with the commenter that the fact that 
IMFINZI® and TECENTRIQ® have 
separate codes supports a conclusion 
that the technologies should be 
considered separately for new 
technology add-on payments. 

Based on the above, we are making 
one determination regarding approval 
for new technology add-on payments 
that will apply to both applications, and 
in accordance with our policy, we use 
the earliest market availability date 
submitted as the beginning of the 
newness period for both IMFINZI® and 
TECENTRIQ®. 

We believe our current policy for 
evaluating new technology payment 
applications for two technologies that 
are substantially similar to each other is 
consistent with the authority and 
criteria in section 1886(d)(5)(K) of the 
Act. We note that CMS is authorized by 
the Act to develop criteria for the 
purposes of evaluating new technology 
add-on payment applications. For the 
purposes of new technology add-on 
payments, when technologies are 
substantially similar to each other, we 
believe it is appropriate to evaluate both 
technologies as one application for new 
technology add-on payments under the 
IPPS, for the reasons we discussed 
above and consistent with our 
evaluation of substantially similar 
technologies in prior rulemaking (82 FR 
38120). 

With respect to the newness criterion, 
as previously stated, IMFINZI® received 
FDA approval on March 27, 2020 and 
TECENTRIQ® received FDA approval 
on March 18, 2019. In accordance with 
our policy, because these technologies 
are substantially similar to each other, 
we use the earliest market availability 
date submitted as the beginning of the 
newness period for both technologies. 
Therefore, based on our policy, with 
regard to both technologies, if the 
technologies are approved for new 
technology add-on payments, we 
believe that the beginning of the 
newness period would be March 18, 
2019. 

The applicants submitted separate 
cost and clinical data, and in the 

proposed rule, we reviewed and 
discussed each set of data separately. 
However, as stated above, for this final 
rule, we will make one determination 
regarding new technology add-on 
payments that will apply to both 
applications. We believe that this is 
consistent with our policy statements in 
the past regarding substantial similarity. 
Specifically, we have noted that 
approval of new technology add-on 
payments would extend to all 
technologies that are substantially 
similar (66 FR 46915), and we believe 
that continuing our current practice of 
extending new technology add-on 
payments without a further application 
from the manufacturer of the competing 
product, or a specific finding on cost 
and clinical improvement if we make a 
finding of substantial similarity among 
two products is the better policy 
because we avoid— 

• Creating manufacturer-specific 
codes for substantially similar products; 

• Requiring different manufacturers 
of substantially similar products to 
submit separate new technology add-on 
payment applications; 

• Having to compare the merits of 
competing technologies on the basis of 
substantial clinical improvement; and 

• Bestowing an advantage to the first 
applicant representing a particular new 
technology to receive approval (70 FR 
47351). 

If substantially similar technologies 
are submitted for review in different 
(and subsequent) years, rather than the 
same year, we evaluate and make a 
determination on the first application 
and apply that same determination to 
the second application. However, 
because the technologies have been 
submitted for review in the same year, 
and because we believe they are 
substantially similar to each other, we 
consider both sets of cost data and 
clinical data in making a determination, 
and we do not believe that it is possible 
to choose one set of data over another 
set of data in an objective manner. 

As we discussed in the proposed rule 
and as stated above, each applicant 
submitted separate analyses regarding 
the cost criterion for each of their 
products, and both applicants 
maintained that their product meets the 
cost criterion. We summarize each 
analysis below. 

With respect to the cost criterion, the 
applicant for IMFINZI® conducted the 
following analysis to demonstrate that 
IMFINZI® meets the cost criterion. To 
identify cases that may be eligible for 
the use of IMFINZI®, the applicant 
searched the FY 2018 MedPAR LDS file 
for claims reporting an ICD–10–CM 
code of category C34 in combination 

with Z51.11 (Encounter for 
antineoplastic chemotherapy) or Z51.12 
(Encounter for antineoplastic 
immunotherapy). The applicant also 
included any cases within MS–DRGs 
180, 181, 182 with an ICD–10–CM 
diagnosis code from category C34 as the 
applicant suggested hospitals may not 
always capture the encounter for 
chemotherapy. Based on the FY 2018 
MedPAR LDS file, the applicant 
identified a total of 24,193 cases. Of the 
MS–DRGs with more than 11 cases, the 
applicant found 23,933 cases which 
were mapped to 12 unique MS–DRGs. 
The applicant excluded MS–DRGs with 
case volume less than 11 total cases. 

Using these 23,933 cases, the 
applicant for IMFINZI® then calculated 
the unstandardized average charges per 
case for each MS–DRG. The applicant 
determined that it did not need to 
remove any charges as IMFINZI® is not 
expected to offset historical charges 
already included within the MS–DRGs. 
The applicant asserted that ES–SCLC 
patients will receive their initial dose of 
IMFINZI® in the inpatient setting. The 
applicant for IMFINZI® then 
standardized the charges and inflated 
the charges by 1.11100 or 11.10 percent, 
the same inflation factor used by CMS 
to update the outlier threshold in the FY 
2020 IPPS/LTCH PPS final rule (84 FR 
42629). The applicant then added the 
charges for IMFINZI® by converting the 
costs to a charge by dividing the cost by 
the national average cost-to-charge ratio 
of 0.189 for drugs from the FY 2020 
IPPS/LTCH PPS final rule (84 FR 
42179). 

Based on the FY 2020 IPPS/LTCH PPS 
final rule correction notice data file 
thresholds, the average case-weighted 
threshold amount for IMFINZI® was 
$53,209. In the applicant’s analysis, the 
final inflated average case-weighted 
standardized charge per case was 
$111,093. Because the final inflated 
average case-weighted standardized 
charge per case exceeds the average 
case-weighted threshold amount, the 
applicant for IMFINZI® maintained that 
the technology meets the cost criterion. 

To identify cases that may be eligible 
for TECENTRIQ®, the applicant 
searched the FY 2018 MedPAR LDS file 
for claims reporting an ICD–10–CM 
code from category C34 and considered 
only cases where the diagnosis codes 
were in the primary or admitting 
position to differentiate ES–SCLC from 
limited-stage SCLC. Cases classified 
with one or more of 48 surgical lung 
procedure codes were not considered to 
differentiate ES–SCLC from NSCLC. 
This resulted in 33,404 cases, which the 
applicant for TECENTRIQ® indicated 
constitute what it defines as an ES– 
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275 85 FR 32,633. 
276 80 FR 49,446. 
277 84 FR 42,179. 

SCLC case through the reconciliation of 
clinical presentation, applicable ICD– 
10–CM and ICD–10–PCS codes, and 
MedPAR data fields, which mapped to 
264 MS–DRGs. 

Using these 33,404 cases, the 
applicant for TECENTRIQ® then 
calculated the unstandardized average 
charges per case for each MS–DRG. The 
applicant determined that it did not 
need to remove any charges because 
TECENTRIQ® is administered as a 
combination therapy with carboplatin 
and etoposide to treat ES–SCLC. 

The applicant for TECENTRIQ® then 
standardized the charges and inflated 
the charges by 1.11100 or 11.10 percent, 
the same inflation factor used by CMS 
to update the outlier threshold in the FY 
2020 IPPS/LTCH PPS final rule (84 FR 
42629). The applicant then added the 
estimated cost of an ES–SCLC 
TECENTRIQ® administration to the 
MedPAR cases. The applicant then 
added the charges for TECENTRIQ® by 
converting the costs to a charge by 
dividing the cost by what the applicant 
described as a conservative cost-to- 
charge ratio of 0.5. 

Based on the FY 2020 IPPS/LTCH PPS 
final rule correction notice data file 
thresholds, the average case-weighted 
threshold amount for TECENTRIQ® was 
$65,738. In the applicant’s analysis, the 
final inflated average case-weighted 
standardized charge per case for 
TECENTRIQ® was $88,561. Because the 
final inflated average case-weighted 
standardized charge per case exceeds 
the average case-weighted threshold 
amount, the applicant maintained that 
the technology meets the cost criterion. 

The applicant for TECENTRIQ® also 
provided a sensitivity analysis using 
this same methodology but considered 
only the MS–DRGs representing 1 
percent of case volume, producing a list 
of 10 MS–DRGs that cumulatively 
represent 88.31 percent of case volume, 
or 29,500 cases. Based on the FY 2020 
IPPS/LTCH PPS final rule correction 
notice data file thresholds, the average 
case weighted threshold amount was 
$56,987. In the applicant’s analysis, the 
final inflated average case-weighted 
standardized charge per case for 
TECENTRIQ® was $88,404. Because the 
final inflated average case-weighted 
standardized charge per case exceeds 
the average case-weighted threshold 
amount, the applicant maintained that 
the technology meets the cost criterion. 

The ICD–10–CM diagnosis codes and 
MS–DRGs in the cost analysis for 
IMFINZI® differ from those used in the 
cost analysis for TECENTRIQ®. 
Specifically, as noted previously, the 
applicant for TECENTRIQ® searched for 
claims with ICD–10–CM diagnosis 

codes from category C34 while the 
applicant for IMFINZI® searched for 
ICD–10–CM diagnosis codes from 
category C34 in combination with 
Z51.11 or Z51.12. As noted in the 
proposed rule, we were concerned as to 
why the diagnosis codes would differ 
between the cost analysis for IMFINZI® 
and for TECENTRIQ® as one analysis 
may lend more accuracy to the 
calculation depending on which is more 
reflective of the applicable patient 
population. 

We invited public comment on 
whether IMFINZI® or TECENTRIQ® 
meet the cost criterion. 

Comment: Genentech, the applicant 
for TECENTRIQ®, commented that 
while the cost analysis approaches 
taken for TECENTRIQ® and IMFINZI® 
are different, both independently 
concluded that the cost criterion was 
met. Regarding the contrast in selection 
of diagnostic codes, Genentech 
considered AstraZeneca’s decision to 
include patient cases of the ICD–10–CM 
category C34 in combination with the 
ICD–10–CM codes Z51.11 (Encounter 
for antineoplastic chemotherapy) or 
Z51.12 (Encounter for antineoplastic 
immunotherapy) 275 to be reasonable. 
However, the real-world scenario where 
the patient is diagnosed with ES–SCLC 
in the inpatient setting and then treated 
there due to their immediate need for 
treatment may not result in Z51.11 and/ 
or Z51.12 appearing in the 
corresponding claim, because the 
inpatient stay was not solely or 
primarily for the administration of 
chemotherapy. Regarding the 
contrasting cost-to-charge ratios, 
Genentech stated that the one used by 
Genentech (0.5) is more conservative 
than that used by AstraZeneca (0.189), 
but both can be justified. 

1. Genentech (CCR of 0.5): This was 
noted by CMS in the FY 2016 IPPS Final 
Rule, with reference to the successful 
application for NTAP of BLINCYTO.276 

2. AstraZeneca (CCR of 0.189): This 
figure was calculated by CMS, 
specifically for drugs, from FY 2017 cost 
report data.277 

The applicant for IMFINZI® also 
commented that both applicants utilized 
the ‘‘C34 Malignant neoplasm of 
bronchus and lung’’ ICD–10–CM code 
series (85 FR 32633). 

Although the same primary diagnosis 
code was used, each applicant further 
refined the patient population using 
different subsequent methods. The 
applicant for IMFINZI® stated that the 
case-weighted threshold amount 

published in the proposed rule, using 
their methodology, is $65,738. Although 
this threshold presented in the proposed 
rule and the inflated case-weighted 
standardized charges from analyses 
AstraZeneca performed were calculated 
using different methodologies, the 
applicant stated that comparing them 
suggests that IMFINZI® would meet the 
cost criterion if this analysis was 
performed with IMFINZI® charges. 

Response: We thank the applicants for 
their comments. We agree that both 
IMFINZI® and TECENTRIQ® meet the 
cost criterion. 

With respect to the substantial 
clinical improvement criterion, the 
applicant for IMFINZI® asserted that 
IMFINZI® represents a substantial 
clinical improvement over existing 
technologies because it offers a 
treatment option for a patient 
population unresponsive to currently 
available treatments. The applicant for 
IMFINZI® also stated that it represents 
a substantial clinical improvement 
because the technology reduces 
mortality, decreases disease progression, 
and improves quality of life. 

The CASPIAN clinical trial for 
IMFINZI® was a randomized, open- 
label, phase 3 trial at 209 sites across 23 
countries. Eligible patients were adults 
with untreated ES–SCLC, with World 
Health Organization (WHO) 
performance status 0 or 1 and 
measurable disease as per Response 
Evaluation Criteria in Solid Tumors 
(RECIST). Patients were randomly 
assigned (in a 1:1:1 ratio) to durvalumab 
plus platinum-etoposide; durvalumab 
plus tremelimumab plus platinum– 
etoposide; or platinum-etoposide alone. 
All drugs were administered 
intravenously. Platinum-etoposide 
consisted of etoposide 80–100 mg/m2 
on days 1–3 of each cycle with 
investigator’s choice of either 
carboplatin area under the curve 5–6 
mg/mL per min or cisplatin 75–80 mg/ 
m2 (administered on day 1 of each 
cycle). Patients received up to four 
cycles of platinum-etoposide plus 
durvalumab 1500 mg with or without 
tremelimumab 75 mg every 3 weeks 
followed by maintenance durvalumab 
1500 mg every 4 weeks in the 
immunotherapy groups and up to 6 
cycles of platinum-etoposide every 3 
weeks plus prophylactic cranial 
irradiation (investigator’s discretion) in 
the platinum-etoposide group. The 
primary endpoint was overall survival 
in the intention-to-treat population. The 
applicant for IMFINZI® stated that the 
median OS was 13.0 months (95 percent 
CI, 11.5–14.8) for patients treated with 
IMFINZI® plus chemotherapy vs. 10.3 
months (95 percent CI, 9.3–11.2) for 
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SOC chemotherapy. The results also 
showed a sustained OS benefit with 34 
percent survival at 18 months following 
treatment with IMFINZI® plus 
chemotherapy vs. 25 percent following 
SOC chemotherapy. No data was 
provided on patients treated with 
durvalumab plus tremelimumab plus 
platinum-etoposide in the interim 
analysis submitted in the application.278 

The applicant for IMFINZI® further 
stated that other key secondary 
endpoints demonstrated consistent and 
durable improvement for IMFINZI® plus 
chemotherapy, including a higher 
progression-free survival (PFS) rate at 12 
months (17.5 percent vs. 4.7 percent), a 
10 percent increase in confirmed 
objective response rate (ORR) (67.9 
percent vs. 57.6 percent), and improved 
duration of response at 12 months (22.7 
percent vs. 6.3 percent). The median 
progression-free Survival was 5.1 
months with IMFINZI® versus 5.4 
months for the control arm, which was 
not significantly different. 

The applicant for IMFINZI® stated 
that in combination with etoposide and 
platinum-based chemotherapy, 
IMFINZI® provided a significant 
improvement in survival and notable 
changes in patient reported outcomes. 
According to the applicant, patients 
receiving IMFINZI® plus etoposide and 
platinum-based chemotherapy 
experienced reduced symptom burden 
over 12 months for pre-specified 
symptoms of fatigue, appetite loss, 
cough, dyspnea, and chest pain (based 
on adjusted mean change from baseline, 
MMRM). The applicant stated a large 
difference over 12 months was observed 
for appetite loss in favor of IMFINZI® 
plus etoposide and platinum-based 
chemotherapy compared to standard of 
care etoposide and platinum-based 
chemotherapy. The applicant further 
stated that patients receiving IMFINZI® 
plus etoposide and platinum-based 
chemotherapy also experienced longer 
time to deterioration in a broad range of 
patient-reported symptoms (dyspnea, 

appetite loss, chest pain, arm/shoulder 
pain, other pain, insomnia, 
constipation, diarrhea), functioning 
(physical, cognitive, role, emotional, 
social), and Health Related Quality of 
Life (HRQoL) indicators, compared to 
cisplatin (EP).279 280 281 282 

As stated previously, the applicant 
asserted that IMFINZI® represents a 
substantial clinical improvement over 
existing technologies because it offers a 
treatment option for a patient 
population unresponsive to currently 
available treatments. The applicant 
explained that the CASPIAN study 
demonstrated the following endpoints: 
Patient population baseline 
characteristics, treatment exposure, 
overall survival (including pre-specified 
subgroups), progression-free survival, 
sites of progression, objective response 
rate, duration of response, and detailed 
safety analysis. All results provided 
comparison of the active IMFINZI® plus 
SOC chemotherapy arm to the SOC 
chemotherapy alone arm.283 

In the FY 2021 IPPS/LTCH PPS 
proposed rule (85 FR 32634), we had 
concerns that the CASPIAN study is 
ongoing, and the information is 
preliminary. Specifically, the three arms 
in the study had not yet been analyzed 
at time of application. Additionally, 
while the data show a median survival 
benefit of about 3 months with 
treatment with IMFINZI®, we stated that 
we did not see any data that 
demonstrates significant improvement 
in median progression-free survival. 
Also, while we recognized that the trials 
are ongoing and that the analysis of the 
three study arms is not complete, we 
stated that we were interested in any 
updates and additional information 
concerning adverse events to help us 
better understand the safety profile of 
IMFINZI®. 

The applicant for TECENTRIQ® 
asserted that TECENTRIQ® plus 
standard of care represents a substantial 
clinical improvement over existing 
technologies because it offers a 
treatment option for a patient 

population unresponsive to, or 
ineligible for currently available 
treatments. The applicant also 
maintained that TECENTRIQ® 
represents a substantial clinical 
improvement because the technology 
demonstrates statistically significant 
improvement in overall survival, 
statistically significant improvement in 
progression-free survival, as well as 
improved HRQoL (Health-related 
quality of life, which is an individual’s 
or a group’s perceived physical and 
mental health over time) 284 and 
reduced symptomatology. 

According to the applicant, the use of 
TECENTRIQ® in cases of ES–SCLC was 
evaluated in IMpower133, a phase III 
(efficacy) and phase I (safety), double- 
blind, placebo-controlled, randomized, 
multicenter study designed to compare 
the efficacy and safety of TECENTRIQ® 
vs. placebo in combination with 
carboplatin and etoposide in patients 
with ES–SCLC who did not receive 
prior systemic therapy.285 Over 40 
percent of the population of the 
IMpower133 clinical trial were of 
Medicare age.286 

Key inclusion criteria were as follows: 
Histologically or cytologically 
confirmed ES–SCLC as defined by the 
VA Lung Study Group staging system; 
measurable ES–SCLC according to 
RECIST version 1.1; ECOG PS of 0–1; no 
prior systemic treatment for ES–SCLC; 
and treated asymptomatic CNS 
metastases. Key exclusion criteria were 
as follows: History of autoimmune 
disease and prior treatment with CD137 
agonists or immune checkpoint 
inhibitors. 

A total of 403 patients were enrolled. 
Patients were stratified by gender, ECOG 
PS (0 or 1), and the presence of brain 
metastases. Baseline characteristics 
were comparable across both treatment 
arms. The following table summarizing 
baseline patient characteristics indicates 
that more than 40 percent of the patients 
in both treatment arms were of Medicare 
age. 
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At the time of data cutoff (April 24, 
2018), the median follow-up was 13.9 
months. The applicant stated that 
patients treated with TECENTRIQ® + 
carboplatin + etoposide experienced a 
significantly longer OS and PFS 

compared with patients treated with 
placebo + carboplatin + etoposide in the 
ITT population. The 1-year OS with 
TECENTRIQ® + carboplatin + etoposide, 
compared with the placebo + 
carboplatin + etoposide rate, was 

approximately 13 percent higher; the 1- 
year PFS was approximately 7 percent 
higher, as shown in the following table 
that summarizes Landmark Overall 
Survival and Progression-free Survival 
Rates (Data Cutoff: April 24, 2018). 

The incidence of treatment-related 
AEs was similar in both treatment arms. 
The following table provides 
information about the safety profiles 
(Data Cutoff: April 24, 2018) (safety 
population)—IMpower133. The most 
common treatment-related Grade 3/4 

AEs for TECENTRIQ® + carboplatin + 
etoposide and for placebo + carboplatin 
+ etoposide was neutropenia (22.7 
percent vs. 24.5 percent, respectively), 
anemia (14.1 percent vs. 12.2 percent), 
and decreased neutrophil count (14.1 
percent vs. 16.8 percent). Treatment- 

related deaths occurred in three patients 
in the TECENTRIQ® group (due to 
neutropenia, pneumonia, and 
unspecified cause) and three patients in 
the placebo group (due to pneumonia, 
septic shock, and cardiopulmonary 
failure). 
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More patients in the TECENTRIQ® 
group than in the placebo group 
experienced immune-related AEs, with 

rash and hypothyroidism being the most 
common. The following table 
summarizes immune-related AEs 

occurring in ≥5 patients in any 
treatment arm (data cutoff: April 24, 
2018) (safety population). 

The median treatment duration of 
TECENTRIQ® was 4.7 months (range: 0– 
1), and the median number of 
TECENTRIQ® doses administered was 7 
(range: 1–30). The median dose 
intensity, total cumulative dose, and 
median number of chemotherapy doses 
(four doses of carboplatin, 12 doses of 
etoposide) were similar in the two 
treatment groups. 

The addition of TECENTRIQ® to 
carboplatin + etoposide demonstrated a 
statistically significant improvement in 
OS and PFS compared with placebo + 
carboplatin + etoposide for the first-line 
treatment of ES–SCLC. Overall, the 
safety profiles of TECENTRIQ® + 
carboplatin + etoposide and placebo + 
carboplatin + etoposide were 
comparable to the safety profiles of each 
individual agent; no new safety signals 
were identified with the combinations. 

The applicant asserted that 
TECENTRIQ® plus standard of care 
therapy represents a substantial clinical 

improvement over existing technologies 
because it offers a treatment option for 
a patient population unresponsive to or 
ineligible for currently available 
treatments. The applicant also asserted 
that TECENTRIQ® represents a 
significant clinical improvement over 
existing technologies because the 
technology produces a statistically 
significant improvement in overall 
survival, a statistically significant 
improvement in progression-free 
survival, as well as improved HRQoL 
and reduced symptomatology. 

In the FY 2021 IPPS/LTCH PPS 
proposed rule (85 FR 32667), we stated 
we were concerned that the survival 
benefit of the addition of TECENTRIQ® 
was a median duration of only 2 months 
over standard therapy and the 
improvement on the median 
progression-free survival was less than 
one month. We were also concerned 
that the short survival and progression- 
free survival may not be clinically 

significant. Additionally, we were 
concerned that the participants did not 
have a clinically significant 
improvement in their quality of life 
given the number of AEs in the 
TECENTRIQ® treatment arm combined 
with the number of treatments given in 
that arm. 

We invited public comments on 
whether IMFINZI® or TECENTRIQ® 
meet the substantial clinical 
improvement criterion. 

Comment: Multiple commenters, 
including the applicant for 
TECENTRIQ®, remarked that outcomes 
in ES–SCLC have been poor for decades 
and that the current standard therapy of 
platinum + etoposide chemotherapy 
was introduced in the 1970’s. The 
commenters referenced multiple 
unsuccessful studies in the intervening 
decades and that TECENTRIQ® was the 
first advance to change that standard of 
care. The commenters cited the results 
from IMpower133, a randomized, 
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292 TENCENTRIQ (atezolizumab) [prescribing 
information]. San Francisco, CA: Genentech, Inc.; 
2019. 

293 Paz-Ares L, et al. Durvalumab ± tremelimumab 
+ platinum-etoposide in first-line extensive-stage 
SCLC: Updated results from the phase 3 CASPIAN 
study. 2020 ASCO Annual meeting, abstract 9002. 

placebo-controlled, phase III trial, 
which showed that the addition of 
atezolizumab to standard chemotherapy 
significantly improved survival (Horn et 
al, N Engl J Med 2018).287 The 
commenters also cited that adding 
atezolizumab to standard chemotherapy 
did not significantly worsen toxicity 
and also improved symptom control 
(Mansfield et al, Ann Oncol 2019).288 

Multiple commenters, including the 
applicant for TECENTRIQ®, remarked 
that SCLC is the most aggressive type of 
lung cancer, accounting for 10–15% of 
lung cancer cases.289 The commenters 
explained that the majority of these 
(72%) are diagnosed at the extensive 
stage,290 which is associated with a 5- 
year survival rate of only 2.9%.291 
According to the commenters, ES–SCLC 
necessitates immediate treatment, and 
TECENTRIQ® is FDA-approved to be 
administered to Medicare beneficiaries 
on the very first day of treatment.292 The 
commenters stated that ideally, this 
would be with the current best therapy, 
atezolizumab plus chemotherapy, but 
without the new technology add-on 
payment, the commenters stated that 
some patients will be treated with 
inferior therapy. The applicant stated 
that delaying immunotherapy is 
suboptimal—as a phase III study 
exploring immunotherapy after 
chemotherapy (CheckMate 451) did not 
improve survival (Owonikoko, ELCC 
2019). 

The applicant for IMFINZI® 
commented that the final analysis of the 
CASPIAN trial was presented on May 
29, 2020 at the 2020 ASCO Annual 
Meeting.293 According to the 
commenter, the final evidence 
supporting this indication demonstrated 
clinical and meaningful improvement in 

PFS and OS in the completed and final 
first experimental arm of the CASPIAN 
trial. According to the applicant, results 
from the CASPIAN trial continued to 
demonstrate improvement in OS vs EP, 
with a HR of 0.75 (95% CI 0.62–0.91; 
nominal p=0.0032); median OS 12.9 vs 
10.5 mo, respectively. 22.2% of pts were 
alive at 2 y with durvalumab + cisplatin 
or carboplatin vs 14.4% of pts with 
cisplatin or carboplatin. The study 
concluded that the addition of 
durvalumab to cisplatin or carboplatin 
continued to demonstrate improvement 
in OS compared with a robust control 
arm, further supporting this regimen as 
a new standard of care for 1L ES–SCLC 
offering the flexibility of platinum 
choice. 

Response: We appreciate the 
commenters’ input and the applicants’ 
submission of additional information to 
address the concerns presented in the 
proposed rule. 

After consideration of the public 
comments we received, we agree that 
both IMFINZI® and TECENTRIQ® 
represent a substantial clinical 
improvement over existing technologies 
because the technologies significantly 
improve clinical outcomes. These two 
treatments are the first to show 
improved overall survival in the 
treatment of ES–SCLC, an aggressive 
and deadly disease, in more than 20 
years. In summary, we have determined 
that IMFINZI® and TECENTRIQ® meet 
all of the criteria for approval of new 
technology add-on payments. Therefore, 
we are approving new technology add- 
on payments for IMFINZI® and 
TECENTRIQ® for FY 2021. As 
previously stated, cases involving 
IMFINZI® that are eligible for new 
technology add-on payments will be 
identified by ICD–10–PCS procedure 
codes XW03336 (Introduction of 
durvalumab antineoplastic into 
peripheral vein, percutaneous approach, 
new technology group 6) or XW04336 
(Introduction of durvalumab 
antineoplastic into central vein, 
percutaneous approach, new technology 
group 6). Cases involving TECENTRIQ® 
that are eligible for new technology add- 
on payments will be identified by ICD– 
10–PCS procedure codes XW033D6 
(Introduction of atezolizumab 
antineoplastic into peripheral vein, 
percutaneous approach, new technology 
group 6) or XW043D6 (Introduction of 
atezolizumab antineoplastic into central 
vein, percutaneous approach, new 
technology group 6), respectively. 

Each of the applicants submitted cost 
information for its application. The 
manufacturer of IMFINZI® stated that 
the cost of its technology is $10,833. 
The applicant projected that 6,073 cases 

will involve the use of IMFINZI® in FY 
2021. The manufacturer of 
TECENTRIQ® stated that the cost of its 
technology is $9,013.75. The applicant 
projected that 806 cases will involve the 
use of TECENTRIQ® in FY 2021. 
Because the technologies are 
substantially similar to each other, we 
believe using a single cost for purposes 
of determining the new technology add- 
on payment amount is appropriate for 
IMFINZI® and TECENTRIQ® even 
though each applicant has its own set of 
codes. We also believe using a single 
cost provides predictability regarding 
the add on payment when using 
IMFINZI® or TECENTRIQ® for the 
treatment of patients with ES–SCLC. As 
such, we believe that the use of a 
weighted average of the cost of 
IMFINZI® and TECENTRIQ® based on 
the projected number of cases involving 
each technology to determine the 
maximum new technology add-on 
payment would be most appropriate. To 
compute the weighted cost average, we 
summed the total number of projected 
cases for each of the applicants, which 
equaled 6,879 cases (6,073 plus 806). 
We then divided the number of 
projected cases for each of the 
applicants by the total number of cases, 
which resulted in the following case- 
weighted percentages: 86 Percent for 
IMFINZI® and 14 percent for 
TECENTRIQ®. We then multiplied the 
cost per case for the manufacturer 
specific drug by the case-weighted 
percentage (0.86 * $10,833 = $9,316.38 
for IMFINZI® and 0.14 * $9,013.75 = 
$1,261.93 for TECENTRIQ®). This 
resulted in a case-weighted average cost 
of $10,578.53 for the technology. Under 
§ 412.88(a)(2), we limit new technology 
add-on payments to the lesser of 65 
percent of the average cost of the device 
or 65 percent of the costs in excess of 
the MS–DRG payment for the case. As 
a result, the maximum new technology 
add-on payment for a case involving 
IMFINZI® or TECENTRIQ® is $6,875.90 
for FY 2021. 

i. Soliris 
Alexion, Inc, submitted an 

application for new technology add-on 
payments for Soliris® (eculizumab) for 
FY 2021. Soliris® is approved for the 
treatment of neuromyelitis optica 
spectrum disorder (NMOSD) in adult 
patients who are anti-aquaporin-4 
(AQP4) antibody positive. 

According to the applicant, NMOSD 
is a rare and severe condition that 
attacks the central nervous system 
without warning. The applicant 
explained that NMOSD attacks, also 
referred to as relapses, can cause 
progressive and irreversible damage to 
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the brain, optic nerve and spinal cord, 
which may lead to long-term disability, 
and in some instances, the damage may 
result in death. According to the 
applicant, the serious nature of an 
NMOSD relapse frequently requires 
inpatient hospitalization and treatment 
should be initiated as quickly as 
possible. 

According to the applicant, in 
patients with AQP4 antibody-positive 
NMOSD, the body’s own immune 
system can turn against itself to produce 
auto-antibodies against AQP4, a protein 
on certain cells in the eyes, brain and 
spinal cord that are critical for the 
survival of nerve cells. The applicant 
explained that the binding of these anti- 
AQP4 auto-antibodies activates the 
complement cascade, another part of the 
immune system. 

According to the applicant, 
complement activation by anti-AQP4 
auto-antibodies is one of the primary 
causes of NMOSD. The applicant 
explained that formation of membrane 
attack complex (MAC) is the end 
product of the activated complement 
system which is directly responsible for 
the damage to astrocytes leading to 
astrocytopathy (astrocyte death) and 
ensuing neurologic damage associated 
with NMOSD and relapses. According 
to the applicant, the primary goal of 
NMOSD treatment is to prevent these 
relapses, which over time lead to 
irreversible neurologic damage. 

According to the applicant, Soliris® is 
a first-in-class complement inhibitor 
that works by selectively inhibiting the 
complement system, a central part of the 
immune system involved in 
inflammatory processes, pathogen 
elimination, activation of the adaptive 
immune response, and maintenance of 
homeostasis. The applicant explained 
that the complement system 
distinguishes between healthy host 
cells, cell debris, apoptotic cells, and 
external pathogens. The applicant 
further explained that the complement 
system triggers a modulated immune 
response, and functions through a 
combination of effector proteins, 
receptors, and regulators. The applicant 
asserted that when the complement 
system detects a threat, an initial 
protease is activated. This protease 
(either alone or in a complex) then 
cleaves its target, which in turn becomes 
active and starts to cleave the next target 
in the chain, and so on, leading to a 
cascade. 

Per the applicant, initial activation of 
the complement system occurs via three 
different pathways, which all ultimately 
lead to the formation of the membrane 
attack complex (MAC) and release of the 
anaphylatoxins: (1) The classical 

pathway is activated by antibody- 
antigen complexes; (2) The alternative 
pathway is activated at a constant low 
level via ‘‘tick-over’’ (spontaneous 
hydrolysis) of Complement component 
3 (C3), a protein of the immune system; 
(3) The lectin pathway is activated by 
carbohydrates frequently found on the 
surface of microbes. According to the 
applicant, all pathways of complement 
activation result in the formation of C3 
convertase (‘‘proximal complement’’), 
and converge at the cleavage of C5 
leading to the generation of C5a and C5b 
by the C5 convertase enzyme complexes 
(‘‘Terminal complement’’). The 
applicant explained that C3 is the most 
abundant complement protein in 
plasma, occurring at a concentration of 
1.2 mg/mL and C3 cleavage products 
bridge the innate and the adaptive 
immune systems. The applicant also 
explained that C3a acts as an 
anaphylatoxin and is a mediator of 
inflammatory processes and C3b 
opsonizes the surface of recognized 
pathogens and facilitates phagocytosis 
and binds C3 convertase to form C5 
convertase. The applicant also 
explained that C5 convertase cleaves C5 
into C5a and C5b; C5a is chemotactic 
agent and anaphylatoxin, causing 
leukocyte activation, endothelial cell 
activation, and proinflammatory and 
prothrombotic effects. 

According to the applicant, imbalance 
between complement activation and 
regulation leads to host tissue damage, 
and congenital deficiencies in the 
complement system can lead to an 
increased susceptibility to infection. 
The applicant explained that the 
complement system is also associated 
with the pathogenesis of non-infectious 
diseases such as chronic inflammation, 
autoimmune diseases, thrombotic 
microangiopathy, transplant rejection 
reactions, ischemic, neurodegenerative 
age-associated diseases, and cancer. 
According to the applicant, the 
complement system is also recognized 
as important in the antibody-mediated 
autoimmune disease AQP4 antibody- 
positive NMOSD. The applicant stated 
that Soliris® is the first and only FDA 
approved treatment for adult patients 
with NMOSD who are AQP4 antibody- 
positive that is proven to reduce the risk 
of relapse. 

The incidence of NMOSD in the 
United States is 0.7/100,000 while the 
prevalence is 3.9/100,000 population.294 
The median onset of NMOSD is 39 years 
of age and 83 percent of cases are 

female.295 296 NMOSD was commonly 
misdiagnosed as multiple sclerosis (MS) 
in the past.297 According to the 
applicant, at least two-thirds of NMOSD 
cases are associated with aquaporin-4 
antibodies (AQP4-IgG) and complement- 
mediated damage to the central nervous 
system. 

According to the applicant, Soliris® is 
administered via an IV infusion by a 
healthcare professional. The applicant 
explained that for adult patients with 
neuromyelitis optica spectrum disorder, 
Soliris® therapy consists of 900 mg 
weekly for the first 4 weeks, followed by 
1200 mg for the fifth dose 1 week later, 
then 1200 mg every 2 weeks thereafter. 
According to the applicant, Soliris® 
should be administered at the 
recommended dosage regimen time 
points, or within 2 days of these time 
points. The applicant also explained 
that for adult and pediatric patients 
with NMOSD, supplemental dosing of 
Soliris® is required in the setting of 
concomitant plasmapheresis or plasma 
exchange, or fresh frozen plasma 
infusion (PE/PI). 

The applicant explained that Soliris® 
has a boxed warning for risk of serious 
meningococcal infections. According to 
the applicant, life-threatening and fatal 
meningococcal infections have rarely 
occurred in patients treated with 
Soliris® and can be mitigated with 
proper vaccination. The applicant 
explained that by blocking the terminal 
complement system, Soliris® increases 
the risk of meningococcal and 
encapsulated bacterial infection. 
According to the applicant, all the 
patients in a pivotal trial received 
meningococcal vaccination, and no 
cases of meningococcal infection were 
reported. The applicant also noted that 
Soliris® is available only through a 
restricted program under a Risk 
Evaluation and Mitigation Strategy 
(REMS) and under the Soliris® REMS, 
prescribers must enroll in the program. 

With respect to the newness criterion, 
FDA approved Soliris® for the 
indication of treatment of NMOSD in 
adult patients who are AQP4 antibody 
positive on June 27, 2019. Soliris® was 
first approved by FDA on March 19, 
2007 for the treatment of patients with 
paroxysmal nocturnal hemoglobinuria 
(PNH) to reduce hemolysis, followed by 
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approvals for the treatment of patients 
with atypical hemolytic uremic 
syndrome (aHUS) to inhibit 
complement mediated thrombotic 
microangiopathy, and for an efficacy 
supplement to add the indication of 
treatment of generalized myasthenia 
gravis (gMG) in adult patients who are 
anti-acetylcholine receptor (AChR) 
antibody positive. The applicant has 
applied for new technology add-on 
payments for use of Soliris® only for the 
indication of treatment of NMOSD in 
adult patients who are AQP4 antibody 
positive. The applicant stated that FDA 
granted Soliris® Orphan Drug 
Designation for the treatment of 
neuromyelitis optica on June 24, 2014. 
Additionally, the applicant stated that 
Soliris® was filed as a supplemental 
biologics license application (sBLA; 
BLA125166/S–431) for the treatment of 
NMOSD in adult patients who are AQP4 
antibody positive, which FDA assigned 
Priority Review status. 

According to the applicant, patients 
with NMOSD are currently identified by 
ICD–10–CM diagnosis code: G36.0 
Neuromyelitis optica (Devic’s 
syndrome). The applicant submitted a 
request for approval for a unique ICD– 
10–PCS procedure code for the 
administration of Soliris® beginning in 
FY 2021 and was granted approval for 
the following ICD–10–PCS procedure 
codes effective October 1, 2020: 
XW033C6 (Introduction of eculizumab 
into peripheral vein, percutaneous 
approach, new technology group 6) and 
XW043C6 (Introduction of eculizumab 
into central vein, percutaneous 
approach, new technology group 6). 

As stated previously, if a technology 
meets all three of the substantial 
similarity criteria, it would be 
considered substantially similar to an 
existing technology and, therefore, 
would not be considered ‘‘new’’ for 
purposes of new technology add-on 
payments. 

With regard to the first criterion, 
whether a product uses the same or 
similar mechanism of action to achieve 
a therapeutic outcome, according to the 
applicant, Soliris® is the only treatment 
for NMOSD that works by specifically 
inhibiting the complement cascade as 
described previously. According to the 
applicant, Soliris® is the only FDA 
approved treatment for NMOSD, 
although several off-label products are 
used to treat relapse prevention in 
NMOSD. As mentioned previously, the 
applicant explained that the formation 
of the membrane attack complex (MAC) 
is the end product of the activated 
complement system which is directly 
responsible for the damage to astrocytes 
leading to astrocytopathy (astrocyte 

death) and the ensuing neurologic 
damage associated with NMOSD and 
relapses. 

With respect to the second criterion, 
whether a product is assigned to the 
same or a different MS–DRG, the 
applicant stated that cases involving the 
administration of Soliris® will likely be 
assigned to the same MS–DRGs as other 
therapies that are currently used but not 
indicated to treat NMOSD. These 
therapies that are used off-label include 
axiothiprine, rituximab, low-dose 
steroids (prednisone), mycophenolate 
mofetil, methotrexate, mitoxantrone, 
cyclophosphamide, tacrolimus, 
tocilizumab, cyclosporin A, and plasma 
exchange. As stated previously, the 
applicant asserted that Soliris® is the 
first approved treatment for NMOSD in 
adult patients who are AQP4 antibody 
positive. 

With respect to the third criterion, 
whether the new use of the technology 
involves the treatment of the same or 
similar type of disease and the same or 
similar patient population, the applicant 
maintained that although Soliris® will 
be treating the same disease and patient 
population as currently available 
therapies, it will improve the treatment 
of NMOSD as there were previously no 
FDA labeled treatments. As stated 
previously, the applicant asserted that 
Soliris® is the first approved treatment 
for NMOSD in adult patients who are 
AQP4 antibody positive. 

In summary, the applicant asserted 
that Soliris® meets the newness 
criterion because it is the only FDA 
approved treatment for NMOSD that 
works by specifically inhibiting the 
complement cascade. We invited public 
comments on whether Soliris® is 
substantially similar to other 
technologies and whether Soliris® meets 
the newness criterion. 

Comment: One commenter asserted 
that the mechanism of action for 
Soliris® does meet the newness 
criterion. A second commenter observed 
that Soliris® was the first FDA-approved 
complement inhibitor indicated for the 
treatment of adults with AQP4 
antibody-positive NMOSD, and that this 
is a novel therapy for NMOSD. 

Response: We thank the commenters 
for their input concerning the 
application of the newness criterion to 
Soliris®. 

Based on these comments and on 
information submitted by the applicant 
as part of its FY 2021 new technology 
add-on payment application for 
Soliris®, as discussed in the proposed 
rule (85 FR 32653) and previously 
summarized, we believe that Soliris® 
has a unique mechanism of action in the 
treatment of patients with AQP4 

antibody-positive NMOSD. Therefore, 
we believe Soliris® is not substantially 
similar to existing treatment options and 
does meet the newness criterion. We 
consider the beginning of the newness 
period to commence when Soliris® was 
approved by FDA for the indication of 
treatment of NMOSD, on June 27, 2019. 

With regard to the cost criterion, the 
applicant conducted the following 
analysis to demonstrate that the 
technology meets the cost criterion. The 
applicant searched claims in the FY 
2018 MedPAR final rule dataset 
reporting an ICD–10–CM diagnosis code 
of G36.0. 

This search identified 1,151 cases 
primarily spanning 14 MS–DRGs. 
According to the applicant, cases 
representing patients who may be 
eligible for treatment with Soliris® for 
NMOSD would most likely map to MS– 
DRGs 058, 059 and 060 (Multiple 
Sclerosis and Cerebellar Ataxia with 
MCC, with CC and without CC/MCC, 
respectively)—the family of MS–DRGs 
for multiple sclerosis & cerebellar 
ataxia. According to the applicant, these 
three MS–DRGs were three of the top 
four MS–DRGs by volume to which 
cases reporting a diagnosis code G36.0 
were assigned, and together these MS– 
DRGs accounted for about 32 percent of 
the 1,151 originally identified cases 
reporting a diagnosis code G36.0. 
Consequently, the applicant limited its 
analysis to the 376 cases that grouped to 
these three MS–DRGs (058, 059 and 
060). 

The applicant performed its cost 
analysis based on the 376 claims 
assigned to MS–DRGs 058, 059 and 060. 
The applicant first removed charges for 
other technologies. According to the 
applicant, Soliris® would replace other 
drug therapies, such as azathioprine, 
methotrexate, and rituximab, among 
others. Because it is generally not 
possible to differentiate between 
different drugs on inpatient claims, the 
applicant removed all charges in the 
drug cost center. The applicant also 
removed all charges from the blood cost 
center, because Soliris® will replace 
plasma exchange procedures. Lastly, the 
applicant removed an additional 
$12,000 of cost for the plasma exchange 
procedural costs, based on an internal 
analysis of the average cost of plasma 
exchange. To convert these costs to 
charges, the applicant used the ‘‘other 
services’’ national average cost-to-charge 
ratio (0.346). According to the applicant, 
this was likely an overestimate of the 
charges that would be replaced by using 
Soliris®. 

After removing charges for the prior 
technology to be replaced, the applicant 
standardized the charges. The applicant 
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then used the 2-year inflation factor of 
11.1 percent, as published in the FY 
2020 IPPS final rule (84 FR 42629), to 
inflate the charges from FY 2018 to FY 
2020. To determine the charges for 
Soliris®, the applicant assumed 
hospitals would use the inverse of the 
national average cost to charge ratio for 
pharmacy costs (0.189) from the FY 
2020 IPPS/LTCH PPS final rule to mark- 
up charges. 

Based on the aforementioned analysis, 
the applicant computed a final inflated 
average case-weighted standardized 
charge per case of $72,940, as compared 
to a calculated threshold value of 
$44,420. Because the final inflated 
average case-weighted standardized 
charge per case exceeded the average 
case-weighted threshold amount, the 
applicant asserted that the technology 
meets the cost criterion. 

We note that, in the proposed rule, we 
inadvertently omitted the charges for 
Soliris® in the applicant’s cost analysis. 
After accounting for these charges, the 
applicant computed a final inflated 
average case-weighted standardized 
charge per case of $172,867, which 
exceeds the calculated threshold value 
of $44,420. However, as previously 
noted, the final inflated average case- 
weighted standardized charge per case 
exceeded the average case-weighted 
threshold amount even without the 
addition of charges for Soliris®. We 
invited public comments on whether 
Soliris® meets the cost criterion. 

We did not receive any public 
comments on whether Soliris® meets 
the cost criterion. Based on the 
information submitted by the applicant 
as part of its FY 2021 new technology 
add-on payment application for 
Soliris®, as discussed in the proposed 
rule (85 FR 32652 through 32655) and 
previously summarized, the final 
inflated average case-weighted 
standardized charge per case exceeded 
the average case-weighted threshold 
amount. Therefore, Soliris® meets the 
cost criterion. 

With respect to the substantial 
clinical improvement criterion, the 
applicant asserted that Soliris® 
represents a substantial clinical 
improvement over existing technologies 
because it significantly improves 
clinical outcomes relative to services or 
technologies previously available, as 
demonstrated by the applicant’s clinical 
data and patient outcomes, such as the 
prevention of relapses in patients with 
NMOSD. 

The applicant provided a randomized, 
controlled trial in support of its claims 
of reduction of first-adjudicated on-trial 

relapse with Soliris® (PREVENT).298 
The PREVENT study enrolled 143 
adults who were randomly assigned in 
a 2:1 ratio to receive intravenous 
eculizumab (at a dose of 900 mg weekly 
for the first four doses starting on day 
1, followed by 1200 mg every 2 weeks 
starting at week 4) or a matched 
placebo. The continued use of stable- 
dose immunosuppressive therapy was 
permitted. The primary endpoint 
studied was the first adjudicated 
relapse. Secondary outcomes included 
the adjudicated annualized relapse rate, 
quality-of-life measures, and the score 
on the Expanded Disability Status Scale 
(EDSS), which ranges from 0 (no 
disability) to 10 (death). Adjudicated 
relapses occurred in 3 of 96 patients (3 
percent) in the Soliris® group and 20 of 
47 (43 percent) in the placebo group 
(hazard ratio, 0.06; 95 percent 
confidence interval [CI], 0.02 to 0.20; 
P<0.001). The adjudicated annualized 
relapse rate was 0.02 in the eculizumab 
group and 0.35 in the placebo group 
(rate ratio, 0.04; 95 percent CI, 0.01 to 
0.15; P<0.001). The applicant also 
explained that 97.9 percent of patients 
on Soliris® remained NMOSD relapse 
free at 48 weeks, 96.4 percent at 96 
weeks and 96.4 percent at 144 weeks. 
There was no significant between-group 
difference in measures of disability 
progression. The mean change in the 
EDSS score was ¥0.18 in the 
eculizumab group and 0.12 in the 
placebo group (least-squares mean 
difference, ¥0.29; 95% CI, ¥0.59 to 
0.01). 

The applicant also submitted a poster 
presentation of post hoc efficacy 
analyses in pre-specified subgroups 
from the PREVENT study.299 Pre- 
specified subgroup summaries for time 
to first adjudicated relapse were based 
on immunosuppressive therapies (IST) 
use (five subgroups for concomitant IST 
use; two subgroups according to 
whether or not rituximab was 
previously used), geographic region, 
age, sex, race and randomization 
stratum. Time to first adjudicated 
relapse was increased with eculizumab 
compared with placebo in all subgroups 

analyzed. Significant treatment effects 
were observed in all subgroups for IST 
use, region, age, sex and race, except for 
the smallest subgroups in which the 
differences were similar to the others 
but did not reach nominal significance 
owing to small sizes (patients using 
other ISTs, n = 7; Black/African 
American patients, n = 17, among whom 
none of the nine patients receiving 
eculizumab experienced a relapse), and 
in patients from the Americas owing to 
the performance of the placebo arm. In 
patients who had received rituximab 
more than 3 months before the study, 
the adjudicated relapse risk reduction 
was 90.7 percent with eculizumab 
compared with placebo (p = 0.0055). 
The proportion of patients who were 
relapse-free at week 48 was consistently 
higher with eculizumab than with 
placebo in all pre-specified IST 
subgroups. 

As stated previously, the applicant 
asserted that Soliris® represents a 
substantial clinical improvement over 
existing technologies because it reduces 
relapses in patients with NMOSD. The 
applicant explained that the PREVENT 
study demonstrated several endpoints. 
The applicant explained that Soliris® 
reduced first adjudicated on-trial 
relapse with eculizumab in comparison 
to placebo with a 94 percent relative 
risk reduction (Hazard Ratio, 0.006; 
95% CI, 0.02–0.20). The applicant also 
explained that 97.9 percent of Soliris® 
patients were relapse free at 48 weeks, 
compared to 63.2 percent for the 
placebo group. The applicant further 
noted that in a subgroup of patients 
utilizing monotherapy (patients on 
eculizumab or placebo only, without 
concomitant immunosuppressant 
agents), 100 percent of Soliris® patients 
were relapse free at 48 weeks compared 
to 60.6 percent for placebo. The 
applicant also explained that in the 
PREVENT subgroup analysis presented 
as a poster, the treatment effect was 
observed regardless of whether it was 
used as a monotherapy or with 
concomitant ISTs (corticosteroids alone, 
azathioprine, mycophenolate mofetil); 
previous IST use (including rituximab); 
geographical region; age; sex; and race. 

The applicant also explained that the 
Soliris® U.S. Prescribing Information 
contains the following information on 
resource utilization in the applicant’s 
phase III trials (corticosteroid use, 
plasma exchange treatment, and 
hospitalizations): Compared to placebo- 
treated patients, the PREVENT study 
showed that Soliris®-treated patients 
had reduced annualized rates of (1) 
hospitalizations (0.04 for Soliris® versus 
0.31 for placebo), (2) of corticosteroid 
administration to treat acute relapses 
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(0.07 for Soliris® versus 0.42 for 
placebo), and (3) of plasma exchange 
treatments (0.02 for Soliris® versus 0.19 
for placebo). The applicant explained 
that annualized rates were calculated by 
dividing the total number of on-trial 
relapses requiring acute treatment 
during the study period for all patients 
by the number of patient-years in the 
study period. 

After reviewing the information 
submitted by the applicant as part of its 
FY 2021 new technology add-on 
payment application for Soliris, we 
stated in the proposed rule that we are 
concerned that the applicant provided 
only one study in support of its 
assertions of substantial clinical 
improvement, which is the PREVENT 
trial, with additional supporting 
documents all based on the same trial. 
We noted that the study compared 
Soliris to placebo but that there was no 
comparison of Soliris to currently 
available treatments to gauge real world 
efficacy, nor was there information 
about how these current treatments 
work and why they are ineffective. 
Furthermore, in the PREVENT trial, the 
applicant did not provide the dosage 
amounts for the patients on continuing 
medication in addition to placebo or 
Soliris. We stated that it is not clear to 
us if the patients receiving Soliris had 
higher dosages of continuing 
medications than those in the placebo 
group. We stated that we would be 
interested in more information about the 
dosage amounts in the treatment and 
control groups in the PREVENT trial. 
We invited public comment on whether 
Soliris® technology meets the 
substantial clinical improvement 
criterion. 

Comment: The applicant submitted 
comments in response to CMS’s 
concerns in the proposed rule regarding 
whether Soliris® meets the substantial 
clinical improvement criterion. 

With respect to the concern that the 
applicant provided only one study in 
support of its assertions of substantial 
clinical improvement, the PREVENT 
trial, the applicant responded that 
although evidence from two or more 
well-controlled studies is a common 
benchmark for demonstrating efficacy, 
regulatory agencies (including FDA) 
have acknowledged that a single 
adequate and well-controlled study can, 
in some circumstances, constitute 
sufficient basis for a demonstration of 
clinical efficacy. According to the 
applicant, reliance on single studies is 
typically limited to situations in which 
the trial has demonstrated a clinically 
meaningful effect on mortality or 
irreversible morbidity, and confirmation 
of the result with a second trial would 

be practically or ethically difficult to 
carry out. The applicant noted in this 
context that clinical trials for NMOSD in 
particular present challenges due to the 
rarity of the disease, ethical concerns 
regarding placebo-controlled designs, 
and a lack of validated outcome 
measures or biomarkers. 

According to the applicant, the 
PREVENT study was an adequately 
designed and well-controlled trial based 
on general FDA guidance on rare 
disease clinical trials and on specific 
recommendations made by the Center 
for Drug Evaluation and Research. The 
applicant reiterated that the PREVENT 
study was a large, multicenter study, 
involved a double-blind randomized 
design, and enrolled patients who 
demonstrated a large unmet medical 
need (≥2 relapses in previous 12 
months, or ≥3 relapses in previous 24 
months with a least one relapse in the 
previous 12 months). The applicant also 
pointed out that many of these patients 
were on corticosteroids and 
immunosuppressive therapies (ISTs), 
which are used off-label in patients with 
NMOSD. Finally, the applicant repeated 
several of the core findings from the 
PREVENT trial, with regard to the 
comparative effectiveness of Soliris. 

With respect to the concern that the 
PREVENT trial compared Soliris to 
placebo, but that there was no 
comparison of Soliris to currently 
available treatments to gauge real world 
efficacy, the applicant responded that at 
the start of the PREVENT trial, there 
were no other FDA-approved therapies 
for managing NMOSD. The applicant 
further asserted that even today, the 
other off-label immunosuppressant 
therapies (ISTs) used in the treatment of 
NMOSD (including corticosteroids, 
mycophenolate mofetil, azathioprine, 
tacrolimus, and rituximab) are 
employed primarily based on empiric 
evidence, but there is no uniform 
consensus on appropriate standard of 
care. Given this, in order to evaluate the 
efficacy of Soliris in NMOSD, a 
randomized, placebo-controlled trial 
was necessary, according to the 
applicant. 

The applicant also noted that the 
PREVENT trial included comparisons 
involving several of the available IST 
treatments, when used with Soliris, to 
use of the same IST treatments with 
placebo. The PREVENT trial included 
an eculizumab arm and a placebo arm, 
and patients in both arms could 
continue to receive ISTs (including 
corticosteroids, azathioprine, and/or 
mycophenolate mofetil) at stable 
dosages throughout the study. 
According to the applicant, the 
PREVENT trial demonstrated 

statistically persuasive findings showing 
the effectiveness of Soliris in preventing 
NMOSD relapses, including among the 
subset of study patients who also 
received maintenance treatment with 
ISTs. 

With respect to the concern that the 
applicant did not provide information 
about how the alternative IST 
treatments for NMOSD work, and why 
these are ineffective, the applicant 
asserted that it cannot explain how 
these current, off-label treatments work, 
but the available data, which are 
primarily from case reports and small 
prospective or retrospective studies, 
suggest that these alternatives are not 
effective. 

According to the applicant, current 
treatment goals for NMOSD rely on 
long-term stabilization of disease course 
by preventing relapses and relapse- 
associated symptoms. The available 
efficacy and safety data for the use of 
non-FDA-approved therapies in patients 
with NMOSD is primarily from case 
reports and small prospective or 
retrospective studies. In addition, 
despite increasingly common use of 
rituximab off-label as a preferred 
therapy in NMOSD, experience in 
patients with NMOSD is mostly derived 
from retrospective analyses. According 
to the applicant, approximately one- 
third of patients enrolled in PREVENT 
had previously received rituximab, but 
not within 3 months before enrolling in 
PREVENT. 

The applicant then asserted that 
available data show that current IST 
treatments are not effective in the long- 
term control of NMOSD. The applicant 
noted data from a study showing that 
the five-year prognosis of patients with 
AQP4-IgG seropositive NMOSD is: 

• 55% relapse within one year of 
onset; 

• 22% required canes, crutches, or 
braces to walk (95% CI 15%–29%); 

• 8% restricted to bed, chair, or 
wheelchair (95% CI 3%–13%); 

• 41% legally blind in one or both 
eyes (95% CI 33%–50%); and 

• 9% legally blind in both eyes (95% 
CI 4%–14%) 300 

The applicant concluded that in the 
PREVENT trial, the hazard ratio based 
on a stratified Cox proportional hazards 
model for relapse was 0.06 (95% CI, 
0.02 to 0.20) indicating that Soliris- 
treated patients experienced a 94% 
relative relapse risk reduction (p 
<0.0001) compared to patients on 
placebo. The time to the first 
adjudicated on-trial relapse was 
significantly longer in eculizumab- 
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treated patients compared to placebo- 
treated patients (p <0.0001). 

With regard to the concern that it was 
not clear if the patients in the PREVENT 
study who received Soliris had higher 
dosages of continuing IST medications 
than those in the placebo group, the 
applicant provided additional 
information on the dosage of those 
medications. The applicant 
acknowledged that the inclusion of 
patients receiving concomitant ISTs in 
PREVENT raised the possibility that the 
treatment effect ascribed to Soliris might 
have resulted from one of the other 
background therapies instead. However, 
the applicant asserted that several 
approaches were taken in PREVENT to 
mitigate the potentially confounding 
influence of concomitant ISTs. In 
particular, background IST dosages were 
not permitted to change during the trial, 
to ensure that increased IST dosages did 
not confound efficacy evaluations. Also, 
the total daily corticosteroid dose 
should not have exceeded 20 mg/day of 
prednisone or equivalent, to ensure that 
no significant imbalance between 
groups in regards to corticosteroid use 
could exist. 

The applicant also provided 
additional data showing that the average 
doses of concomitant ISTs 
(Azathioprine; Corticosteroids; 
Mycophenolate Mofetil) in patients 
randomized to the eculizumab and 
placebo groups in PREVENT were 
similar, thereby arguing against any 
imbalance between treatment groups 
that may have influenced the efficacy 
results. 

In addition, several other commenters 
wrote letters of support for the Soliris® 
new technology add-on payment 
application, in which they asserted that 
Soliris® had been shown effective in the 
PREVENT trial, and therefore that 
Soliris® meets the substantial clinical 
improvement criterion. A few of the 
commenters cited their own clinical 
experience in working with NMOSD 
patients, and either described the 
potential value of Soliris® based on 
their own experience, or based on the 
unique mechanism of action of Soliris®. 

Response: We appreciate the 
commenters’ input, including the 
additional information and analysis 
provided by the applicant in response to 
our concerns regarding substantial 
clinical improvement. After reviewing 
the information submitted by the 
applicant addressing our concerns 
raised in the proposed rule, we agree 
with the applicant that Soliris® 
represents a substantial clinical 
improvement over existing technologies 
because, based on the information 
provided by the applicant, the 

technology offers a treatment option for 
preventing relapses and improving long- 
term outcomes in the treatment of 
NMOSD, for which it is the first and 
only FDA approved treatment. 

After consideration of the public 
comments we received, we have 
determined that Soliris® meets all of the 
criteria for approval for new technology 
add-on payments. Therefore, we are 
approving new technology add-on 
payments for Soliris® for FY 2021. Cases 
involving the use of Soliris® that are 
eligible for new technology add-on 
payments will be identified by ICD–10– 
PCS procedure codes XW033C6 and 
XW043C6. 

In its application, the applicant stated 
that Soliris® is available in a 30ml 
package with a strength of 10mg/1ml. 
According to the applicant, the WAC 
per package of Soliris® is $6,523. The 
applicant stated that the typical patient 
will receive a 900mg dose each week the 
patient is in the hospital, which is 
equivalent to three packages for a cost 
of $19,569 per week. Based on the cases 
in the applicant’s sample, the applicant 
calculated that the average cost per 
hospital visit per patient for Soliris® is 
$28,416.69, which is approximately 1.45 
doses per hospital stay. However, 
according to FDA labeling, all packages 
of Soliris® are single-dose. Therefore, 
we have determined that cases 
involving Soliris® would incur an 
average cost of $32,615, which is the 
equivalent of 5 packages (900mg per 
dose × 1.45 doses per hospital stay = 
1,305mg per hospital stay/300mg per 
package = 4.35 vials). Under 
§ 412.88(a)(2), we limit new technology 
add-on payments to the lesser of 65 
percent of the costs of the new medical 
service or technology, or 65 percent of 
the amount by which the costs of the 
case exceed the MS–DRG payment. As 
a result, the maximum new technology 
add-on payment for a case involving the 
use of Soliris® is $21,199.75 for FY 
2021. 

k. The SpineJack® System 
Stryker, Inc., submitted an application 

for new technology add-on payments for 
the SpineJack® Expansion Kit 
(hereinafter referred to as the 
SpineJack® system) for FY 2021. The 
applicant described the SpineJack® 
system as an implantable fracture 
reduction system, which is indicated for 
use in the reduction of painful 
osteoporotic vertebral compression 
fractures (VCFs) and is intended to be 
used in combination with Stryker 
VertaPlex and VertaPlex High Viscosity 
(HV) bone cement. 

The applicant explained that the 
SpineJack® system is designed to be 

implanted into a collapsed vertebral 
body (VB) via a percutaneous 
transpedicular approach under 
fluoroscopic guidance. According to the 
applicant, once in place, the 
intravertebral implants are expanded to 
mechanically restore VB height and 
maintain the restoration. The applicant 
explained that the implants remain 
within the VB and, together with the 
delivered bone cement, stabilize the 
restoration, provide pain relief and 
improve patient mobility. According to 
the applicant, the SpineJack® system 
further reduces the risk of future 
adjacent level fractures (ALFs).301 

The applicant explained that the 
SpineJack® system is available in three 
sizes (4.2, 5.0 and 5.8 mm), and implant 
size selection is based upon the internal 
cortical diameter of the pedicle. 
According to the SpineJack® system 
Instructions for Use, the use of two 
implants is recommended to treat a 
fractured VB. According to the 
applicant, multiple VBs can also be 
treated in the same operative procedure 
as required. 

The applicant explained that using a 
bilateral transpedicular approach, the 
SpineJack® implants are inserted into 
the fractured VB. The applicant stated 
that the implants are then progressively 
expanded though actuation of an 
implant tube that pulls the two ends of 
the implant towards each other in situ 
to mechanically restore VB height. The 
applicant explained that the mechanical 
working system of the implant allows 
for a progressive and controlled 
reduction of the vertebral fracture.302 
The applicant stated that when 
expanded, each SpineJack® system 
implant exerts a lifting pressure on the 
fracture through a mechanism that may 
be likened to the action of a scissor car 
jack, and that the longitudinal 
compression on the implant causes it to 
open in a craniocaudal direction. The 
applicant explained that the implant is 
locked into the desired expanded 
position as determined and controlled 
by the treating physician.303 

The applicant further explained that 
once the desired expansion has been 
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obtained, polymethylmethacrylate 
(PMMA) bone cement is injected at low 
pressure into and around the implant to 
stabilize the restored vertebra, which 
leads the implant to become 
encapsulated with the delivered bone 
cement. According to the applicant, 
restoration of the anatomy and 
stabilization of the fracture results in 
pain relief as well as improved mobility 
for the patient.304 

According to the applicant, 
osteoporosis is one of the most common 
bone diseases worldwide that 
disproportionately affects aging 
individuals. The applicant explained 
that in 2010, approximately 54 million 
Americans aged 50 years or older had 
osteoporosis or low bone mass,305 
which resulted in more than 2 million 
osteoporotic fragility fractures in that 
year alone.306 The applicant stated it 
has been estimated that more than 
700,000 VCFs occur each year in the 
United States (U.S.),307 and of these 
VCFs, about 70,000 result in hospital 
admissions with an average length of 
stay of 8 days per patient.308 
Furthermore, the applicant noted that in 
the first year after a painful vertebral 
fracture, patients have been found to 
require primary care services at a rate 14 
times greater than the general 
population.309 The applicant explained 
that medical costs attributed to VCFs in 
the U.S. exceeded $1 billion in 2005 and 
are predicted to surpass $1.6 billion by 
2025.310 

The applicant explained that 
osteoporotic VCFs occur when the 
vertebral body (VB) of the spine 
collapses and can result in chronic 
disabling pain, excessive kyphosis, loss 
of functional capability, decreased 
physical activity and reduced quality of 
life. The applicant stated that as the 

spinal deformity progresses, it reduces 
the volume of the thoracic and 
abdominal cavities, which may lead to 
crowding of internal organs. The 
applicant noted that the crowding of 
internal organs may cause impaired 
pulmonary function, abdominal 
protuberance, early satiety and weight 
loss. The applicant indicated that other 
complications may include bloating, 
distention, constipation, bowel 
obstruction, and respiratory 
disturbances such as pneumonia, 
atelectasis, reduced forced vital capacity 
and reduced forced expiratory volume 
in 1 second. 

The applicant stated that if VB 
collapse is >50 percent of the initial 
height, segmental instability will ensue. 
As a result, the applicant explained that 
adjacent levels of the VB must support 
the additional load and this increased 
strain on the adjacent levels may lead to 
additional VCFs. Furthermore, the 
applicant summarized that VCFs also 
lead to significant increases in 
morbidity and mortality risk among 
elderly patients, as evidenced by a 2015 
study by Edidin et al., in which 
researchers investigated the morbidity 
and mortality of patients with a newly 
diagnosed VCF (n=1,038,956) between 
2005 to 2009 in the U.S. Medicare 
population. For the osteoporotic VCF 
subgroup, the adjusted 4-year mortality 
was 70 percent higher in the 
conservatively managed group than in 
the balloon kyphoplasty procedures 
(BKP)-treated group, and 17 percent 
lower in the BKP group than in the 
vertebroplasty (VP) group. According to 
the applicant, when evaluating 
treatment options for osteoporotic VCFs, 
one of the main goals of treatment is to 
restore the load-bearing bone fracture to 
its normal height and stabilize the 
mechanics of the spine by transferring 
the adjacent level pressure loads across 
the entire fractured vertebra and in this 
way, the intraspinal disc pressure is 
restored and the risk of adjacent level 
fractures (ALFs) is reduced. 

The applicant explained that 
treatment of osteoporotic VCFs in older 
adults most often begins with 
conservative care, which includes bed 
rest, back bracing, physical therapy and/ 
or analgesic medications for pain 
control. According to the applicant, for 
those patients that do not respond to 
conservative treatment and continue to 
have inadequate pain relief or pain that 
substantially impacts quality of life, 
vertebral augmentation (VA) procedures 
may be indicated. The applicant 
explained that VP and BKP are two 
minimally invasive percutaneous VA 
procedures that are most often used in 
the treatment of osteoporotic VCFs and 

another VA treatment option includes 
the use of a spiral coiled implant made 
from polyetheretherketone (PEEK), 
which is part of the Kiva® system. 

According to the applicant, among the 
treatment options available, BKP is the 
most commonly performed procedure 
and the current gold standard of care for 
VA treatment. The applicant stated that 
it is estimated that approximately 73 
percent of all vertebral augmentation 
procedures performed in the United 
States between 2005 and 2010 were 
BKP.311 According to the applicant, the 
utilization of the Kiva® system is 
relatively low in the U.S. and volume 
information was not available in current 
market research data.312 

The applicant stated that VA 
treatment with VP may alleviate pain, 
but it cannot restore VB height or 
correct spinal deformity. The applicant 
stated that BKP attempts to restore VB 
height, but the temporary correction 
obtained cannot be sustained over the 
long-term. The applicant stated that the 
Kiva® implant attempts to mechanically 
restore VB height, but it has not 
demonstrated superiority to BKP for this 
clinical outcome.313 

With respect to the newness criterion, 
the SpineJack® Expansion Kit received 
FDA 510(k) clearance on August 30, 
2018, based on a determination of 
substantial equivalence to a legally 
marketed predicate device. We note, 
except for this paragraph summarizing 
FDA clearance documentation and 
market availability, we refer to the 
SpineJack® Expansion Kit in this final 
rule as the SpineJack® system. The 
applicant explained that although the 
SpineJack® Expansion Kit received FDA 
510(k) clearance on August 30, 2018, 
due to the time required to prepare for 
supply and distribution channels, it was 
not available on the U.S. market until 
October 11, 2018. As we discussed 
previously, the SpineJack® Expansion 
Kit is indicated for use in the reduction 
of painful osteoporotic VCFs and is 
intended to be used in combination 
with Stryker VertaPlex and VertaPlex 
High Viscosity (HV) bone cements. In 
the FY 2021 IPPS/LTCH PPS proposed 
rule, we noted that the applicant 
submitted a request for approval for a 
unique ICD–10–PCS procedure code for 
the implantation of the SpineJack® 
Expansion Kit beginning in FY 2021. 
The applicant was granted approval for 
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314 Jacobson R et al. ‘‘Re-expansion of 
osteoporotic compression fractures using bilateral 
SpineJack implants: Early clinical experience and 

biomechanical considerations.’’ Cureus. 2019, vol 
11(4), e4572. 

315 Vanni D et al. ‘‘Third-generation percutaneous 
vertebral augmentation systems.’’ Journal of Spine 
Surgery. 2016, vol 2(1), pp. 13–20. 

316 Tutton S et al. KAST Study: The Kiva system 
as a vertebral augmentation treatment—a safety and 
effectiveness trial: A randomized, noninferiority 
trial comparing the Kiva system with balloon 
kyphoplasty in treatment of osteoporotic vertebral 
compression fractures. Spine. 2015; 40(12):865–875. 

317 Wilson D et al. An ex vivo biomechanical 
comparison of a novel vertebral compression 
fracture treatment system to kyphoplasty. Clinical 
Biomechanics. 2012; 27(4):346–353. 

the following procedure codes: 
XNU0356 (Supplement lumbar vertebra 
with mechanically expandable (paired) 
synthetic substitute, percutaneous 
approach, new technology group 6) and 
XNU4356 (Supplement thoracic 
vertebra with mechanically expandable 
(paired) synthetic substitute, 
percutaneous approach, new technology 
group 6). 

As discussed previously, if a 
technology meets all three of the 
substantial similarity criteria, it would 
be considered substantially similar to an 
existing technology and therefore would 
not be considered ‘‘new’’ for purposes of 
new technology add-on payments. 

With regard to the first criterion, 
whether a product uses the same or 
similar mechanism of action to achieve 
a therapeutic outcome, according to the 
applicant, there are several factors that 
highlight the different mechanism of 
action in treating osteoporotic VCFs 
with the SpineJack® system compared 
to other BKP implants to reduce the 
incidence of ALFs and improve midline 
VB height restoration. According to the 
applicant, these differences include 
implant construction, mechanism of 
action, bilateral implant load support 
and >500 Newtons (N) of lift pressure. 

The applicant described the 
SpineJack® system as including two 
cylindrical implants constructed from 
Titanium-6-Aluminum-4-Vanadium 
(Ti6Al4V) with availability in three 
sizes 4.2 mm (12.5 mm expanded), 5.0 
mm (17 mm expanded) and 5.8 mm (20 
mm expanded). 

According to the applicant, the 
SpineJack® system implant exerts lifting 
pressure on the fracture through a 
mechanism that may be likened to the 
action of a scissor car jack. The 
applicant explained that following the 
insertion of the implant into the 
vertebral body (VB), it is progressively 
expanded though actuation of an 
implant tube that pulls the two ends of 
the implant towards each other and the 
longitudinal compression on the 
implant causes it to open in a 
craniocaudal direction. According to the 
applicant, the force generated by the 
bilateral the SpineJack® system 
implants varies according to implant 
size, ranging from 500–1,000 Newtons 
for fracture reduction and superior 
endplate lift. In addition, the applicant 
explained that the SpineJack® system 
implant provides symmetric, broad load 
support under the fractured endplate 
and spinal column which differentiates 
the mechanism of action from BKP.314 

The applicant stated that the 
SpineJack® system implant is uniquely 
constructed from a titanium alloy, 
which the applicant claims allows for 
plastic deformation when it encounters 
the hard cortical bone of the endplate 
yet still provides the lift force required 
to restore midline VB height in the 
fractured vertebra. The applicant stated 
that the SpineJack® system notably 
contains a self-locking security 
mechanism that restricts further 
expansion of the device when extreme 
load forces are concentrated on the 
implant. As a result, the applicant 
asserted that this feature significantly 
reduces the risk of vertebral endplate 
breakage while it further allows 
functional recovery of the injured 
disc.315 

According to the applicant, the 
expansion of the SpineJack® system 
implants creates a preferential direction 
of flow for the bone cement; PMMA 
bone cement is deployed from the 
center of the implant into the VB. The 
applicant stated that when two implants 
are symmetrically positioned in the VB, 
this allows for a more homogenous 
spread of PMMA bone cement. The 
applicant asserted that the 
interdigitation of bone cement creates a 
broad supporting ring under the 
endplate, which is essential to confer 
stability to the VB. 

The applicant explained that the 
SpineJack® system implants provide 
symmetric, broad load support for 
osteoporotic vertebral collapse, which is 
based upon precise placement of 
bilateral ‘‘struts’’ that are encased in 
PMMA bone cement, whereas BKP and 
vertebroplasty (VP) do not provide 
structural support via an implanted 
device. The applicant explained that the 
inflatable balloon tamps utilized in BKP 
are not made from titanium and are not 
a permanent implant. According to the 
applicant, the balloon tamps are 
constructed from thermoplastic 
polyurethane, which have limited load 
bearing capacity. The applicant noted 
that although the balloon tamps are 
expanded within the VB to create a 
cavity for bone cement, they do not 
remain in place and are removed before 
the procedure is completed. The 
applicant explained that partial lift to 
the VB is obtained during inflation, 
resulting in kyphotic deformity 
correction and partial gains in anterior 
VB height restoration, but inflatable 
balloon tamps are deflated prior to 

removal so some of the VB height 
restoration obtained is lost upon 
removal of the bone tamps. According to 
the applicant, BKP utilizes the 
placement of PMMA bone cement to 
stabilize the fracture and does not 
include an implant that remains within 
the VB to maintain fracture reduction 
and midline VB height restoration. 

According to the applicant, the Kiva® 
system is constructed of a nitinol coil 
and PEEK–OPTIMA sheath, with sizes 
including a 4-loop implant (12 mm 
expanded) and a 5-loop implant (15 mm 
expanded), and unlike the SpineJack® 
system, is not made of titanium and 
does not include a locking scissor jack 
design. The applicant stated that the 
specific mechanism of action for the 
Kiva® system is different from the 
SpineJack® system. The applicant 
explained that during the procedure that 
involves implanting the Kiva® system, 
nitinol coils are inserted into the VB to 
form a cylindrical columnar cavity. The 
applicant stated that the PEEK–OPTIMA 
is then placed over the nitinol coil. The 
applicant explained that the nitinol coil 
is removed from the VB and the PEEK 
material is filled with PMMA bone 
cement. The applicant stated that the 
deployment of 5 coils equates to a 
maximum of height of 15 mm. The 
applicant stated that the lifting direction 
of the Kiva® system is caudate and 
unidirectional. According to the 
applicant, in the KAST (Kiva Safety and 
Effectiveness Trial) pivotal study, it was 
reported that osteoporotic VCF patients 
treated with the Kiva® system had an 
average of 2.6 coils deployed.316 
Additionally, in a biomechanical 
comparison conducted for the Kiva® 
system and BKP using a loading cycle 
of 200–500 Newtons in osteoporotic 
human cadaver spine segments filled 
with bone cement, there were no 
statistically significant differences 
observed between the two procedures 
for VB height restoration, stiffness at 
high or low loads, or displacement 
under compression.317 

The applicant summarized the 
differences and similarities of the 
SpineJack® system, BKP, and PEEK 
coiled implant as follows: (1) With 
respect to construction, the SpineJack® 
system is made of Titanium-6- 
Aluminum-4-Vanadium compared to 
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thermoplastic polyurethanes for BKP 
and nitinol and PEEK for the PEEK 
coiled implant; (2) with respect to 
mechanism of action, the SpineJack® 
system uses a locking scissor jack 
encapsulated in PMMA bone cement 
compared to hydrodynamic cavity 
creation and PMMA cavity filler for BKP 
and coil cavity creation and PEEK 
implant filled with PMMA bone cement 
for the PEEK coiled implant; (3) with 
respect to plastic deformation, the 
SpineJack® system and BKP allow for 
plastic deformation while the PEEK 
coiled implant does not; (4) with respect 
to craniocaudal expansion, the 
SpineJack® system allows for 
craniocaudal expansion, whereas BKP 
and the PEEK coiled implant do not; (5) 
with respect to bilateral load support, 
the SpineJack® system provides bilateral 
load support whereas BKP and the 
PEEK coiled implant do not; and (6) 
with respect to lift pressure of >500 N, 
the SpineJack® system provides lift 
pressure of >500 N whereas BKP and 
the PEEK coiled implant do not. The 
applicant summarized that the 
SpineJack® system is uniquely 
constructed and utilizes a different 
mechanism of action than BKP, which 
is the gold standard of treatment for 
osteoporotic VCFs, and that the 
construction and mechanism of action 
of the SpineJack® system is further 
differentiated when compared with the 
PEEK coiled implant. 

With respect to the second criterion, 
whether a product is assigned to the 
same or a different MS–DRG, the 
applicant did not specify whether it 
believed cases involving the SpineJack® 
system would be assigned to the same 
MS–DRG as existing technology. 
However, we note that the MS–DRGs 
the applicant included in its cost 
analysis were the same MS–DRGs to 
which cases involving BKP procedures 
are typically assigned. 

With respect to the third criterion, 
whether the new use of the technology 
involves the treatment of the same or 
similar type of disease and the same or 
similar patient population, the applicant 
did not specifically address whether the 
technology meets this criterion. 
However, the applicant generally 
summarized the disease state that the 
technology treats as osteoporotic VCFs, 
and described other treatment options 
for osteoporotic VCFs as including VP, 
BKP and the PEEK coiled implant. 

In summary, the applicant asserted 
that the SpineJack® system is not 
substantially similar to any existing 
technology because it utilizes a different 
mechanism of action, when compared to 
existing technologies, to achieve a 
therapeutic outcome. 

We invited public comments on 
whether the SpineJack® system is 
substantially similar to other currently 
available technologies and whether the 
SpineJack® system meets the newness 
criterion. 

Comment: Several commenters 
expressed their specific and general 
support for approval of the SpineJack® 
system for new technology add-on 
payment. Many of these commenters 
shared their academic knowledge of and 
first-hand clinical experience with 
vertebral augmentation procedures, 
including claims of familiarity and 
expertise with the use of the Kiva® 
system, BKP and the SpineJack® system. 
According to many of these 
commenters, the SpineJack® system 
provides a significant benefit beyond 
that which is achieved by other 
vertebral augmentation technology. 
Many commenters also indicated that 
the price compared to the 
reimbursement rate has been an 
impediment to use of the SpineJack® 
system in some cases. Finally, several of 
these commenters expressed their belief 
that the SpineJack® system may reduce 
costs to hospitals and the U.S. health 
system overall by preventing the onset 
of additional adjacent fractures in 
patients. 

Response: We thank the commenters 
for the analysis and feedback provided. 

Comment: The applicant submitted a 
comment restating information that was 
previously provided in their application 
for new technology add-on payment and 
described in the proposed rule and 
previously in this final rule. According 
to the applicant, the SpineJack® system 
meets the newness criterion, because it 
received FDA 510(k) clearance on 
August 30, 2018, and was commercially 
available in the United States on 
October 11, 2018. The applicant also 
explained that based on the information 
submitted in the application for new 
technology add-on payment, specifically 
regarding implant construction, 
mechanism of action, bilateral implant 
load support and lift pressure, the 
SpineJack® system has a unique 
mechanism of action to achieve a 
therapeutic outcome, compared to other 
VCF treatments. 

In response to CMS’ concern that the 
applicant did not specify whether it 
believed cases involving the SpineJack® 
system would be assigned to the same 
MS–DRGs as existing technology, the 
applicant provided additional 
clarification, and acknowledged that the 
SpineJack® system would be assigned to 
the same MS–DRGs as existing 
technology for vertebral augmentation. 

In response to CMS’ concern that the 
applicant did not specifically address 

whether the new use of the technology 
involves the treatment of the same or 
similar type of disease and the same or 
similar patient population, the applicant 
stated that the SpineJack® system is 
used in the reduction of osteoporotic 
VCFs, and does target the same or 
similar type of disease and the same or 
similar patient population as targeted by 
VP, BKP and other mechanical vertebral 
augmentation systems. 

Two commenters asserted that the 
applicant’s description of the 
mechanism of action of the SpineJack® 
system relative to other implant devices 
(including BKP and the Kiva® system) 
contained important inaccuracies, 
including with regard to the claims that 
the SpineJack® system acts uniquely to 
achieve craniocaudal expansion, 
bilateral load support, and lift pressure 
>500 Newtons. The commenters stated 
that BKP does offer craniocaudal 
expansion while creating a void for safer 
cement fill. Furthermore, with respect to 
bilateral load support, according to the 
commenters, BKP has been offered since 
1998 as a bilateral procedure option to 
maximize lift potential and reduce 
stress exerted on endplates. The 
commenters went on to explain that 
BKP provides bilateral symmetric load 
support to fractured endplates by 
providing a larger surface area when 
restoring height. Finally, the 
commenters asserted that several of the 
commenter’s claims of superiority for 
the SpineJack® system were misleading, 
and furthermore that the newest 
generation of BKP implants is capable of 
inflating to 700 psi and generating a lift 
force of 1200 Newtons. 

Another commenter made a different 
substantial similarity argument, with 
regard to the SpineJack® system and the 
Kiva® system. The commenter asserted 
that both the Kiva® system and 
SpineJack® systems use a similar 
mechanism of action (mechanical lift) to 
achieve a therapeutic outcome (reducing 
osteoporotic VCFs). The commenter 
noted that although the way the implant 
provides mechanical expansion within 
the vertebral body is different between 
the Kiva® and SpineJack® systems, both 
processes still qualify as mechanical 
expansion. The commenter described 
several other functional similarities in 
regard to the effect achieved by the 
Kiva® and SpineJack® systems, and 
further pointed out that the Kiva® 
system served as the predicate device 
for the SpineJack® system, with regard 
to the FDA 510(k) clearance process for 
the SpineJack® system. On this basis, 
the commenter asserted that the Kiva® 
and the SpineJack® system are 
substantially similar technologies. 
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One commenter expressed their 
general belief that the SpineJack® 
system meets the new technology add- 
on payment newness criterion because 
it utilizes a distinct mechanism of 
action, especially in comparison to the 
mechanisms of action utilized by the 
Kiva® system and balloon kyphopasty. 

Response: We thank the commenters 
for their input and technical comments 
with regard to the SpineJack® system 
and the newness criterion. We note that 
some of these comments rest on 
conflicting factual assertions made by 
commenters and the applicant, which 
we are unable directly to resolve. After 
consideration of the comments received, 
however, we believe that the physical 
construction and mechanism of action 
by which the SpineJack® system 
implant exerts a lift force is 
mechanically different from either the 
Kiva® system (coil) implant, or from the 
inflation mechanism of a BKP implant. 
In our view, these differences support 
that the SpineJack® system does not use 

the same or similar mechanism of action 
to achieve a therapeutic outcome and 
therefore is not substantially similar to 
prior technology. 

After consideration of the public 
comments we received and information 
submitted by the applicant as part of its 
FY 2021 new technology add-on 
payment application for the SpineJack® 
system, as discussed in the proposed 
rule (85 FR 32656) and previously in 
this final rule, we believe that the 
SpineJack® system has a unique 
mechanism of action in the treatment of 
patients with osteoporotic VCFs. 
Therefore, we believe that the 
SpineJack® system is not substantially 
similar to existing treatment options and 
meets the newness criterion. We 
consider the beginning of the newness 
period to commence following the 
approval of the SpineJack® system by 
the FDA, on the date when it became 
commercially available on the U.S. 
market, which was October 11, 2018. 

With regard to the cost criterion, the 
applicant conducted the following 
analysis to demonstrate that the 
technology meets the cost criterion. The 
applicant searched the FY 2018 
MedPAR file for inpatient hospital 
claims that reported the following ICD– 
10–PCS procedure codes: 0PS43ZZ 
(Reposition thoracic vertebra, 
percutaneous approach) in combination 
with 0PU43JZ (Supplement thoracic 
vertebra with synthetic substitute, 
percutaneous approach) and 0QS03ZZ 
(Reposition lumbar vertebra, 
percutaneous approach) in combination 
with 0QU03JZ (Supplement lumbar 
vertebra with synthetic substitute, 
percutaneous approach). According to 
the applicant, the results included cases 
involving BKP procedures. This resulted 
in 15,352 cases spanning approximately 
130 MS–DRGs, with approximately 77 
percent of those cases (n=11,841) 
mapping to the following top 6 MS– 
DRGs: 

The applicant performed two separate 
analyses with regard to the cost 
criterion, one based on 100 percent of 
the claims reporting the specified ICD– 
10–PCS procedure codes, and the 
second based on the 77 percent of 
claims mapping to the top six MS– 
DRGs. 

The applicant used the following 
methodology for both analyses. The 
applicant first removed the charges for 
the prior technology being replaced by 
the SpineJack® system. The applicant 
explained that it estimated charges 
associated with the prior technology as 
50 percent of the charges associated 
with the category Medical Surgical 
Supply Charge Amount (which 
included revenue centers 027x). The 
applicant stated that use of the 
SpineJack® system would replace some 
but not all of the device charges 
included in these claims, as some 
currently used medical and surgical 
supplies and devices would still be 
required for patients during their 
hospital stay, even after substituting the 
SpineJack® system for BKP and other 
surgical interventions. The applicant 
stated that it was unable to determine a 

more specific percentage for the 
appropriate amount of prior medical 
and surgical supply charges to remove 
from the relevant patient claims, but 
asserted that removing 50 percent of the 
charges was a conservative approach for 
calculation purposes. The applicant 
then standardized the charges and 
inflated the charges from FY 2018 to FY 
2020. The applicant reported using an 
inflation factor of 11.1 percent, as 
published in the FY 2020 IPPS final rule 
(84 FR 42629). 

The applicant then calculated and 
added the charges for the SpineJack® 
system technology by taking the 
estimated per patient cost of the device, 
and converting it to a charge by dividing 
the costs by the national average CCR 
(cost-to-charge ratio) of 0.299 for 
implantable devices from the FY 2020 
IPPS/LTCH PPS final rule (84 FR 
42179). 

We stated in the proposed rule that in 
the analysis based on 100 percent of 
claims, the applicant computed a final 
inflated average case-weighted 
standardized charge per case of 
$108,760, as compared to an average 
case-weighted threshold amount of 

$77,395. In the analysis based on 77 
percent of claims from only the top six 
MS–DRGs, the applicant computed a 
final inflated average case-weighted 
standardized charge per case of $92,904, 
as compared to an average case- 
weighted threshold amount of $72,273. 

Because the final inflated average 
case-weighted standardized charge per 
case exceeded the average case- 
weighted threshold amount under both 
analyses described previously, the 
applicant asserted that the technology 
meets the cost criterion. We invited 
public comments on whether the 
SpineJack® system meets the cost 
criterion. 

Comment: The applicant offered a 
minor typographic correction in regard 
to the charge threshold analysis that was 
included in the proposed rule for the 
SpineJack® system. The applicant 
explained that in its new technology 
add-on payment application submission 
for the SpineJack® system, the inflated 
case-weighted standardized charge per 
case was reported as $108,670 for the 
analysis based on 100 percent of claims. 
The applicant noted that a transposition 
error was made in the proposed rule, 
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318 Noriega, D., et al., ‘‘A prospective, 
international, randomized, noninferiority study 
comparing an implantable titanium vertebral 
augmentation device versus balloon kyphoplasty in 
the reduction of vertebral compression fractures 
(SAKOS study),’’ The Spine Journal, 2019, vol. 
19(11), pp. 1782–1795. 

such that this figure was incorrectly 
reported as $108,760. The applicant 
concluded that the difference between 
these figures is negligible and does not 
impact the result of the average case- 
weighted standardized charge per case 
exceeding the average case-weighted 
threshold amount. Therefore, the 
applicant maintained that the 
SpineJack® system does meet the cost 
criterion. 

Response: We thank the applicant for 
this correction and clarification with 
regard to the cost analysis for the 
SpineJack® system. 

Comment: We received comments 
that were not directly related to the cost 
analysis, including that the different 
mechanism of action, time, and 
expertise involved in the use of the 
SpineJack® system uses warrants a 
separate billable code.We also received 
comments questioning the costs 
associated with the SpineJack® system, 
including that the estimated $100,000 
cost per case appears high compared to 
the approximately $3,500 cost of other 
treatment options like kyphoplasty. 

Response: We appreciate the 
commenters’ feedback. We also note 
that proposals to create, delete, or revise 
codes under the ICD–10–PCS structure 
are referred to the ICD–10 Coordination 
and Maintenance Committee. The 
decisions of this committee are 
independent from any decision for new 
technology add on payments. 

After consideration of the public 
comments we received and based on the 
information included in the applicant’s 
new technology add-on payment 
application, we believe that the 
SpineJack® system meets the cost 
criterion. 

With regard to the substantial clinical 
improvement criterion, the applicant 
asserted that the treatment of 
osteoporotic vertebral compression 
fracture (VCF) patients with the 
SpineJack® system represents a 
substantial clinical improvement over 
existing technologies because clinical 
research supports that it reduces future 
interventions, hospitalizations, and 
physician visits through a decrease in 
adjacent level fractures (ALFs), which 
the applicant asserted are clinically 
significant adverse events associated 
with osteoporotic VCF. The applicant 
also asserted that treatment with the 
SpineJack® system greatly reduces pain 
scores and pain medication use when 
compared to BKP, which the applicant 
stated is the current gold standard in 
vertebral augmentation (VA) treatment. 
The applicant submitted eight studies to 
support that its technology represents a 
substantial clinical improvement over 
existing technologies. 

The applicant explained that the 
SpineJack® system has been available 
for the treatment of patients with 
osteoporotic VCFs for over 10 years in 
Europe. The applicant explained that, as 
a result, the SpineJack® system implant 
has been extensively studied, and 
claims from smaller studies are 
supported by the results from a recent, 
larger prospective, randomized study 
known as the SAKOS (SpineJack® 
versus Kyphoplasty in Osteoporotic 
Patients) study. The applicant cited the 
SAKOS study 318 in support of multiple 
clinical improvement claims. The 
applicant explained that the SAKOS 
study was the pivotal trial conducted in 
support of the FDA 510(k) clearance for 
the SpineJack® system and that the 
intent of the study was to compare the 
safety and effectiveness of the 
SpineJack® system with the KyphX 
Xpander Inflatable Bone Tamp (BKP) for 
treatment of patients with painful 
osteoporotic VCFs in order to establish 
a non-inferiority finding for use of the 
SpineJack® system versus balloon 
kyphoplasty procedure (BKP). 

The SAKOS study is a prospective, 
international, randomized, non- 
inferiority study comparing a titanium 
implantable vertebral augmentation 
device (TIVAD), the SpineJack® system, 
versus BKP in the reduction of vertebral 
compression fractures with a 12-month 
follow-up. The primary endpoint was a 
12-month responder rate based on a 
composite of three components: (1) 
Reduction in VCF fracture-related pain 
at 12 months from baseline by >20 mm 
as measured by a 100-mm Visual Analog 
Scale (VAS) measure, (2) maintenance 
or functional improvement of the 
Oswestry Disability Index (ODI) score at 
12 months from baseline, and (3) 
absence of device-related adverse events 
or symptomatic cement extravasation 
requiring surgical reintervention or 
retreatment at the index level. If the 
primary composite endpoint was 
successful, a fourth component (absence 
of ALF) was added to the three primary 
components for further analysis. If the 
analysis of this additional composite 
endpoint was successful, then midline 
target height restoration at 6 and 12 
months was assessed. According to the 
applicant, freedom from ALFs and 
midline VB height restoration were two 
additional superiority measures that 
were tested. According to the SAKOS 
study, secondary clinical outcomes 

included changes from baseline in back 
pain intensity, ODI score, EuroQol 5- 
domain (EQ–5D) index score (to 
evaluate quality of life), EQ–VAS score, 
ambulatory status, analgesic 
consumption, and length of hospital 
stay. Radiographic endpoints included 
restoration of vertebral body height 
(mm), and Cobb angle at each follow-up 
visit. Adverse events (AEs) were 
recorded throughout the study period. 
The applicant explained that 
researchers did not blind the treating 
physicians or patients, so each group 
was aware of the treatment allocation 
prior to the procedure; however, the 
three independent radiologists that 
performed the radiographic reviews 
were blinded to the personal data of the 
patients, study timepoints and results of 
the study. 

The SAKOS study recruited patients 
from 13 hospitals across 5 European 
countries and randomized 152 patients 
with osteoporotic vertebral compression 
fractures (OVCFs) (1:1) to either the 
SpineJack® system or BKP procedures. 
Specifically, patients were considered 
eligible for inclusion if they met a 
number of criteria, including (1) at least 
50 years of age, (2) had radiographic 
evidence of one or two painful VCF 
between T7 and L4, aged less than 3 
month, due to osteoporosis, (3) 
fracture(s) that showed loss of height in 
the anterior, middle, or posterior third 
of the VB ≥15% but ≤40%, and (4) 
patient failed conservative medical 
therapy, defined as either having a VAS 
back pain score of ≥50 mm at 6 weeks 
after initiation of fracture care or a VAS 
pain score of ≥70% mm at 2 weeks after 
initiation of fracture care. Eleven of the 
originally recruited patients were 
subsequently excluded from surgery (9 
randomized to the SpineJack® system 
and 2 to BKP). A total of 141 patients 
underwent surgery, and 126 patients 
completed the 12-month follow-up 
period (61 TIVAD and 65 BKP). The 
applicant contended that despite the 
SAKOS study being completed outside 
the U.S., results are applicable to the 
Medicare patient population, noting that 
82 percent (116 of 141) of the patients 
in the SAKOS trial that received 
treatment (the SpineJack® system or 
BKP) were age 65 or older. 

The applicant explained further that 
the FDA evaluated the applicability of 
the SAKOS clinical data to the U.S. 
population and FDA concluded that 
although the SAKOS study was 
performed in Europe, the final study 
demographics were very similar to what 
has been reported in the literature for 
U.S.-based studies of BKP. The 
applicant also explained that FDA 
determined that the data was acceptable 
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319 Lindsay R. et al., ‘‘Risk of new vertebral 
fracture in the year following a fracture,’’ Journal of 
the American Medical Association, 2001, vol. 
285(3), pp. 320–323. 

320 Ross P. et al., Pre-existing fractures and bone 
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919–923. 

321 Lin J et al. Better height restoration, greater 
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Neurosurgery. 2016; 90:391–396. 
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pressure profile after an osteoporotic vertebral 
fracture is a risk factor for adjacent vertebral body 
fracture,’’ European Spine Journal, 2008, vol. 
17(11), pp. 1522–1530. 

for the SpineJack® system 510(k) 
clearance including two clinical 
superiority claims versus BKP. 

The SAKOS study reported that 
analysis on the intent to treat 
population using the observed case 
method resulted in a 12-month 
responder rate of 89.8 percent and 87.3 
percent, for the SpineJack® system and 
BKP respectively (p=0.0016). The 
additional composite endpoint analyzed 
in observed cases resulted in a higher 
responder rate for the SpineJack® 
system compared to BKP at both 6 
months (88.1% vs. 60.9%; p<0.0001) 
and 12 months (79.7% vs. 59.3%; 
p<0.0001). Midline VB height 
restoration, tested for superiority using 
a t test with one-sided 2.5 percent alpha 
in the ITT population, was greater with 
the SpineJack® system than BKP at 6 
months (1.14±2.61 mm vs 0.31±2.22 
mm; p=0.0246) and at 12 months 
(1.31±2.58 mm vs. 0.10±2.23 mm; 
p=0.0035), with similar results in the 
per protocol (PP) population. 

Also, according to the SAKOS study, 
decrease in pain intensity versus 
baseline was more pronounced in the 
SpineJack® system group compared to 
the BKP group at 1 month (p=0.029) and 
6 months (p=0.021). At 12 months, the 
difference in pain intensity was no 
longer statistically significant between 
the groups, and pain intensity at 5 days 
post-surgery was not statistically 
different between the groups. The 
SAKOS study publication also reported 
that at each timepoint, the percentage of 
patients with reduction in pain intensity 
>20 mm was ≥90% in the SpineJack® 
system group and ≥80% in the BKP 
group, with a statistically significant 
difference in favor of SpineJack® at 1 
month post-procedure (93.8% vs 81.4%; 
p=0.03). The study also reported—(1) no 
statistically significant difference in 
disability (ODI score) between groups 
during the follow-up period, although 
there was a numerically greater 
improvement in the SpineJack® system 
group at most time points; (2) at each 
time point, the percentage of patients 
with maintenance or improvement in 
functional capacity was at or close to 
100 percent; and (3) in both groups, a 
clear and progressive improvement in 
quality of life was observed throughout 
the 1-year follow-up period without any 
statistically significant between-group 
differences. 

In the SAKOS study, both groups had 
similar proportions of VCFs with 
cement extravasation outside the treated 
VB (47.3% for TIVAD, 41.0% for BKP; 
p=0.436). No symptoms of cement 
leakage were reported. The SAKOS 
study also reported that the BKP group 
had a rate of adjacent fractures more 

than double the SpineJack® system 
group (27.3% vs. 12.9%; p=0.043). The 
SAKOS study also reported that the BKP 
group had a rate of non-adjacent 
subsequent thoracic fractures nearly 3 
times higher than the SpineJack® system 
group (21.9% vs. 7.4%) (a p-value was 
not reported for this result). The most 
common AEs reported over the study 
period were back pain (11.8 percent 
with the SpineJack® system, 9.6 percent 
with BKP), new lumbar vertebral 
fractures (11.8 percent with the 
SpineJack® system, 12.3 percent with 
BKP), and new thoracic vertebral 
fractures (7.4 percent with the 
SpineJack® system, 21.9 percent with 
BKP). The most frequent SAEs were 
lumbar vertebral fractures (8.8 percent 
with the SpineJack® system; 6.8 percent 
with BKP) and thoracic vertebral 
fractures (5.9 percent with the 
SpineJack® system, 9.6 percent with 
BKP). We also note that the length of 
hospital stay (in days) for osteoporotic 
VCF patients treated in the SAKOS trial 
was 3.8 ± 3.6 days for the SpineJack® 
system group and 3.3 ±2.4 days for the 
BKP group (p=0.926, Wilcoxon test). 

The applicant also submitted seven 
additional studies, which are described 
in more detail in this section, related to 
the applicant’s specific assertions 
regarding substantial clinical 
improvement. 

As stated previously, the applicant 
asserted that the SpineJack® system 
represents a substantial clinical 
improvement over existing technologies 
because it will reduce future 
interventions, hospitalizations, and 
physician visits through a decrease in 
ALFs. The applicant explained that 
ALFs are considered clinically 
significant adverse events associated 
with osteoporotic VCFs, citing studies 
by Lindsay et al.319 and Ross et al.320 
The applicant explained that these 
studies reported, respectively, that 
having one or more VCFs (irrespective 
of bone density) led to a 5-fold increase 
in the patient’s risk of developing 
another vertebral fracture, and the 
presence of two or more VCFs at 
baseline increased the risk of ALF by 
12-fold. The applicant asserted that 
analysis of the additional composite 
endpoint in the SAKOS study 
demonstrated statistical superiority of 
the SpineJack® system over BKP 
(p<0.0001) for freedom from ALFs at 

both 6 months (88.1 percent vs. 60.9 
percent) and 12 months (79.7 percent 
vs. 59.3 percent) post-procedure. The 
applicant noted that the results were 
similar on both the intent to treat and 
PP patient populations. In addition, the 
applicant asserted the SpineJack® 
system represents a substantial clinical 
improvement because in the SAKOS 
study, compared to patients treated with 
the SpineJack® system, BKP-treated 
patients had more than double the rate 
of ALFs (27.3 percent vs. 12.9 percent; 
p=0.043) and almost triple the rate of 
non-adjacent thoracic VCFs (21.9 
percent vs. 7.4 percent). 

The applicant also asserted 
superiority with respect to mid-vertebral 
body height restoration with the 
SpineJack® system. The applicant 
explained that historical treatments of 
osteoporotic VCFs have focused on 
anterior VB height restoration and 
kyphotic Cobb angle correction; 
however, research indicates that the 
restoration of middle VB height may be 
as important as Cobb angle correction in 
the prevention of ALFs.321 

According to the applicant, the 
depression of the mid-vertebral endplate 
leads to decreased mechanics of the 
spinal column by transferring the 
person’s weight to the anterior wall of 
the level adjacent to the fracture, and as 
a result the anterior wall is the most 
common location for ALFs. The 
applicant further asserted that by 
restoring the entire fracture, including 
mid-VB height, the vertebral disc above 
the superior vertebral endplate is re- 
pressurized and transfers the load 
evenly, preventing ALFs.322 The 
applicant stated that the SpineJack® 
system showed superiority over BKP 
with regard to midline VB height 
restoration at both 6 and 12 months, 
pointing to the SAKOS study results in 
the intent to treat population at 6 
months (1.14±2.61 mm vs 0.31±2.22 
mm; p=0.0246) and 12 months 
(1.31±2.58 mm vs. 0.10±2.23 mm; 
p=0.0035) post-procedure. The 
applicant noted that similar results were 
also observed in the PP population (134 
patients in the intent-to-treat population 
without any major protocol deviations). 

The applicant also provided two 
prospective studies, a retrospective 
study, and two cadaveric studies in 
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325 Ibid. 
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used,’’ Clinical Biomechanics, 2013, vol. 28, pp. 
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cadaveric study,’’ The Spine Journal, 2015, vol. 15, 
pp. 1092–1098. 

332 Ibid. 
333 Ibid. 

support of its assertions regarding 
superior VB height restoration. The 
applicant stated that in a prospective 
comparative study by Noriega D., et 
al.,323 VB height restoration outcomes 
utilizing the SpineJack® system were 
durable out to 3 years. This study was 
a safety and clinical performance pilot 
that randomized 30 patients with 
painful osteoporotic vertebral 
compression fractures to the SpineJack® 
system (n=15) or BKP (n=15).324 
Twenty-eight patients completed the 3- 
year study (14 in each group). The 
clinical endpoints of analgesic 
consumption, back pain intensity, ODI, 
and quality of life were recorded 
preoperatively and through 36-months 
post-surgery.325 Spine X-rays were also 
taken 48 hours prior to the procedure 
and at 5 days, 6, 12, and 36 months 
post-surgery.326 The applicant 
explained that over the 3-year follow-up 
period, VB height restoration and 
kyphosis correction was better 
compared to BKP, specifically that VB 
height restoration and kyphotic 
correction was still evident at 36 
months with a greater mean correction 
of anterior VB height (10 ± 13% vs 2 ± 
8% for BKP, p=0.007) and midline VB 
height (10 ± 11% vs 3 ± 7% for BKP, 
p=0.034), while there was a larger 
correction of the VB angle (¥4.97° ± 
5.06° vs 0.42° ± 3.43°; p=0.003) for the 
SpineJack® system group. The applicant 
stated that this study shows superiority 
with regards to VB height restoration. 

The applicant asserted that 
Arabmotlagh M., et al., also supported 
superiority with regard to VB height 
restoration. Arabmotlagh M., et al. 
reported a single-arm observational case 
series of the SpineJack® system. They 
enrolled 42 patients with osteoporotic 
vertebral compression fracture of the 
thoracolumbar, who were considered for 
kyphoplasty, 31 of whom completed the 
clinical and radiological evaluations up 
to 12 months after the procedure.327 
According to materials provided by the 
applicant, the purpose of the study was 
to evaluate the efficacy of kyphoplasty 
with the SpineJack® system to correct 
the kyphotic deformity and to analyze 

parameters affecting the restoration and 
maintenance of spinal alignment. The 
applicant explained that the mean VB 
height calculated prior to fracture was 
2.8 cm (standard deviation (SD) of 0.47), 
which decreased to 1.5 cm (SD of 0.59) 
after the fracture. According to the 
applicant, following the procedure 
performed with the SpineJack® system 
device, the VB height significantly 
increased to 1.9 cm (SD of 0.64; p<0.01), 
but was reduced to 1.8 cm (SD of 0.61; 
p<0.01) at 12 months post-procedure. 
We note that according to Arabmotlagh 
M., et al. (2018), these results were 
specifically for mean anterior VB height. 
The study does not appear to report 
results for midline VB height.328 The 
applicant also stated that the mean 
kyphotic angle (KA) calculated prior to 
fracture was -1° (SD of 5.8), which 
increased to 13.4° (SD of 8.1) after the 
fracture. The applicant also stated that 
following the procedure performed with 
the SpineJack® system device, KA 
significantly decreased to 10.8° (SD of 
9.1; p<0.01); however, KA correction 
was lost at 12 months post-procedure 
with an increase to 13.3° (SD of 9.5; 
p<0.01). 

The applicant provided a Lin et al., 
retrospective study of 75 patients that 
compared radiologic and clinical 
outcomes of kyphoplasty with the 
SpineJack® system to vertebroplasty 
(VP) in treating osteoporotic vertebral 
compression fractures to support its 
assertions regarding superiority with 
regard to midline VB height 
restoration.329 The applicant stated that 
the radiologic outcomes from this study 
were: (1) The mean KA and mean KA 
restoration was more efficient after the 
SpineJack® system than VP at all time 
points (up to 1 year), except for mean 
KA observed postoperatively at 1 week; 
and (2) the mean middle VB heights and 
mean VB height restoration was more 
favorable after the SpineJack® system 
than VP.330 We note that this study did 
not compare the SpineJack® system to 
BKP, which the applicant stated is the 
gold-standard in vertebral 
augmentation. 

In the two cadaveric studies, Kruger 
A., et al. (2013) and Kruger A., et al. 
(2015), wedge compression fractures 
were created in human cadaveric 
vertebrae by a material testing machine 

and the axial load was increased until 
the height of the anterior edge of the VB 
was reduced by 40 percent.331 The VBs 
were fixed in a clamp and loaded with 
100 N in a custom made device. In 
Kruger A., et al. (2013), vertebral heights 
were measured at the anterior wall as 
well as in the center of the vertebral 
bodies in the medial sagittal plane in 36 
human cadaveric vertebrae pre- and 
post-fracture as well as after treatment 
and loading in (27 vertebrae were 
treated with the SpineJack® system with 
different cement volumes (maximum, 
intermediate, and no cement), and 9 
vertebrae were treated with BKP). In 
Kruger A., et al. (2015), anterior, central, 
and posterior height as well as the Beck 
index were measured in 24 vertebral 
bodies pre-fracture and post-fracture as 
well as after treatment (twelve treated 
with the SpineJack® system and twelve 
treated with BKP). 

The applicant asserted that Kruger A., 
et al. (2013) showed superiority on VB 
height restoration and height 
maintenance, and summarized that: (1) 
Height restoration was significantly 
better for the SpineJack® system group 
compared to BKP; (2) height 
maintenance was dependent on the 
cement volume used; and (3) the group 
with the SpineJack® system without 
cement nevertheless showed better 
results in height maintenance, yet the 
statistical significance could not be 
demonstrated.332 

The applicant asserted that Kruger A., 
et al. (2015) showed superiority on VB 
height restoration, because the height 
restoration was significantly better in 
the SpineJack® system group compared 
with the BKP group. The applicant 
explained that the clinical implications 
include a better restoration of the 
sagittal balance of the spine and a 
reduction of the kyphotic deformity, 
which may relate to clinical outcome 
and the biological healing process.333 

The applicant also asserted that use of 
the SpineJack® system represents a 
substantial clinical improvement with 
respect to pain relief. According to the 
applicant, pain is the first and most 
prominent symptom associated with 
osteoporotic VCFs, which drives many 
elderly patients to seek hospital 
treatment and negatively impacts on 
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their quality of life. The applicant 
provided the SAKOS randomized 
controlled study, a prospective 
consecutive observational study, and a 
retrospective case series to support its 
assertions regarding pain relief with the 
SpineJack® system. 

The applicant cited the SAKOS trial 
for statistically significant greater pain 
relief achieved at 1 month and 6 months 
after surgery with the SpineJack® 
system. The applicant summarized that 
in the SAKOS trial (1) progressive 
improvement in pain relief was 
observed over the follow-up period in 
the SpineJack® system group only; (2) 
the decrease in pain intensity versus 
baseline was more pronounced in the 
SpineJack® system group compared to 
the BKP group at 1 month (p=0.029) and 
6 months (p=0.021); and (3) at each time 
point, the percentage of patients with 
reduced pain intensity >20 mm was ≥90 
percent in the SpineJack® system group 
and ≥80 percent in the BKP group, with 
a statistically significant difference in 
favor of the SpineJack® system at 1 
month post-procedure (93.8% vs 81.5%; 
p=0.030). The applicant also noted that 
although continued pain score 
improvements were seen out to 1 year 
for patients treated with the SpineJack® 
system, the difference between the 
treatment groups did not meet statistical 
significance (p=0.061). 

The applicant also explained that in 
the SAKOS study, at 5 days after 
surgery, there were significantly fewer 
patients taking central agent 
medications in the SpineJack® system 
implant-treated group as compared to 
those in the BKP-treated group (SJ 7.4% 
vs. BKP 21.9%, p=0.015). According to 
the applicant, central analgesic agents 
included medications such as non- 
steroidal anti-inflammatory drugs 
(NSTATEDS), salicylates, or opioid 
analgesics. 

The applicant also cited a prospective 
consecutive observational study by 
Noriega D., et al. for statistically 
significant pain relief immediately after 
surgery and at both 6 and 12 months. 
Noriega D., et al. was a European 
multicenter, single-arm registry study 
that aimed to confirm the safety and 
clinical performance of the SpineJack® 
system for the treatment of vertebral 
compression fractures of traumatic 
origin (no comparison procedure).334 
The study enrolled 103 patients (median 
age: 61.6 years) with 108 VCFs due to 
trauma (n=81), or traumatic VCF with 
associated osteoporosis (n=22) who had 

the SpineJack® system procedure. 
Twenty-three patients withdrew from 
the study before the 12-month visit. 

The study reported a significant 
improvement in back pain at 48 hours 
after the SpineJack® system procedure, 
with the mean VAS pain score 
decreasing from 6.6 ± 2.6 cm at baseline 
to 1.4 ± 1.3 cm (mean change: ¥5.2 ± 
2.7 cm; p<0.001) (median relative 
decrease in pain intensity of 81.5 
percent) for the total study population. 
Noriega D., et al. also reported that the 
improvement was maintained over the 
12-month follow-up period and similar 
results were observed with both pure 
traumatic VCF and traumatic VCF in 
patients with osteoporosis. The 
traumatic VCF with osteoporosis sub- 
group had a mean change of ¥5.5 
(SD=1.9) (median relative change of 
81.0%) (p<0.001) at 48 hours post- 
surgery (n=22), and ¥5.7 (SD=2.3) mean 
change (90.3% median relative change) 
(p<0.001) at 12 months (n=16). The 
applicant stated that this study 
supported a claim of statistically 
significant pain relief immediately after 
surgery and at both 6 and 12 months. 

The applicant summarized that (1) 
pain relief and improvements in pain 
scores were statistically significant 
immediately after treatment (48–72 
hours) and at 6 and 12 months following 
surgery (p<0.001); and (2) the mean 
improvement between baseline and at 
48–72 hours after the procedure (n=31) 
was ¥4.6 (2.6) (p<0.001), while the 
mean improvement between baseline 
and at the 12-month follow-up (n=22) 
was ¥6.0 (3.4) (p<0.001). We note that 
Noriega D., et al. did not report results 
for 6 months (although it does include 
results for 3 months versus baseline) 
and does not include the results of mean 
improvement stated by the applicant.335 
It is also unclear if the applicant 
intended to rely on the overall results of 
the study or the subgroup of traumatic 
VCF with osteoporosis. 

The applicant also cited a 
retrospective case series, Renaud C., et 
al., for statistically significant pain relief 
after surgery with the SpineJack® 
system. Renaud C., et al., included 77 
patients with a mean age of 60.9 years 
and 83 VCFs (51 due to trauma and 32 
to osteoporosis) treated with 164 
SpineJack® system devices (no 
comparison procedure).336 The 
applicant summarized that—(1) pain 
relief was statistically significant 

(p<0.001), with a pain score decrease 
from 7.9 pre-operatively to 1.8 at 1 
month after the procedure; (2) the pain 
score improvement was 77 percent at 
hospital discharge and gradually 
increased to 86 percent after 1 year 
following surgery; and (3) the study 
outcomes demonstrated that the 
SpineJack® system provided both 
immediate and long-lasting pain relief. 

After reviewing the information 
submitted by the applicant as part of its 
FY 2021 new technology add-on 
payment application for the SpineJack® 
system, we noted that the results of the 
SAKOS trial did not appear to have 
been corroborated in any other 
randomized controlled study. 
Additionally, although the applicant 
stated that BKP is the gold standard in 
VA, we noted that there appeared to be 
a lack of data comparing the SpineJack® 
system to other existing technology, 
such as the PEEK coiled implant (the 
Kiva® system), particularly since the 
PEEK coiled system was considered the 
predicate device for the SpineJack® 
system FDA 510(k) clearance. 
Furthermore, we noted that there 
appeared to be a lack of data comparing 
the SpineJack® system to conservative 
medical therapy, although there was an 
active study posted on clinicaltrials.gov 
comparing the SpineJack® system to 
conservative orthopedic management, 
the latter consisting of brace and pain 
medication in acute stable traumatic 
vertebral fractures in subjects aged 18 to 
60 years old. The clinicaltrials.gov entry 
indicated that findings should be 
forthcoming in 2020. 

Additionally, we noted that two 
recent systematic reviews of the 
management of vertebral compression 
fracture (Buchbinder et al. for Cochrane 
(2018), Ebeling et al. (2019) for the 
American Society for Bone and Mineral 
Research (ASBMR)) did not support 
vertebral augmentation procedures due 
to lack of evidence compared to 
conservative medical management.337 
The ASBMR recommended more 
rigorous study of treatment options 
including ‘‘larger sample sizes, 
inclusion of a placebo control and more 
data on serious AEs (adverse events).’’ 
We invited public comment on whether 
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338 Beall D et al., ‘‘Review of vertebral 
augmentation: An updated meta-analysis of the 
effectiveness,’’ International Journal of Spine 
Surgery, 2018, vol. 12(3), pp. 295–321. 

339 Wardlaw D et al. Efficacy and safety of balloon 
kyphoplasty compared with non-surgical care for 
vertebral compression fracture (FREE): A 

randomised controlled trial. Lancet. 2009; 
373(9668):1016–1024. 

340 Boonen S et al. Balloon kyphoplasty for the 
treatment of acute vertebral compression fractures: 
2-year results from a randomized trial. Journal of 
Bone and Mineral Research. 2011; 26(7):1627–1637. 

341 Van Meirhaeghe J et al. A randomized trial of 
balloon kyphoplasty and nonsurgical management 
for treating acute vertebral compression fractures: 
Vertebral body kyphosis correction and surgical 
parameters. Spine. 2013; 38(12):971–983. 

342 Beall D et al. Prospective and multicenter 
evaluation of outcomes for quality of life and 
activities of daily living for balloon kyphoplasty in 
the treatment of vertebral compression fractures: 
The EVOLVE trial. Neurosurgery. 2019; 84(1):169– 
178. 

the SpineJack® system meets the 
substantial clinical improvement 
criterion. 

Comment: The applicant submitted 
comments in response to CMS’s 
concerns in the FY 2021 IPPS/LTCH 
PPS proposed rule regarding whether 
the SpineJack® system meets the 
substantial clinical improvement 
criterion. 

With respect to the FY 2021 IPPS/ 
LTCH PPS proposed rule concern that 
recent systematic reviews of the 
management of VCF for Cochrane and 
ASBMR did not support vertebral 
augmentation procedures due to lack of 
evidence compared to conservative 
medical management, the applicant 
responded that the latest clinical 
evidence and a policy statement from 
the International Society for the 
Advancement of Spine Surgery (ISASS) 
do provide robust support for the use of 
vertebral augmentation (VA) over non- 
surgical management (NSM) in the 
treatment of osteoporotic VCFs. 

According to the applicant, a recent 
systematic review and meta-analysis by 
Beall et al. (2018) 338 included 25 
prospective studies (either level 1 or 
level 2 evidence), comparing vertebral 
augmentation over NSM for the 
treatment of thoracic and lumbar VCFs. 
Again according to the applicant, the 
Beall meta-analysis reportedly found 
that both balloon kyphoplasty (BKP)- 
treated patients and vertebroplasty (VP)- 
treated patients had significantly greater 
pain reduction over those treated with 
NSM. 

Relatedly, the applicant pointed to a 
policy statement released by the ISASS 
in 2018, the medical society concluded 
that, based upon the body of clinical 
evidence available for the international 
spine community, it could ‘‘confidently 
advocate that there is strong support for 
vertebral augmentation in the treatment 
of symptomatic VCFs.’’ 

The applicant also pointed to recent 
Local Coverage Determinations on 
percutaneous vertebral augmentation 
(PVA) for osteoporotic VCF, published 
by the seven regional Medicare 
Administrative Contractors (MACs). 
According to the applicant, the LCD for 
Noridian in particular stated that the 
preponderance of evidence (including 
empirical studies) favors consideration 
of PVA in select osteoporotic VCF 
patients. 

Finally, the applicant asserted that the 
SAKOS trial for the SpineJack® system 
was specifically designed to address the 

ASBMR recommendations for more 
rigorous study of VCF treatments, 
through larger study sample sizes, 
inclusion of a placebo control, and more 
data on serious adverse events. 

With respect to the FY 2021 IPPS/ 
LTCH PPS proposed rule concern that 
the results of the SAKOS trial have not 
been corroborated in any other 
randomized controlled trial, and 
regarding the lack of data comparing the 
SpineJack® system to technologies other 
than BKP (like the Kiva® system PEEK 
coiled implant), the applicant 
responded that multiple randomized 
trials are often not conducted to 
corroborate level one evidence that has 
been published in a peer-reviewed 
journal, such as the SAKOS trial data for 
the SpineJack® system. 

The applicant also stated that at least 
16 supporting journal articles had been 
cited in its new technology add-on 
payment application, highlighting the 
significant clinical benefit of the 
SpineJack® system for osteoporotic 
VCFs. 

With regard to the Kiva® system, the 
applicant stated that the Kiva® system 
was found to be non-inferior to BKP, but 
not superior to BKP, in the Kiva® 
system’s own randomized clinical trial 
study. According to the applicant, 
because the Kiva® system was not found 
superior to BKP, has not been widely 
adopted in the United States, and 
because the SpineJack® system was 
found superior to BKP on some 
outcomes in the SAKOS trial, the 
applicant concluded that the Kiva® 
system was not an appropriate clinical 
comparator for study. 

With respect to the FY 2021 IPPS/ 
LTCH PPS proposed rule concern that 
there is a lack of data comparing the 
SpineJack® system to conservative 
medical therapy (or non-surgical 
management, NSM), the applicant 
asserted that substantial clinical 
evidence may be found throughout the 
published medical literature on 
improved outcomes with BKP compared 
to NSM when treating patients with 
osteoporotic VCFs. According to the 
applicant, examples of publications that 
highlight the benefits of BKP treatment 
include those from the FREE (Fracture 
Reduction Evaluation) trial, which 
describe rapid pain reduction and 
clinical improvements in function and 
quality of life, as well as radiologic 
improvements in VB height and 
kyphotic angulation, among BKP-treated 
patients vs. NSM-treated 
patients.339 340 341 A publication from 

the EVOLVE trial also illustrates 
significant improvements in pain scores, 
functional capability, and quality of life 
among osteoporotic patients treated 
with BKP.342 

The applicant then cited to several 
additional studies showing mortality 
and survival benefits associated with 
BKP and VP procedures in the treatment 
of VCF, as compared to NSM. According 
to the applicant, based upon the body of 
evidence available, the use of NSM as a 
comparator treatment to the SpineJack® 
system for a new clinical study would 
not be in the best interest of 
osteoporotic VCF patients. This is 
primarily due to the increased risk of 
morbidity and mortality that has been 
reported in this patient population, 
particularly among the elderly. 

With regard to the active study noted 
by CMS listed on ClinicalTrials.gov 
(NCT02657265) that compares the 
SpineJack® system to conservative 
orthopedic management, the applicant 
noted that this is an ongoing trial in 
Europe that has been designed to treat 
patients with acute traumatic VCFs, 
rather than osteoporotic VCFs. Patients 
enrolled in this study are between the 
ages of 18 to 60, which reflects the 
younger age demographic found among 
traumatic VCF patients. Since patients 
65 years and older are not included in 
the study population, the results from 
this European trial will not be 
applicable to the Medicare patient 
population with osteoporotic VCFs. 
Finally, the applicant provided 
additional clarifications or minor 
corrections with regard to several 
specific studies that were cited in the 
new technology add-on payment 
application, for which CMS noted an 
interpretive question or concern. The 
clarifications provided by the applicant 
addressed each of Lin et al. (2016), 
Arabmotlagh et al. (2018), and Noriega 
et al. (2015). The applicant also 
requested the correction of a minor 
typographical error in the FY 2021 IPPS 
proposed rule regarding the SAKOS 
study results for one of the values 
concerning VB height restoration at 12 
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multicenter evaluation of outcomes for quality of 
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vertebroplasty for vertebral compression fractures 
due to osteoporosis. AJNR 2014;35:2227–36. 

349 Beall DP, Chambers MR, Thomas S, Amburgy 
J, Webb JR, Goodman BS, et al. Prospective and 
multicenter evaluation of outcomes for quality of 

Continued 

months. Specifically, according to the 
applicant, for the midline VB height 
restoration reported at 12 months for the 
SpineJack® system compared to BKP in 
the SAKOS trial, an inadvertent error 
appears in the standard deviation value 
for the BKP data reported in the 
proposed rule. The applicant stated this 
value should be revised as follows to 
match the SAKOS trial publication: ‘‘12 
months (1.31 ± 2.58 mm vs. 0.10 ± 2.34 
mm; p=0.0035) post-procedure.’’ 

One commenter who is a 
manufacturer of BKP implants made 
several criticisms of the evidence put 
forward by the applicant, with regard to 
whether the SpineJack® system meets 
the substantial clinical improvement 
criterion. The commenter emphasized 
that although the applicant cited the 
SAKOS study as the basis for 
concluding that the SpineJack® system 
meets the substantial clinical 
improvement criterion, the SAKOS 
study compared the SpineJack® system 
to older BKP technology (KyphX), rather 
than to the most current BKP technology 
available at the time of the study 
(Xpander II and Express II). According 
to the commenter, these second- 
generation balloons have been available 
since 2014, generate lift force in excess 
of 1200 Newtons, and are the only BKP 
products indicated for the cement 
resistance technique, whereby one bone 
tamp is left in place during cement 
injection and curing to maximize height 
restoration in a collapsed vertebral 
body. The commenter suggested that if 
the SAKOS study had compared the 
SpineJack® system to these second- 
generation BKP implants, then the 
SpineJack® system might not have 
demonstrated superior performance on 
secondary outcome measures. 

The commenter also offered several 
additional criticisms of the SAKOS 
study. The commenter pointed out that 
the SAKOS study design did not involve 
an even distribution of the spine levels 
treated across study arms, and that it is 
possible that a difference in the levels 
treated could have contributed to the 
reduction of ALFs in the SpineJack® 
system group. The commenter asserted 
that the vertebral levels T11–L1 are 
commonly known for higher number of 
fractures, and that these spinal segments 
had 14 more levels treated with BKP 
than with the SpineJack® system in the 
SAKOS study. According to the 
commenter, further analysis would be 
needed to determine if the location of 
fractures had an effect on the occurrence 
of ALFs between the two study arms in 
SAKOS. The commenter also pointed 
out that it was unclear whether there 
was any difference in the two treatment 

groups’ bone density metrics, as this 
was not disclosed in the SAKOS study. 

The commenter went on to emphasize 
that the clinical comparison in the 
SAKOS study demonstrated the 
SpineJack® system was non-inferior to 
BKP at the time of the primary endpoint 
(12 months); however, there was no 
significant difference between groups in 
pain intensity visual analog scale (VAS) 
score at the final time point, and no 
difference in Oswestry Disability Index 
(ODI) or the EQ–5D health status 
questionnaire at any time point during 
the study. The commenter 
acknowledged that SAKOS 
demonstrated superiority for the 
SpineJack® system for mid-vertebral 
height restoration, but emphasized that 
measures of anterior height, posterior 
height, and cobb angle showed no 
difference across the study arms, within 
the secondary endpoints. The 
commenter also observed that the 
SAKOS study showed a similar number 
of adverse events between study arms, 
with the SpineJack® system population 
seeing a higher percentage of serious 
adverse events. 

Finally, the commenter disputed the 
applicant’s assertion that vertebral 
augmentation treatment with 
vertebroplasty may alleviate pain, but 
cannot restore vertebral body height or 
correct spinal deformity. The 
commenter likewise disputed the 
applicant’s assertion that BKP attempts 
to restore vertebral body height, but the 
temporary correction obtained cannot be 
sustained over the long-term (85 FR 
32656). In countering the applicant’s 
assertions, the commenter referenced 
three published articles with empirical 
evidence regarding the impact of BKP 
on kyphotic angle and VB height 
restoration.343 344 345 

Another commenter provided a 
detailed technical criticism of several 
aspects of the SAKOS trial, and asserted 
that the SpineJack® system does not 
meet the substantial clinical 
improvement criterion. This commenter 
also stated that the BKP arm of the 
SAKOS study used an older generation 
of balloon implants with less ability to 
deliver lift force and to improve VB 
height. The commenter asserted that in 
order to claim superiority for the 
SpineJack® system, the SAKOS trial 
should have used the newer generation 
balloon implants, and that the failure to 
do so calls into question the SAKOS 
findings of improved height restoration 

and reduced ALFs for the SpineJack® 
system. 

The commenter also noted that the 
SAKOS study reported an exceedingly 
high 40% rate of disc space 
extravasation in the balloon 
kyphoplasty arm. The commenter 
disputed that this high rate of disc space 
extravasation is typical based on the 
literature on BKP, and the commenter 
cited to two BKP trials which found 
much lower rates of disc space 
extravasation.346 347 According to the 
commenter, the high rate of disc 
extravasation in the BKP arm of the 
SAKOS trial calls into question the 
claims that the SpineJack® system 
reduced the occurrence of ALFs, since 
disc extravasation has itself been shown 
to induce ALFs in other empirical 
studies. The commenter also suggested 
that the difference in ALFs across the 
two SAKOS study arms could also help 
to explain the finding of improved pain 
intensity scores for the SpineJack® 
system at different secondary time 
points. 

The commenter offered several 
additional criticisms with regard to the 
SAKOS study, including that fractures 
in the T11–L1 junctional zone were not 
evenly distributed across study arms, 
and might have mediated the observed 
difference in the occurrence of ALFs. 
The commenter also raised questions 
about whether the degree of 
osteoporosis was held consistent across 
the SAKOS study arms, and whether the 
inclusion criteria for SAKOS (requiring 
an initial period of at least 6 weeks of 
conservative medical therapy) might 
make the study findings less applicable 
to the American Medicare population 
generally. The commenter challenged 
the applicant’s assertion that BKP does 
not sustain VB height recovery over the 
long term, and the commenter provided 
several citations to empirical studies 
stating the contrary.348 349 350 351 352 353 
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352 Significantly Better Height Restoration vs. 
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353 Gu C., Brinjikji W., Evans A., et al. Outcomes 
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The commenter challenged the 
importance of the SAKOS finding of 
superiority for the SpineJack® system on 
mid-vertebral height restoration, and 
reiterated that the SAKOS study 
findings on measures of anterior VB 
height, posterior VB height, and Cobb 
Angle measurements showed no 
differences between the SpineJack® 
system and BKP. 

The commenter further noted that the 
applicant only cited one study to 
support the statement that ‘‘research 
indicates that the restoration of middle 
VB height may be as important as Cobb 
angle correction in the prevention of 
ALFs,’’ and the commenter asserted that 
the cited study does not actually 
support that statement. 

The commenter concluded that the 
current medical standard for prevention 
of ALFs remains the Cobb angle and 
anterior VB height measurements. 
Finally, the commenter also challenged 
the applicant’s assertion that ‘‘by 
restoring the entire fracture, including 
mid-VB height, the vertebral disc above 
the superior vertebral endplate is re- 
pressurized and transfers the load 
evenly, preventing ALFs,’’ based on 
results from a single cadaveric study. 

Several commenters agreed that the 
SpineJack® system provides pain 
reduction based on their clinical 
experiences. Several commenters also 
agreed that patients are either pain-free 
or nearly pain-free based on their 
clinical experiences. One commenter 
agreed that the SpineJack® system 
would theoretically decrease pain based 
on the study provided. Several 
commenters believed that decreased 
pain enhances activities of daily living 
(ADLs) and overall quality of life for 
older patients, which may further 
reduce long term care resource 
consumption. Several commenters also 
expressed their belief that the pain 
reduction the SpineJack® system 
provides causes patients to require less 

opioid prescriptions for pain. The 
commenters cited both the inability of 
the older adult population to tolerate 
opioids, the abuse or dependency 
potential for patients, and potential for 
misuse by persons other than the 
prescribed as benefits of a reduction in 
opioid prescriptions written and 
dispensed. 

Many commenters agreed that they 
have seen evidence of increased VB 
height restoration in their clinical 
experience, and many commenters 
believed based on their clinical 
experiences that the SpineJack® system 
is superior to other product options for 
these fractures. Commenters cited 
improved posture, sagittal alignment, 
improved pulmonary function, and/or 
better disc health. Several commenters 
also noted that the SpineJack® system is 
especially useful in certain subsets of 
patients, with commenters citing 
various subgroups including older 
patients, patients who have already 
experienced previous compression 
fractures, who have complex fractures, 
who have fractures under 3 months old, 
who have older fractures, who have 
greater than 25% vertebral body height 
loss, and/or who have mild to moderate 
retropulsion of the posterior endplate. 
Several commenters further noted that 
in their clinical experience the 
SpineJack® system requires less cement 
for stabilization, leading to less risk of 
cement leakage. 

Many commenters believed that the 
SpineJack® system will reduce ALFs 
based on their clinical experience, or on 
review of the SAKOS study. A few 
commenters believed that the 
SpineJack® system allows patients to 
have increased posture correction and 
locomotion, and that, combined with 
the reduced ALFs, will lead to a higher 
quality of life in the future. Many 
commenters asserted that the 
SpineJack® system is their preferred 
treatment option generally. 

One commenter believed that the 
literature regarding vertebral 
augmentation techniques is inconsistent 
because of multiple guidelines from 
various societies that are inconsistent 
with each other. The commenter 
believed this disagreement leads to 
variation in the methodology of research 
papers to evaluate this technique. The 
commenter asserted that as a result, the 
large Cochrane and ASBMR reviews are 
conglomerations of heterogeneous data 
which will invariably show no 
statistical difference. 

A few commenters believed that 
conservative medical management as an 
option for patients with VCFs is no 
longer an accepted standard of care. One 
commenter stated the ASBMR view is 

inconsistent with multiple Medicare 
Administrative Contractor local 
coverage determinations, which indicate 
that earlier intervention in some 
patients is supported by the literature. 

A few commenters believed that the 
SAKOS study was well designed despite 
the lack of a control arm, and supported 
its claims, including with regard to 
ALFs, VB height, and superior pain 
relief. One commenter believed that 
BKP was the correct comparator for the 
SAKOS study as the Kiva® system was 
unable to demonstrate improvement 
over BKP in a separate study. 

Response: We appreciate all the 
comments received related to the 
SpineJack® system, and we have taken 
them into consideration in making our 
determination, including the applicant’s 
submission of additional information to 
address the concerns presented in the 
proposed rule and the comments 
expressing concerns with the design and 
results of the SAKOS study. 

After consideration of the public 
comments received, we believe that 
commenters have addressed our 
concerns regarding whether the 
SpineJack® system meets the substantial 
clinical improvement criterion and that 
the SpineJack® system represents a 
substantial clinical improvement over 
existing technologies based on the data 
received from commenters. The data 
provided from the commenters with 
clinical experience with vertebral 
augmentation procedures and the 
SpineJack® system which included 
improved pain, VB height restoration 
and ALF outcomes for patients with 
osteoporotic VCFs when compared with 
existing treatments demonstrates 
substantial clinical improvement. 

After consideration of the public 
comments we received, we have 
determined that the SpineJack® system 
meets all of the criteria for approval for 
new technology add-on payments. 
Therefore, we are approving new 
technology add-on payments for the 
SpineJack® system for FY 2021. Cases 
involving the use of the SpineJack® 
system that are eligible for new 
technology add-on payments will be 
identified by ICD–10–PCS procedure 
codes XNU0356 (Supplement lumbar 
vertebra with mechanically expandable 
(paired) synthetic substitute, 
percutaneous approach, new technology 
group 6) and XNU4356 (Supplement 
thoracic vertebra with mechanically 
expandable (paired) synthetic 
substitute, percutaneous approach, new 
technology group 6). 

In its application, the applicant 
estimated that the average cost of the 
SpineJack® system is $5,622.64 per 
patient. Under § 412.88(a)(2), we limit 
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new technology add-on payments to the 
lesser of 65 percent of the average cost 
of the technology, or 65 percent of the 
costs in excess of the MS–DRG payment 
for the case. As a result, the maximum 
new technology add-on payment for a 
case involving the use of the SpineJack® 
system is $3,654.72 for FY 2021. 

j. WavelinQTM (4F) EndoAVF System 
Becton Dickinson & Company (BD) 

submitted an application for new 
technology add-on payments for the 
WavelinQTM (4F) EndoAVF System for 
FY 2021. According to the applicant, the 
predicate device, the WavelinQTM (6F) 
EndoAVF System (formerly named the 
everlinQ endoAVF system) received 
FDA marketing authorization on June 
22, 2018 for the indication of the 
creation of an arteriovenous fistula 
(AVF) using concomitant ulnar artery 
and ulnar vein or concomitant radial 
artery and radial vein in patients with 
minimum artery and vein diameters of 
2.0 mm at the fistula creation site who 
have chronic kidney disease and need 
hemodialysis. On February 6, 2019 the 
FDA cleared the WavelinQTM (4F) 
EndoAVF System via its 510(k) 
(premarket notification). The 
WavelinQTM 4F EndoAVF System is 
indicated for the creation of an AVF 
using concomitant ulnar artery and 
ulnar vein or concomitant radial artery 
and radial vein in patients with 
minimum artery and vein diameters of 
2.0 mm at the fistula creation site who 
have chronic kidney disease and need 
hemodialysis. It is our understanding 
that the WavelinQTM (4F) EndoAVF 
System replaces the WavelinQTM (6F) 
EndoAVF System. The applicant noted 
that it is applying for new technology 
add-on payments for the WavelinQTM 
(4F) EndoAVF System and not the 
WavelinQTM (6F) EndoAVF System. The 
applicant also noted that the 
WavelinQTM (4F) EndoAVF System has 
been cleared to treat both the radial 
arteries and veins and the ulnar arteries 
and veins. Per the applicant, the only 
difference between the two technologies 
and their respective approvals is the 
size of the catheters (6F vs. 4F) and the 
expanded indication to treat the radial 
arteries and veins for the WavelinQTM 
(4F) EndoAVF System. 

Hemodialysis, a form of treatment for 
kidney failure patients, is a procedure 
that removes wastes, salts, and fluid 
from a patient’s blood when the kidneys 
can no longer perform these functions. 
To receive dialysis, patients require a 
vascular access, such as an 
arteriovenous (AV) fistula, to connect to 
the dialysis machine. 

The applicant asserted that 
Endovascular AV fistula creation with 

the WavelinQTM (4F) EndoAVF System 
is achieved using flexible magnetic- 
guided arterial and venous catheters 
that utilize radiofrequency energy and 
includes vascular embolization of the 
brachial vein, fistulogram, angiography 
(to fluoroscopically guide placement of 
the arterial magnetic catheter), and 
venography (to fluoroscopically guide 
placement and alignment of the venous 
magnetic radiofrequency [RF] catheter), 
ultrasound, and final fistulogram to 
document AV fistula creation). 

The applicant asserted that the 
following ICD–10–CM diagnosis codes 
are applicable to the WavelinQTM (4F) 
EndoAVF System: N18.4 (Chronic 
kidney disease, stage 4), N18.5 (Chronic 
kidney disease, stage 5), and N18.6 (End 
stage renal disease). The applicant also 
asserted that the following ICD–10–PCS 
procedure codes identify cases 
involving use of the WavelinQTM (4F) 
EndoAVF System: 03193ZF (Bypass 
right ulnar artery to lower arm vein, 
percutaneous approach), 031A3ZF 
(Bypass left ulnar artery to lower arm 
vein, percutaneous approach), 031B3ZF 
(Bypass right radial artery to lower arm 
vein, percutaneous approach), and 
031C3ZF (Bypass left radial artery to 
lower arm vein, percutaneous 
approach). 

As stated previously, if a technology 
meets all three of the substantial 
similarity criteria, it would be 
considered substantially similar to an 
existing technology and, therefore, 
would not be considered ‘‘new’’ for 
purposes of new technology add-on 
payments. 

With regard to the first criterion, 
whether a product uses the same or a 
similar mechanism of action to achieve 
a therapeutic outcome, the applicant 
asserted that the WavelinQTM (4F) 
EndoAVF System uses a different 
mechanism of action than any 
commercially available technology on 
the market for hemodialysis fistula 
creation. The applicant stated the 
WavelinQTM (4F) EndoAVF System is 
not an open surgical approach, and that 
this is the first differentiating factor 
from previous methods used to create an 
arteriovenous fistula. The applicant also 
explained that WavelinQTM (4F) 
EndoAVF System consists of flexible 
magnetic-guided arterial and venous 
catheters that utilize radiofrequency 
energy to create a communicating 
channel between the arterial and venous 
system via an endovascular approach. 
Additionally, the applicant explained 
that as part of the procedure, the 
WavelinQTM (4F) EndoAVF System also 
requires vascular embolization of the 
brachial vein, fistulogram, angiography, 
venography, and ultrasound, as 

discussed above. The applicant asserted 
that in summary, the endovascular 
creation of an AV fistula using 
radiofrequency energy delivered 
through magnetic-guided catheters is a 
unique mechanism of action. 

The applicant indicated the Ellipsys® 
Vascular Access System (Avenu 
Medical) has recently been granted 
marketing authorization by the FDA 
(January 25, 2019). The applicant 
asserted that while Ellipsys® is also an 
endovascular method of creating an AV 
fistula, there are several important 
points of differentiation between the 
two devices and their corresponding 
procedures. According to the applicant, 
there are different mechanisms of 
action, procedural processes, and 
anatomical locations of fistula creation 
as follows: 

• Fistula creation: WavelinQTM 
utilizes radiofrequency ablation; 
Ellipsys® utilizes thermal resistance 
(heat). 

• Embolization: WavelinQTM requires 
coil embolization of the brachial vein at 
the time of EndoAVF creation; Ellipsys® 
does not. 

• Guidance: WavelinQTM utilizes 
magnetic catheters to guide and align 
the location of the EndoAVF creation 
site and Ellipsys® does not have a 
mechanism for aligning the fistula 
creation site. 

• Fistula location: WavelinQTM offers 
two options for fistula creation 
compared to Ellipsys®: First, the 
WavelinQTM can create a fistula 
between the concomitant ulnar artery 
and ulnar vein. According to the 
applicant, this is an unused vascular 
bed for traditional surgical fistula 
options which does not interfere with 
necessary blood flow for hemodialysis 
purposes, thus preserving all future 
surgical AV fistula options such as 
radiocephalic, brachiocephalic, and 
brachiobasilic fistulas. Second, the 
WavelinQTM can create a fistula 
between the concomitant radial artery 
and radial vein. This method eliminates 
the ability to perform a future 
radiocephalic fistula. In comparison, the 
Ellipsys® device is only able to create a 
fistula from the proximal radial artery to 
the perforating vein, thus eliminating 
any future use of a radiocephalic fistula. 

• Access methods: WavelinQTM 
accesses both the arterial system and 
venous system and Ellipsys® utilizes 
only the venous system. 

• Imaging: There are different 
methods of visualization in that 
WavelinQTM uses including ultrasound 
and fluoroscopy, whereas Ellipsys® only 
uses ultrasound. 

• Subsequent procedures: Ellipsys® 
requires a secondary balloon 
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angioplasty procedure at a later date, 
while WavelinQTM does not. 

• Procedure Times and Complexity: 
EndoAVF creation with WavelinQTM is 
an 85-minute procedure, whereas 
EndoAVF creation with Ellipsys® is a 
23-minute procedure, which the 
applicant states represents a marked 
difference in procedure complexities. 

With regard to the second criterion, 
whether a product is assigned to the 
same or a different MS–DRG, the 
applicant asserted that its MS–DRG 
analysis showed that cases using the 
WavelinQTM (4F) EndoAVF System will 
most often be mapped to MS–DRG 264 
(Other Circulatory System O.R. 
Procedures), per the assignment of 
recently created ICD–10–PCS codes for 
endovascular fistula creation. The 
applicant anticipated that cases using 
the Ellipsys® Vascular Access System 
will also be frequently mapped to this 
MS–DRG as MS–DRG 264 is the most 
common MS–DRG for patients with 
surgical AV fistula creations. As such, 
the applicant does not see a difference 
in MS–DRG assignment between 
WavelinQTM (4F) EndoAVF procedures, 
other endovascular AVF systems, and 
traditional surgical AV fistula creation 
procedures. 

With regard to the third criterion, 
whether the use of the new technology 
involves the treatment of the same or 
similar type of disease and the same or 
similar patient population when 
compared to an existing technology, the 
applicant stated the WavelinQTM (4F) 
EndoAVF System is indicated for the 
creation of an arteriovenous fistula 
using concomitant ulnar artery and 
ulnar vein or concomitant radial artery 
and radial vein in patients with 
minimum artery and vein diameters of 
2.0 mm at the fistula creation site who 
have chronic kidney disease and need 
hemodialysis. The applicant further 
explained that the diagnoses associated 
with this treatment and the patient 
population are similar to those treated 
by existing procedures and technologies 
that are commercially available, such as 
surgical AV fistula creation and the 
Ellipsys® Vascular Access System. 

As stated above, the WavelinQTM (6F) 
EndoAVF System received FDA 
approval on June 22, 2018 for use in the 
ulnar arteries and veins. The 
WavelinQTM (4F) EndoAVF System is 
an expanded access of the WavelinQTM 
(6F) EndoAVF System and received 
FDA clearance on February 6, 2019 for 
use in the radial arteries and veins as 
well as the ulnar arteries and veins. In 
the proposed rule, we stated that it 
seems that for purposes of use in the 
ulnar arteries and veins, the 
WavelinQTM (4F) EndoAVF System 

would be considered substantially 
similar to the WavelinQTM (6F) 
EndoAVF System as there are only 
minor differences (the size of the 
catheters) between the two devices as 
explained previously. As a result, we 
stated that we believe the newness 
period for the use in the ulnar arteries 
and veins would begin with the FDA 
approval of the WavelinQTM (6F) 
EndoAVF System (formerly named the 
everlinQ endoAVF system), which 
occurred on June 22, 2018, rather than 
the FDA clearance of the WavelinQTM 
(4F) EndoAVF System, which occurred 
on February 6, 2019. Finally, because 
the WavelinQTM (4F) EndoAVF System 
received FDA clearance on February 6, 
2019 for use in the radial arteries and 
veins, we stated that it seems the 
newness period for the use of the device 
in the radial arteries and veins would 
begin on February 6, 2019. 

We also noted that as summarized 
previously, the applicant provided an 
explanation for why it believes the 
WavelinQTM (4F) EndoAVF System is 
not substantially similar to the 
Ellipsys®, specifically with regard to 
mechanism of action. In the proposed 
rule we welcomed additional comments 
on whether the WavelinQTM (4F) 
EndoAVF System and the Ellipsys® are 
substantially similar to each other. We 
also invited public comments on 
whether the WavelinQTM (4F) EndoAVF 
System is substantially similar to 
existing technologies and whether it 
meets the newness criterion. 

Comment: The applicant submitted 
public comments. The applicant stated 
WavelinQTM uses an entirely different 
mechanism of action than any 
commercially available product or 
surgical technique. 

The applicant also stated that the 
predicate device, the WavelinQTM (6F) 
EndoAVF System received FDA 
approval on June 22, 2018 for AVFs of 
the ulnar arteries and ulnar veins. The 
applicant also agreed that the newness 
period for the WavelinQTM 4F EndoAVF 
System for the radial arteries and radial 
veins would begin on February 6, 2019. 

Another commenter agreed that the 
creation of endovascular AVFs clearly 
differs in method of action from surgical 
AVF creation. However, the commenter 
stated that while WavelinQTM and 
Ellipsys® exhibit differences from each 
other in their technical characteristics, 
they do not have fundamentally 
different mechanisms of action. The 
commenter further stated that the main 
differences between the two 
endovascular systems include the use of 
two catheters with WavelinQTM and one 
with Ellipsys® and the technical 
characteristics of the catheters, 

differences in the fistula sites, 
differences in imaging requirements, 
and in the source of energy. The 
commenter added that key similarities 
include the percutaneous ‘‘side-to-side’’ 
technique, treatment of the same 
population of patients, and the 
requirement of additional procedures 
for blood flow control such as coil 
embolization with WavelinQTM and 
angioplasty with Ellipsys®. They further 
stated the two technologies could be 
best described as having a substantially 
similar mechanism of action and should 
be considered jointly for purposes of 
new technology add-on payments 
eligibility. 

Response: We thank the applicant and 
commenter for their comments. After 
consideration of the comments received, 
we agree with the applicant that the 
WavelinQTM uses a unique mechanism 
of action with its dual catheter access of 
both venous and arterial systems, 
magnetic linking of the vessels, and 
additional fistula site, which differs 
from that of other commercially 
available devices. Therefore, we believe 
the WavelinQTM meets the newness 
criterion. 

With regard to the cost criterion, the 
applicant conducted the following 
analysis to demonstrate that the 
technology meets the cost criterion. The 
applicant searched the FY 2018 
MedPAR database for claims reporting 
an ICD–10–CM diagnosis code of N18.4, 
N18.5, or N18.6 to identify cases that 
may be eligible for the WavelinQTM (4F) 
EndoAVF System. The applicant limited 
their analysis to the following five most 
common MS–DRGs that the cases 
mapped to, which accounted for 66 
percent of all cases: MS–DRG 252 (Other 
Vascular Procedures with MCC), 264 
(Other Circulatory System O.R. 
Procedures), 673 (Other Kidney and 
Urinary Tract Procedures with MCC), 
674 (Other Kidney and Urinary Tract 
Procedures with CC), and 981 
(Extensive O.R. Procedure Unrelated to 
Principal Diagnosis with MCC). This 
resulted in 2,472 cases across these five 
MS–DRGs. 

The applicant first removed supply 
charges with a revenue code of 027X 
and also removed charges for the 
operating room. Then the applicant 
standardized the charges. The applicant 
noted that in order to provide a 
conservative estimate it did not inflate 
the charges. The applicant then added 
charges for the new technology as well 
as procedure related charges which 
included operating room charges. 

Based on the FY 2020 IPPS/LTCH PPS 
final rule correction notice data file 
thresholds, the average case-weighted 
threshold amount was $83,372. In the 
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applicant’s analysis, the final inflated 
average case-weighted standardized 
charge per case was $121,749. Because 
the final inflated average case-weighted 
standardized charge per case exceeds 
the average case-weighted threshold 
amount, the applicant maintained that 
the technology meets the cost criterion. 

We invited public comments on 
whether the WavelinQTM (4F) EndoAVF 
System meets the cost criterion. 

Comment: The applicant commented 
that a conservative approach was taken 
when calculating WavelinQTM 
procedure costs. For example, all supply 
and operating room charges were 
backed out and inflation was not 
accounted for in the final calculation. 
The applicant stated that analysis 
clearly demonstrates WavelinQTM (4F) 
EndoAVF System meets the new 
technology add-on payments cost 
criterion. 

Response: We appreciate the 
applicant’s comments concerning the 
cost criterion. After consideration of the 
public comments we received and based 
on the cost analysis as described 
previously, we agree that the 
WavelinQTM (4F) EndoAVF System 
meets the cost criterion. 

With regard to the substantial clinical 
improvement criterion, the applicant 
asserted that the WavelinQTM (4F) 
EndoAVF System represents a 
substantial clinical improvement over 
existing technologies because it offers a 
treatment option for a patient 
population unresponsive to or ineligible 
for currently available treatments. The 
applicant also stated that WavelinQTM 
(4F) EndoAVF System represents a 
substantial clinical improvement over 
existing technologies because the 
WavelinQTM (4F) EndoAVF System 
significantly improves clinical outcomes 
for patients requiring hemodialysis in 
comparison to arteriovenous surgical 
fistula creation and the Ellipsys® 
Vascular Access System; offers higher 
patient satisfaction; provides a 
beneficial resolution to disease process 
treatment; and provides additional 
vascular access options for dialysis. 

Surgical arteriovenous fistulae are the 
recommended type of vascular access 
for hemodialysis.354 Despite initiatives 
to increase AVF use, fistulas are still 
underutilized with only 17 percent of 
patients initiating dialysis with an AVF 
and 67 percent of patients still using a 
central venous catheter (CVC) at 3 
months after dialysis initiation.355 

Failure rates (failure to mature and 
become usable) for surgical AVF range 
from 20–60 percent.356 357 358 359 360 AVFs 
also take a long time to mature— 
approximately 132 days.361 
Furthermore, >83 percent of AVF 
patients need at least one intervention 
in the first year,362 typically receiving 
1.5 to 3.3 additional interventions per 
year to mature and maintain 
patency.363 364 365 366 367 

According to the applicant, in 
contrast, results of AVFs created using 
the WavelinQTM 4F EndoAVF System 
have shown that endovascular AVFs 
(endoAVFs) have better results than 
surgical AVF. The applicant stated that 
these results include higher patency 
with fewer post-creation interventions 
and higher fistula maturation as 
compared to the surgical AVF results 
reported in the literature. For example, 
a recent meta-analysis included four 
clinical studies with pooled efficacy and 
safety data from 157 patients using the 
WavelinQTM EndoAVF System.368 
According to the applicant, the results 
include high procedure success of 96.8 
percent and higher cannulation success 
than surgical AVF—82.4 percent of 

patients were successfully used for 
dialysis by 6 months. Also, the 
applicant asserted that the results 
include higher patency than surgical 
AVF, demonstrated by 74.8 percent 
primary patency (unobstruction without 
additional intervention) at 12 months, 
79.0 percent secondary patency 
(unobstruction) at 12 months, and 98.12 
percent functional patency (durability 
post-cannulation) at 12 months. The 
FLEX study was a prospective, single 
arm safety and feasibility study (using 
the WavelinQTM (6F) EndoAVF System) 
that reported a procedure success rate of 
97 percent and that 96 percent of 
endoAVFs were used for dialysis and 
remained patent after 6 months.369 

The applicant indicated that a second 
study, the Novel Endovascular Access 
Trial (NEAT), which was a statistically 
powered, prospective, single-arm, multi- 
center study of 60 evaluable patients 
and 20 roll-ins using the WavelinQTM 
(6F) EndoAVF System, confirmed 
previous results with high procedure 
and cannulation success of 98 percent 
and 67 percent (within 12 months), 
respectively. Additionally, the study 
demonstrated a low thrombosis rate of 
10.5 percent, low intervention rate of 
0.46 per patient-year, and high 12- 
month primary and secondary patency 
of 69 percent and 84 percent, 
respectively.370 

The applicant stated that additional 
analyses comparing endoAVF (using the 
WavelinQTM (6F) EndoAVF System) to 
surgical AVF showed that patients with 
an endoAVF had fewer secondary 
interventions in the first year as 
compared to patients with a surgical 
AVF, resulting in overall cost savings to 
payers. According to the applicant, 67 
percent of endoAVF patients were free 
from intervention after 1 year compared 
to only 18 percent of surgical AVF 
patients.371 372 

The applicant also included a third 
study, the EASE study, which was a 
single-center, single-arm prospective 
study of 32 patients that evaluated the 
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safety and efficacy of the WavelinQTM 
(4F) EndoAVF System. The applicant 
stated that results from EASE were 
consistent with previous studies, 
demonstrating 100 percent procedure 
success with a low adverse event rate, 
1/32 (3.1 percent). The lower adverse 
event rate was attributed to arterial 
access from the wrist, which was 
utilized in 79 percent of patients. We 
note that arterial wrist access is not 
approved in the U.S. 6-month primary 
patency was 83 percent. At 6 months, 86 
percent of patients were successfully 
cannulated for dialysis using the 
WavelinQTM (4F) EndoAVF System.373 

Additionally, the applicant noted that 
a fourth study, the EndoAVF EU Study 
(using the WavelinQTM (4F) EndoAVF 
System), is still enrolling. Outcomes for 
the first 32 patients were tabulated and 
included in the meta-analysis and 
showed consistent results to previous 
studies.374 

The applicant asserted the FLEX, 
NEAT, EASE, and EndoAVF EU Study 
support that the WavelinQTM (4F) 
EndoAVF System results in much lower 
maintenance and morbidity than the 
traditional surgical AVF in end-stage 
renal failure patients, with intervention 
rates for endoAVF ranging from 0.21– 
0.6 per patient-year and fistula 
maturation rates up to 86 percent at 6 
months.375 376 377 

The applicant also asserted the 
reduction in interventions with the 
WavelinQTM (4F) EndoAVF System is a 
result of the unique procedure that 
minimizes vessel trauma. According to 
the applicant, the system creates a 
fistula by using radiofrequency to 
vaporize tissue between the artery and 
concomitant vein with minimal vessel 
trauma or manipulation of the vessels, 
potentially lessening the stimulus for 
negative remodeling that leads to 
frequent interventions. 

The applicant stated the WavelinQTM 
(4F) EndoAVF System offers higher 
patient satisfaction and beneficial 

resolution to disease process treatment 
compared to surgical AVF. According to 
the applicant, the team Lok, C et al. was 
interested in patient acceptance of an 
endoAVF (based on the WavelinQTM 
(6F) EndoAVF System) because up to 30 
percent of patients refuse a surgically 
created AV fistula according to the 
reported literature.378 379 Therefore, the 
team collected data on patient 
satisfaction using a validated patient 
questionnaire to learn more about the 
patient experience with this new 
technology using responses from 
patients in the NEAT trial. The 
applicant asserted that results indicate 
patients are very satisfied with their 
endoAVF and would not change to 
another type of access. 

The applicant explained some of the 
clinical and patient benefits of the 
WavelinQTM (4F) EndoAVF System. The 
applicant asserts, for example, that 
endoAVF allows the patient to avoid 
open surgery, scarring, and arm 
disfigurement, which is important to 
many patients. The applicant further 
asserted that the endoAVF procedure 
improves the process of administering 
hemodialysis as the endoAVF matures 
faster compared to a surgical AVF, 
allowing the patient to more quickly 
transition away from a central venous 
catheter, which the applicant stated has 
a high rate of complication including 
infection. In addition, the applicant 
stated that WavelinQTM (4F) EndoAVF 
requires less follow-on maintenance 
such that patients are not in and out of 
the hospital for additional interventions 
to maintain the primary patency of the 
fistula.380 381 The applicant stated that 
this has the potential to increase patient 
acceptance of an AVF as surgical fatigue 
is cited as the primary reason patients 
elect a permanent CVC over a surgical 
AVF.382 The applicant also suggested 
the WavelinQTM (4F) EndoAVF System 
provides additional vascular access 
options for dialysis in comparison to 

surgical AVF and the Ellipsys® Vascular 
Access System.383 384 

The applicant asserted the 
WavelinQTM (4F) EndoAVF System 
creates additional options for 
establishing arteriovenous access, that is 
another anatomic site for creating a 
fistula that neither traditional surgical 
AVFs nor the Ellipsys® Vascular Access 
System can offer. According to the 
applicant, patients are given an extra 
location in the mid-arm for a fistula 
because the WavelinQTM (4F) EndoAVF 
System uses vessels deep in the arm that 
are not used in surgical fistula creation 
and are only accessible endovascularly 
via the unique mechanism of 
WavelinQTM consisting of action using 
magnetically-guided arterial and venous 
catheters. The applicant suggested this 
additional access creation site extends 
the potential time a patient can undergo 
dialysis with an autogenous fistula 
before exhausting vessels and requiring 
an AV graft or CVC. 

The applicant asserted the 
WavelinQTM (4F) EndoAVF System is 
indicated for the creation of an 
arteriovenous fistula using concomitant 
ulnar artery and ulnar vein or 
concomitant radial artery and radial 
vein in patients with minimum artery 
and vein diameters of 2.0 mm at the 
fistula creation site who have chronic 
kidney disease and need hemodialysis. 
According to the applicant, the ulnar 
artery to ulnar vein fistula is unique to 
the WavelinQTM (4F) EndoAVF System 
in comparison to both traditional 
surgical fistula creation and the 
Ellipsys® Vascular Access System. The 
applicant stated that it enables the 
preservation of all future surgical AVF 
options such as a radiocephalic, 
brachiocephalic and brachiobasilic 
fistula as it utilizes an entirely different 
vascular bed for both arterial and 
venous blood flow. 

With regard to the information 
previously summarized, we stated in the 
proposed rule that we are concerned 
that there is no study directly 
comparing WavelinQTM (4F) EndoAVF 
System to surgical AVF or Ellipsys® 
Vascular Access System; rather, the 
studies provided compare historical 
data for surgical AVF to data on the 
results of AVF created using both the 
WavelinQTM EndoAVF (6F) and (4F) 
systems. We stated that we are also 
concerned as to whether the data 
demonstrates if the WavelinQTM (4F) 
EndoAVF System significantly improves 
clinical outcomes for patients requiring 
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385 Berland Presentation NTAP Town Hall on 
December 16, 2019. 

386 During the NTAP Town Hall on December 16, 
2019, Dr. Todd Berland from NYU Langone Medical 
Center presented evidence that clearly showed 
WavelinQ provided a substantial clinical 
improvement over surgical AVF creation. See You 
Tube video on CMS.gov. 

387 Inston, N., et al. WavelinQ created 
arteriovenous fistulas v, surgical radiocephalic 
arteriovenous fistulas? A single-centre observational 
study. The Journal of Vascular Access. 2020 
Jan;21(1):7–18 https://doi.org/10.1177/ 
1129729819897168. 

388 WavelinQTM EndoAVF System Instructions for 
Use, BAW1469200 Rev. 0 02/19. 

hemodialysis in comparison to surgical 
AVF and the Ellipsys® Vascular Access 
System due to the limited number of 
participants in the clinical trials, and 
whether the results are generalizable to 
the entire Medicare population due to 
the limited number of participants. 

We invited public comments on 
whether the WavelinQTM (4F) EndoAVF 
System meets the substantial clinical 
improvement criterion. 

Comment: The applicant submitted 
public comments regarding CMS’ 
concerns. The applicant asserted that 
the peer-reviewed, published data from 
controlled clinical studies demonstrates 
that the WavelinQTM (4F) EndoAVF 
system offers multiple clinical 
advantages over surgical AVFs for 
patients in end-stage renal disease who 
require hemodialysis via an 
arteriovenous fistula.385 

The applicant also addressed a 
question regarding available 
randomized, controlled studies 
comparing the WavelinQTM (4F) 
EndoAVF System to surgical AVFs. The 
applicant asserted, that as stated during 
the Town Hall, while there are no 
current head-to-head RCTs comparing 
the two fistula types, there are two 
published retrospective studies that 
utilize a Propensity Score Matching 
Analysis to compare WavelinQTM data 
from the NEAT study with two separate 
data sources for AVF patients. 

The applicant stated that the first 
study was conducted by Yang et al. and 
was published in the Journal of 
Vascular Access in 2017. This study 
compared AVF post-creation procedures 
and their associated costs for patients 
with surgical AV fistulas to patients 
with fistulas created using WavelinQTM. 
A random 5 percent sample from 
Medicare’s Standard Analytic Files was 
extracted and used in comparison to 
patients from the NEAT study. Patients 
were matched 1:1 using propensity 
score matching of baseline demographic 
and clinical characteristics. Patient 
follow up data from inpatient, 
outpatient, and physician claims were 
used to identify post-creation 
procedures and to estimate average 
procedure costs. Of 3,764 Medicare 
surgical AVF patients, 60 successfully 
matched 1:1 with patients from the 
NEAT study. Key results were as 
follows: 

• Post-creation procedural event rate 
was 3.43 per patient year and 0.59 per 
patient-year (p<0.05) for surgical and 
WavelinQTM fistulas, respectively. 

• Average first year post-AVF 
creation costs per patient-year for 

patients who received a WavelinQTM 
fistula were $11,240 USD lower than 
costs for a surgical fistula. 

The second study was conducted by 
Arnold et al. and was published in the 
Journal of Vascular Interventional 
Radiology in 2018. This study compared 
the rate of AVF interventions in both 
incident and prevalent end-stage kidney 
disease patients, their associated costs, 
and intervention-free survival between 
patients with surgically created AVFs 
vs. patients with an endoAVF created 
using WavelinQTM. Data from the 
USRDS was abstracted and matched 1:1 
with patients from the NEAT study 
using propensity score matching. Post 
fistula creation event rates, intervention- 
free survival, and costs were compared 
between patients with surgically created 
fistulas and patients with a WavelinQTM 
fistula. The applicant stated that key 
results were as follows: 

• In incident patients, post-creation 
event rates were 7.22 per patient-year 
and 0.74 per patient-year (p<0.0001) for 
surgical and WavelinQTM fistulas, 
respectively. 

• In prevalent patients, post-creation 
event rates were 4.10 per patient-year 
and 0.46 per patient-year (p<0.0001) for 
surgical and WavelinQTM fistulas, 
respectively. 

• Expenditures for post-creation 
interventions were $16,494 and $13,389 
less in incident and prevalent patients 
with a WavelinQTM fistula, respectively. 

The applicant also provided written 
comments addressing the availability of 
data from the EU Post-Market Study. 
The applicant stated that while there are 
no plans at this time to publish the EU 
Post-Market Study in a medical journal, 
the data have been made available to the 
public via WavelinQTM’s Instructions 
for Use (IFU). The applicant also 
provided a PDF copy of the most recent 
IFU which contained a summary of the 
study safety and effectiveness measures. 

The applicant also explained the peer- 
reviewed, published data from 
controlled clinical studies. The 
applicant stated that the studies 
demonstrate that the WavelinQTM 4F 
EndoAVF System offers multiple 
clinical advantages over surgical AVFs 
for patients suffering from end-stage 
renal disease who require hemodialysis 
via an arteriovenous fistula.386 

The applicant included a JVA 2020 
publication to address concerns raised 
by CMS in the proposed rule that there 
is no study directly comparing 

WavelinQTM 4F EndoAVF System to 
surgical AVF. The applicant provided 
the recent Inston et al. publication,387 
which outlines a single center study that 
compared 30 WavelinQTM 4F EndoAVF 
procedures with a matched cohort of 40 
surgical AVFs. The applicant further 
pointed out that prospective data was 
collected on both cohorts from 2016– 
2019 and analyzed to evaluate 
outcomes. The applicant provided the 
following highlights from the 
publication: 

• Outcomes from Inston et al. 
demonstrated that the WavelinQTM 
group provided better results as 
compared to the surgical radiocephalic 
AVF (sAVF) group in every major 
clinical category: 
Æ Procedural success rate, time to 

cannulation, primary and secondary 
patency 

Æ These metrics were used to evaluate 
efficacy in the other major 
WavelinQTM publications such as 
EASE, EASE–2, FLEX, NEAT and the 
EU Post-Market Study 388 
• Procedural success was 96.7% in 

WavelinQTM group, and 92.6% in sAVF 
group 

• Mean time to cannulation was 130 
days (±86) in the WavelinQTM group, 
and 141 days (±118) in the sAVF group 

• Primary patency at 6 and 12 
months: 
Æ WavelinQTM group was 65.5% and 

56.5% respectively 
Æ sAVF group was 53.4% and 44%, 

respectively (p = 0.69 and 0.63) 
• Mean primary patency was 

significantly better for the WavelinQTM 
group (362 ± 240 days) vs. the sAVF 
group (235 ± 210 days) (p <0.05) 

• Secondary patency at 6 and 12 
months: 
Æ WavelinQTM group at 6 and 12 

months was 75.8% and 69.5%, 
respectively 

Æ sAVF group was lower at 66.7% and 
57.6% at 6 and 12 months, 
respectively 

• The ages in both groups in the 
study were also generally consistent 
with other published literature: 57 ± 15 
in the WavelinQTM group, and 54 ± 17 
in the sAVF group. 

The applicant stated that patients that 
received the WavelinQTM EndoAVF 
demonstrated superior outcomes when 
compared to a contemporaneous group 
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389 Inston, N., et al. WavelinQ created 
arteriovenous fistulas v, surgical radiocephalic 
arteriovenous fistulas? A single-centre observational 
study. The Journal of Vascular Access. 2020 
Jan;21(1):7–18 https://doi.org/10.1177/ 
1129729819897168. 

390 Lok, C. et al., Patient Perceptions of a New 
Non-Surgical Approach to Arteriovenous Fistula 
Creation and Use for Hemodialysis. Nephrology 
Dialysis Transplantation 32 (Supplement 3): iii329– 
iii343, 2017. 

391 https://www.usrds.org/2018/view/v2_01.aspx, 
Data Table T1.6 incident ESRD patients and Table 
T1.7 prevalent ESRD patients. 

392 Arnold, R.J., Han, Y., Balakrishnan, R., Layton, 
A., Lok, C.E., Glickman, M., Rajan, D.K. Comparison 
between Surgical and Endovascular Hemodialysis 
Arteriovenous Fistula Interventions and Associated 
Costs. Journal of Vascular and Interventional 
Radiology. 2018 Oct; 29(11), 1558–1566. 
doi:10.1016/j.jvir.2018.05.014. 

393 Inston, N., et al. WavelinQ created 
arteriovenous fistulas v, surgical radiocephalic 
arteriovenous fistulas? A single-centre observational 
study. The Journal of Vascular Access. 2020 
Jan;21(1):7–18 https://doi.org/10.1177/ 
1129729819897168. 

394 Arnold, R.J., Han, Y., Balakrishnan, R., Layton, 
A., Lok, C.E., Glickman, M., Rajan, D.K. Comparison 
between Surgical and Endovascular Hemodialysis 
Arteriovenous Fistula Interventions and Associated 
Costs. Journal of Vascular and Interventional 
Radiology. 2018 Oct; 29(11), 1558–1566. 
doi:10.1016/j.jvir.2018.05.014. 

of patients that received surgical AVFs. 
The applicant asserted these data not 
only support that the WavelinQTM 4F 
EndoAVF System is effective, but that it 
may be considered as a first treatment 
option over surgical AVF, particularly if 
vessels at the wrist are absent or less 
than ideal. The applicant stated that it 
is important to note that the Inston et 
al., published clinical data on 
WavelinQTM are similar to other results 
in published literature.389 

The applicant asserted that Inston et 
al. also provides an alternative to 
retrospective propensity-matched 
analyses (Yang and Arnold, et al.), and 
is a new, positive contribution to the 
overall body of evidence in that it is 
more reflective of the real-world setting. 
The applicant claimed these data further 
support the efficacy of endoAVF with 
WavelinQTM and demonstrate 
substantial clinical improvement of 
endoAVF with WavelinQTM over 
surgical AVFs. 

The applicant claimed that in 
addition to demonstrating significant 
improvements in efficacy vs. a 
surgically created fistula, WavelinQTM 
endoAVFs provide a significant 
improvement in patients’ quality of life. 
The study by Lok et al. evaluated end- 
stage renal disease (ESRD) patients with 
a WavelinQTM EndoAVF for dialysis to 
determine patient satisfaction with 
vascular access-related issues that 
impact quality of life at baseline, 6 
months and 12 months post-procedure. 
The applicant asserted the study results 
showed that 96 percent of patients were 
satisfied with the WavelinQTM 
EndoAVF, 72 percent would 
recommend the WavelinQTM EndoAVF 
to a friend, 88 percent found it easy to 
use, and only 16 percent would change 
their AVF access type if possible.390 

The applicant also provided a clinical 
comparison of the WavelinQTM 4F 
EndoAVF System to the Ellipsys® 
Vascular Access System. The applicant 
stated that CMS noted the lack of a 
study directly comparing WavelinQTM 
to Ellipsys®. The applicant explained 
there are several reasons why a head-to- 
head study was not conducted. 
According to the applicant, the first 
reason is the WavelinQTM 6F EndoAVF 
System, and the Ellipsys® Vascular 
Access System were both approved by 

FDA on June 22, 2018. According to the 
applicant, the FDA would not allow a 
study comparing two unapproved 
technologies to each other. The second 
reason, according to the applicant, is 
both WavelinQTM and Ellipsys® were 
studied/compared to surgical AVFs, the 
current standard of care, which is 
generally the recommended approach. 
Given the timeline for planning, 
enrolling, and completing a study and 
then having a journal article published, 
it would have been logistically 
impossible to conduct and publish a 
robust, multi-center head-to-head study 
(WavelinQTM vs. Ellipsys®) in the short 
period of time from FDA approval of the 
two devices to date. The applicant 
further explained any such study results 
would likely be available only after 
expiration of WavelinQTM’s new 
technology add-on payment newness 
eligibility. 

The applicant further stated that the 
clinical, technological, and procedural 
differences between WavelinQTM and 
Ellipsys® would contribute to the 
complexity of structuring a head-to- 
head study. The applicant claimed any 
direct comparison would need to 
account for the subsequent procedure(s) 
that are needed when the Ellipsys® 
system is used. Ellipsys® typically 
requires balloon angioplasty to assist 
with maturation. The applicant stated 
that additionally, the limited access 
points and visualization options of 
Ellipsys® are different from 
WavelinQTM. The applicant stated these 
differences would make it extremely 
challenging to find physicians with 
adequate ultrasound skills, and because 
Ellipsys® allows only one site for a 
creation of an AVF, patient enrollment 
would have been very difficult. Thus, 
the applicant stated the differences in 
both products, product indications, and 
the procedures would provide 
significant hurdles to designing and 
completing such a study. 

The applicant also commented in 
response to CMS’s concern regarding 
whether the composition of clinical trial 
enrollees is generalizable to the 
Medicare population. The applicant 
asserted that an analysis of the 2018 
USRDS data shows that patients 
enrolled in the WavelinQTM clinical 
trials are representative of the Medicare 
population, based on the average age in 
the studies. Additionally, the applicant 
asserted ESRD patients commonly 
access the Medicare program outside of 
traditional age-based enrollment. 

The applicant noted that according to 
the 2018 USRDS report, 47.9 percent of 
all incident hemodialysis patients are 
under the age of 65 (52,201/108,895) 
and that 52.6 percent of all prevalent 

hemodialysis patients are also under the 
age of 65 (241,037/457,957).391 

The applicant asserted that before 
WavelinQTM was cleared by the FDA, 
industry discussed the WavelinQTM 
procedure and initial data with CMS 
medical officers and the Coverage and 
Analysis Group. The applicant stated 
CMS medical officers indicated current 
Medicare ESRD patients had more 
comorbidities as compared to ESRD 
populations studied 20 years ago. CMS’ 
recommendations from this meeting 
were to (1) compare WavelinQTM study 
data to the current data available in the 
USRDS database to determine if 
WavelinQTM study populations were 
representative of the current Medicare 
population, and (2) compare the number 
of re-interventions with surgical and 
WavelinQTM endoAVFs.392 As a result 
of these discussions, the applicant 
compared a contemporaneous patient 
cohort to USRDS data to demonstrate 
that the WavelinQTM endoAVF patient 
population was representative of 
Medicare population.393 The applicant 
stated that while fewer African- 
American patients were enrolled in the 
early study, later studies included more 
diverse patient populations including 
more patients who are Hispanic and 
Asian. 

The applicant stated the Arnold et al. 
analysis also demonstrated that 
WavelinQTM patients had fewer 
subsequent re-interventions and 
therefore created cost-savings for 
Medicare.394 The applicant stated that 
the published results from this analysis 
comparing surgical and endoAVFs 
clearly demonstrate that the existing 
published study results from 
WavelinQTM are generalizable to the 
Medicare population in that these 
patients have ESRD and require dialysis. 

The applicant also stated that a 
propensity score matched analysis was 
conducted by Yang et al. that compared 
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395 Yang, S., Lok, C., et al. Comparison of Post- 
Creation Procedures and Costs between Surgical 
and an Endovascular Approach to AVF Creation. 
The Journal of Vascular Access. 2017 Mar; 
18(Supplement 2), S8–S14. doi:10.5301/ 
jva.5000723. 

396 Yang, S., Lok, C., et al. Comparison of Post- 
Creation Procedures and Costs between Surgical 
and an Endovascular Approach to AVF Creation. 
The Journal of Vascular Access. 2017 Mar; 
18(Supplement 2), S8–S14. doi:10.5301/ 
jva.5000723. 

397 Arnold, R.J., Han, Y., Balakrishnan, R., Layton, 
A., Lok, C.E., Glickman, M., Rajan, D.K. Comparison 
between Surgical and Endovascular Hemodialysis 
Arteriovenous Fistula Interventions and Associated 
Costs. Journal of Vascular and Interventional 
Radiology. 2018 Oct; 29(11), 1558–1566. 
doi:10.1016/j.jvir.2018.05.014. 

patients with a WavelinQTM endoAVF 
fistula from the Novel Endovascular 
Access Trial (NEAT) with a 5 percent 
random sample of patients with 
surgically created AVFs from the 
Medicare Standard Analytic files.395 
The applicant further stated post-fistula 

creation procedures and their associated 
costs were analyzed. The applicant 
added that of the 3,764 Medicare 
surgical AVF (sAVF) patients, 60 
successfully matched to the endoAVF 
patients from the NEAT study using 1:1 
propensity score matching of baseline 

demographic and clinical 
characteristics. The applicant concluded 
that after propensity score-matching, 
there were no statistical differences 
baseline demographic or clinical 
characteristics between groups. 

The applicant asserted the study by 
Yang et al.396 demonstrated that a 
WavelinQTM EndoAVF outperformed a 
surgical AVF in a propensity score- 
matched U.S. population with similar 
baseline demographics and clinical 
characteristics. The applicant also 
asserted that the WavelinQTM EndoAVF 

demonstrated a monetary savings for the 
health system due to a reduced post- 
AVF creation procedure event rate. 

The applicant also stated that Arnold 
et al.397 conducted a second propensity 
score matched analysis comparing the 
patients from the NEAT study to a 
sample of patients from the USRDS 

database. Patients were matched 1:1 
according to baseline demographics and 
clinical characteristics. Both incident 
and prevalent patients were evaluated 
separately. Results for both groups were 
as follows: 

Incident Patients 

The applicant stated in the incident 
patient population, WavelinQTM 
EndoAVF demonstrated 6.472 fewer 
events per patient-year compared to a 

surgically created fistula. 
Correspondingly, the total cost 
difference to treat these patients was 

$16,494.50 less expensive in the 
WavelinQTM EndoAVF group. 

Prevalent Patients 

The applicant further stated that in 
the prevalent patient population, 
WavelinQTM EndoAVF demonstrated 
3.639 fewer events per patient-year 
compared to a surgically created fistula. 
Correspondingly, the total cost 
difference to treat these patients was 
$13,388.92 less expensive in the 
WavelinQTM EndoAVF group. 

The applicant also stated that a 
voluntary recall of WavelinQTM 4F was 
initiated in April 2019 that was specific 
to one lot (150 units) of catheters. Of 
these, 136 units were never sold or were 

successfully returned to BD prior to use. 
Of the 14 remaining catheters that were 
not returned to BD, there have been no 
reported patient injuries. This lot of 
catheters was found to have magnets 
that did not meet BD’s requirements for 
magnetic strength. The magnets are used 
to pull the arterial and venous vessels 
into close approximation to create the 
endovascular fistula using RF energy. 
Without the necessary coaptation of the 
magnets, endoAVF cannot be 
performed. BD was able to identify the 
root cause of the weak magnets and 

implemented corrective actions that 
were completed in June 2019 and 
submitted to the FDA. The applicant 
stated that they have not received any 
additional complaints of a similar 
nature. 

We also received another public 
comment regarding whether 
WavelinQTM provides a substantial 
clinical improvement over existing 
technologies. The commenter asserted 
that Ellipsys® is not clinically inferior to 
WavelinQTM, and in fact the evidence 
available shows that the Ellipsys® has a 
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398 Shahverdyan R, et al., ‘‘Comparison of 
Outcomes of Percutaneous Arteriovenous Fistulae 
Creation by Ellipsys and WavelinQ Devices,’’ 
Journal of Vascular and Interventional Radiology; 
accepted for publication: In press. See also an 
earlier abstract reporting on a preliminary stage of 
this study: Shahverdyan R, et al., ‘‘Single-Center 
Experience of Endovascular Arteriovenous Fistula 
Creation with Both WavelinQ and Ellipsys 
Systems,’’ Journal of Vascular Surgery 2019; 70: 
e173–e174. (November Supplement 2019.) 

399 Inston, N., et al. WavelinQ created 
arteriovenous fistulas v, surgical radiocephalic 
arteriovenous fistulas? A single-centre observational 
study. The Journal of Vascular Access. 2020 
Jan;21(1):7–18 https://doi.org/10.1177/ 
1129729819897168. 

400 Zemela MS, Minami HR, Alvarez AC, Smeds 
MR. Real-World Usage of the WavelinQ EndoAVF 
System [published online ahead of print, 2020 May 
15]. Ann Vasc Surg. 2020;S0890–5096(20)30376–9. 
doi:10.1016/j.avsg.2020.05.006. 

better record of a number of key 
outcomes, including technical success 
and cumulative patency. The 
commenter cited a recently published 
abstract 398 which reported on a 
retrospective review of a single-center, 
single-operator case series of 100 pAVFs 
created from December 2017 to July 
2019, 65 with Ellipsys® and 35 with 
WavelinQTM. The study reported 
technical success with Ellipsys® was 
100 percent vs. 97 percent with 
WavelinQTM. Maturation at four weeks 
was 68.3 percent vs. 54.3 percent; 
median time to cannulation was 60 vs. 
90 days. Successful dialysis access was 
achieved in 79.5 percent of Ellipsys® 
cases vs. 58 percent for WavelinQTM 
cases. Interventions were performed in 
approximately 27 percent of cases for 
both technologies, and the number of 
interventions per patient-year was 0.96 
vs. 0.46. At 12 months, secondary 
patency was significantly higher for 
Ellipsys® patients (82 percent) vs. 
WavelinQTM patients (60 percent), 
according to the study. 

The commenter stated that 
percutaneous AVF technology 
represents a significant clinical 
improvement relative to surgical AVFs, 
for patients for which this approach is 
anatomically suitable. The commenter 
asserted that WavelinQTM has not 
demonstrated a significant clinical 
improvement relative to Ellipsys®. 

Response: After consideration of the 
comments we received and upon further 
review, we continue to have concerns 
with respect to whether WavelinQTM 
meets the substantial clinical 
improvement criterion for new 
technology add-on payments. In our 
proposed rule, we stated that we were 
concerned there is no study directly 
comparing the WavelinQTM 4F 
EndoAVF System to surgical AVF or the 
Ellipsys® Vascular Access System; 
rather, the studies provided compare 
historical data for surgical AVF to data 
on the results of AVF created using both 
the WavelinQTM EndoAVF (6F) and (4F) 
systems. The applicant cited a recent 
study by Inston et al.399 which outlines 

a single-center study that compared 30 
WavelinQTM 4F EndoAVF procedures 
with a matched cohort of 40 surgical 
AVFs. The study reported that the mean 
primary patency was significantly better 
for the WavelinQTM group (362 ± 240 
days) vs. the sAVF group (235 ± 210 
days) (p <0.05) which was a statistically 
significant difference. However, all 
other parameters reported in the study 
did not demonstrate statistically 
significant differences, including 
procedural success rate, time to 
cannulation, 6 and 12 month primary 
patency, and secondary patency with 
WavelinQTM. In addition, the number of 
interventions per patient year were 
higher in the WavelinQTM arm than in 
the sAVF arm (0.402 vs 0.273). Another 
study comparing the use of WavelinQTM 
and Ellipsys® showed Ellipsys 
outperformed WavelinQ at multiple 
endpoints, with 12 month secondary 
patency significantly higher for 
Ellipsys® (82 percent vs 60 percent). 

We appreciate the comments and 
additional information regarding 
whether the WavelinQTM represents a 
significant clinical improvement. 

In addition to the comments we 
received, CMS also reviewed a 
published study on the real-world usage 
of the WavelinQTM EndoAVF System.400 
This study examined a single center’s 
success rates and short-term follow-up 
using the WavelinQTM EndoAVF. Study 
subjects included patients who 
underwent placement of a fistula using 
the WavelinQTM EndoAVF system from 
October 2018 to July 2019. Preoperative/ 
intraoperative variables including 
demographics, preoperative/ 
postoperative duplex ultrasonography, 
success rate of procedure, and 
subsequent endovascular/surgical 
procedures were obtained. Descriptive 
statistics and comparison of groups 
requiring subsequent intervention were 
performed. 

Thirty-five patients underwent 
placement of the WavelinQTM AVF, 
with 32 patients (91 percent) having at 
least one documented follow-up. These 
patients were predominantly male (23/ 
32, 72 percent) with an average age of 
60.2 and 23 of 32 patients (72 percent) 
were on dialysis. Initial fistula creation 
success rate was 100 percent. Average 
procedural length was 120 minutes, 
fluoroscopy time 9.6 minutes, and 
contrast usage 52.2 mL. Eight of 32 
patients (25 percent) had perioperative 
complications (3 hematomas, 3 contrast 
extravasations, 1 resolved vessel spasm 

all resolving spontaneously, and 1 
pseudoaneurysm requiring surgical 
repair). Thirteen of 32 patients (41 
percent) underwent subsequent 
endovascular interventions to assist 
with maturation [9/32 (28 percent) 
branch coiling, 5/32 (16 percent) 
angioplasty/stenting, and 3/32 (9 
percent) access thrombectomy] and 4 of 
32 patients (13 percent) required 
subsequent surgical interventions (1 
pseudoaneurysm repair, 1 revision of 
fistula, and 2 definitive AVF creation in 
thrombosed grafts). The majority of 
accesses (30/32, 94 percent) were ulnar– 
ulnar fistulas and overall patency at 
average follow-up of 73 days was 88 
percent (28/32) with average brachial 
artery inflow volume of 1,078 cc/min 
and average cephalic vein (18/32) 
outflow volume of 447 cc/min. Eleven 
of 23 patients (48 percent) on dialysis 
were successfully using the endoAVF at 
follow-up. 

The study concluded that the 
WavelinQTM EndoAVF System has a 
high initial procedural success rate (100 
percent), although a significant portion 
of patients require subsequent 
endovascular procedures to aid in 
maturation. According to the study’s 
conclusion, further work is needed on 
determining factors predictive of the 
need for re-intervention for patients 
with fistulas created using the 
WavelinQTM EndoAVF System. In 
follow-up, 15 of 32 patients (47 percent) 
underwent surgical and/or endovascular 
procedures, with 4 of 32 patients (13 
percent) requiring subsequent surgical 
interventions. This included 1 
pseudoaneurysm repair, 1 revision of 
fistula, and 2 definitive AVF creation in 
thrombosed grafts. In 13 of 32 patients 
(41 percent), an endovascular procedure 
was performed subsequent to the fistula 
placement, most of which were needed 
to aid in fistula maturation. This 
included 3 of 32 (9 percent) graft 
thrombectomies (2 ultimately 
unsuccessful requiring definitive AVF 
creation), 5 of 32 (16 percent) 
angioplasties/stenting of outflow veins, 
and 9 of 32 (28 percent) vein branch 
coiling. 

After consideration of the public 
comments we received and based on the 
information stated above, we believe 
additional data is needed to 
demonstrate that WavelinQTM 
represents a substantial clinical 
improvement over existing therapies. 
Therefore, we are not approving new 
technology add-on payments for the 
WavelinQTM 4F EndoAVF System for 
FY 2021. 
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402 Lüscher, B, Möhler, H, ‘‘Brexanolone, a 
neurosteroid antidepressant, vindicates the 
GABAergic deficit hypothesis of depression and 
may foster resilience,’’ F1000Research, 2019, vol. 
751. 

l. ZulressoTM 

Sage Therapeutics submitted an 
application for new technology add-on 
payments for ZULRESSOTM for FY 2021. 
ZULRESSOTM (brexanolone) is a 
neuroactive steroid gamma- 
aminobutyric acid (GABA)A receptor 
positive modulator indicated for the 
treatment of postpartum depression 
(PPD) in adults that is administered via 
a continuous intravenous infusion. 

According to the applicant, PPD is a 
major depressive episode that occurs 
following delivery, though onset of 
symptoms may occur during pregnancy. 
Per the applicant, mothers with PPD 
may present with a variety of symptoms, 
which must be present most of the time 
for 2 weeks or more in order for PPD to 
be diagnosed. These depressive 
symptoms may persist throughout and 
beyond the first postnatal year if PPD is 
left untreated. As described by the 
applicant, these symptoms may include 
trouble bonding with, and doubt in 
ability to care for, their baby; thoughts 
of self-harm or harm to the baby; 
feelings of worry, anxiety, sadness, 
moodiness, irritability, and/or 
restlessness; crying more often or 
without apparent reason; experiencing 
anger or rage; sleep disturbances; 
changes in appetite; difficulty 
concentrating; and withdrawal from 
friends and family. According to the 
applicant, PPD may affect the mother’s 
ability to function with potential 
considerable risks such as self-harm, 
and PPD may also be associated with 
suicidal ideation. 

The applicant stated that PPD is one 
of the most common complications 
during and after pregnancy, affecting 
more than 400,000 women in the United 
States. The applicant noted that women 
diagnosed with PPD who are disabled 
may be otherwise eligible for Medicare, 
and some may be eligible for Medicaid 
as well. While the studies summarized 
did not specifically target Medicare 
patients, the applicant believes that 
these results can be generalized to 
Medicare patients diagnosed with PPD. 

The applicant stated that the precise 
cause of PPD is unknown, though there 
are multiple hypotheses about the 
mechanism of disease of PPD. The 
applicant reported that levels of 
allopregnanolone, the predominant 
metabolite of progesterone, increase 
during pregnancy and decrease 
substantially after childbirth. Per the 
applicant, preclinical evidence 
indicated that rapid changes in levels of 
allopregnanolone confer dramatic 

behavioral changes and may trigger PPD 
in some women.401 

As reported in a study submitted by 
the applicant, the GABAergic deficit 
hypothesis of depression states that a 
deficit of GABAergic transmission in 
defined neural circuits is causal for 
depression. According to the study, 
conversely, an enhancement of GABA 
transmission, including that triggered by 
selective serotonin reuptake inhibitors 
or ketamine, has antidepressant effects. 
The study reported that ZULRESSOTM, 
an intravenous formulation of the 
endogenous neurosteroid 
allopregnanolone, showed clinically 
significant antidepressant activity in 
postpartum depression. According to 
the study, by allosterically enhancing 
GABAA receptor function, the 
antidepressant activity of 
allopregnanolone is attributed to an 
increase in GABAergic inhibition. In 
addition, allopregnanolone may 
stabilize normal mood by decreasing the 
activity of stress-responsive dentate 
granule cells and thereby sustain 
resilience behavior. The researchers 
concluded that therefore, 
allopregnanolone may augment and 
extend its antidepressant activity by 
fostering resilience.402 

The applicant stated that prior to FDA 
approval of ZULRESSOTM, there were no 
medications specifically indicated for 
PPD. The applicant indicated that the 
regimens historically employed for the 
treatment of patients who have been 
diagnosed with PPD have generally 
consisted of medications typically used 
for major depression or other mood 
disorders. As described by the 
applicant, these pharmacological 
therapies include— 

• Selective serotonin reuptake 
inhibitors (SSRIs), such as sertraline, 
fluoxetine, and paroxetine, which 
selectively block the reuptake of 
serotonin; 

• Serotonin and norepinephrine 
reuptake inhibitors (SNRIs) such as 
venlafaxine, duloxetine, and 
milnacipran, which selectively block 
the reuptake of serotonin and 
norepinephrine; 

• Monoamine oxidase inhibitors 
(MAOIs) such as phenelzine, which 
cause an accumulation of amine 
neurotransmitters and are not 

commonly used, owing to the adverse 
reactions with concomitant medications 
and various food groups; and 

• Tricyclic antidepressants (TCAs), 
like nortriptyline, which are 
antimuscarinic drugs that block the 
reuptake of both serotonin and 
norepinephrine and have variable 
sedative properties. 

The applicant indicated that non- 
pharmacological treatments, such as 
psychotherapies, including cognitive 
behavioral therapy, psychosocial 
community-based intervention, and 
dynamic therapy have also been used to 
treat PPD. 

Based on market research conducted 
by the applicant, the applicant asserted 
that current treatment options for 
patients who have been diagnosed with 
PPD present potential challenges for 
patients such as: Long wait times for an 
appointment and difficulties scheduling 
follow-up appointments with providers; 
insurance coverage challenges; delays or 
interruptions in treatment; changes in 
medications or doses (which may or 
may not be effective): And the lengths 
of the treatment plan being longer than 
expected. 

With respect to the newness criterion, 
FDA granted ZULRESSOTM Priority 
Review and Breakthrough Therapy 
designations, and on March 19, 2019, 
approved ZULRESSOTM for the 
treatment of PPD in adult women. On 
June 17, 2019, the Drug Enforcement 
Administration (DEA) placed 
ZULRESSOTM into Schedule IV of the 
Controlled Substances Act (84 FR 27938 
through 27943), after which it became 
commercially available. The applicant 
submitted a request for approval for two 
unique ICD–10–PCS procedure codes 
for the administration of ZULRESSOTM 
beginning in FY 2021 and was granted 
approval for the following procedure 
codes effective October 1, 2020: 
XW03306 (Introduction of Brexanolone 
into peripheral vein, percutaneous 
approach, new technology group 6) and 
XW04306 (Introduction of Brexanolone 
into central vein, percutaneous 
approach, new technology group 6). 

As discussed previously, if a 
technology meets all three of the 
substantial similarity criteria, it would 
be considered substantially similar to an 
existing technology and would not be 
considered ‘‘new’’ for purposes of new 
technology add-on payments. 

With regard to the first criterion, 
whether a product uses the same or a 
similar mechanism of action to achieve 
a therapeutic outcome, according to the 
applicant, ZULRESSOTM does not use 
the same or a similar mechanism of 
action when compared to existing 
treatments. The applicant indicated that 
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prior to the approval of ZULRESSOTM, 
certain antidepressants were prescribed 
for the treatment of PPD; however, these 
antidepressants are not specifically 
indicated for PPD. In addition, the 
applicant asserted that ZULRESSOTM 
does not use the same or a similar 
mechanism of action as current 
antidepressants, including SSRIs, 
SNRIs, MAOIs, and TCAs. The 
applicant stated that ZULRESSOTM 
works differently because it does not 
directly affect monoaminergic systems, 
with the mechanism of action believed 
to be related to ZULRESSOTM’s positive 
allosteric modulation of GABAA 
receptors. Therefore, the applicant 
asserted that ZULRESSOTM utilizes a 
different mechanism of action than 
currently available treatment options. 

With respect to the second criterion, 
whether a product is assigned to the 
same or a different MS–DRG, the 
applicant stated that the antidepressants 
and non-pharmacological treatments 
historically used to treat PPD are 
traditionally used in the outpatient 
setting; however, patients with more 
severe symptoms of PPD who are 
hospitalized would likely have the same 
diagnosis (F53.0—Postpartum 
depression) and be assigned to the same 
MS–DRG as ZULRESSOTM patients, 
MS–DRG 881 (Depressive Neuroses). 

With respect to the third criterion, 
whether the new use of the technology 
involves the treatment of the same or 
similar type of disease and the same or 
similar patient population, according to 
the applicant, the use of ZULRESSOTM 
for treating PPD would involve 
treatment of a similar patient population 
as compared to other therapies 
historically used to treat PPD. However, 
the applicant noted that there are no 
other treatments or technologies that are 
specifically indicated for the treatment 
of PPD. 

As summarized previously, the 
applicant maintains that ZULRESSOTM 

meets the newness criterion and is not 
substantially similar to existing 
technologies because it has a unique 
mechanism of action for treating PPD 
and is the only therapy specifically 
indicated for the treatment of PPD. We 
invited public comments on whether 
ZULRESSOTM is substantially similar to 
any existing technologies and whether 
ZULRESSOTM meets the newness 
criterion. 

Comment: The applicant submitted a 
comment reiterating that ZULRESSOTM 
meets the newness criterion and is not 
substantially similar to existing 
technologies because ZULRESSOTM 
does not use the same or a similar 
mechanism of action as the 
antidepressants commonly prescribed to 
treat PPD. The applicant stated that 
ZULRESSOTM works differently than 
these antidepressants because it does 
not directly affect monoaminergic 
systems, with the mechanism of action 
believed to be related to ZULRESSOTM’s 
positive allosteric modulation of 
GABAA receptors. The applicant also 
asserted that ZULRESSOTM meets the 
newness criterion because it does not 
involve the treatment of the same or 
similar type of disease and the same or 
similar patient population because 
ZULRESSOTM is the first and only 
therapy specifically indicated to treat 
adult patients with PPD. 

Response: Based on the applicant’s 
comment and information submitted by 
the applicant as part of its FY 2021 new 
technology add-on payment application 
for ZULRESSOTM, as discussed in the 
proposed rule (85 FR 32673) and 
previously summarized, we disagree 
that the use of the technology does not 
involve the treatment of the same or 
similar type of disease and the same or 
similar patient population as existing 
technologies. As noted by the authors of 
the Phase III study submitted by the 
applicant, PPD is considered a subtype 
of major depression in the DSM–5 and 

the International Classification of 
Diseases.403 Given that there are 
antidepressants indicated for treating 
major depressive disorders (of which 
PPD is a subtype) that are currently 
being used to treat PPD, we believe 
there are existing technologies available 
to treat patients with PPD. However, we 
agree with the applicant that 
ZULRESSOTM does not use the same or 
a similar mechanism of action to 
achieve a therapeutic outcome when 
compared to existing treatments. 
Therefore, we believe that 
ZULRESSOTM is not substantially 
similar to an existing technology and 
meets the newness criterion. We 
consider the beginning of the newness 
period to commence when the DEA 
placed ZULRESSOTM into Schedule IV 
of the Controlled Substances Act on 
June 17, 2019, after which it became 
commercially available. 

With regard to the cost criterion, the 
applicant used the FY 2018 MedPAR 
Hospital Limited Data Set (LDS) to 
determine the MS–DRGs to which cases 
representing potential patient 
hospitalizations that may be eligible for 
treatment involving ZULRESSOTM may 
be assigned. The applicant identified 
these potential cases as those with a 
principal or secondary diagnosis code of 
F53 (Puerperal psychosis), excluding 
MA cases and claims submitted only for 
GME payment. The applicant noted that 
ICD–10–CM diagnosis code F53.0 
(Postpartum depression) became 
effective October 1, 2018, and was not 
found on any FY 2018 inpatient claims. 
The applicant identified 76 cases 
reporting ICD–10–CM diagnosis code 
F53.0 spanning 26 different MS–DRGs, 
with approximately 58 percent of these 
potential cases mapping to the following 
3 MS–DRGs, out of which 
approximately 49 percent of those 
potential cases mapped to the top 2 MS– 
DRGs: 

The applicant did not remove charges 
for the prior technology or the 
technology being replaced because the 
historical treatment regimens, such as 
oral anti-depressants, do not need to be 

stopped during treatment with 
ZULRESSOTM. The applicant also noted 
that ZULRESSOTM is the first and only 
FDA-approved treatment specifically 
indicated for PPD so there are no prior 

technology charges to remove. The 
applicant then standardized the FY 
2018 charges using the FY 2018 impact 
file and inflated the charges to FY 2020 
using the 2-year inflation factor of 11.1 
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pp. 480–489. 

406 Meltzer-Brody, S., Colquhoun, H., Riesenberg, 
R., Epperson, C.N., Deligiannidis, K.M., Rubinow, 
D.R., Li, H., Sankoh, A.J., Clemson, C., Schacterle 
A., Jonas, J., Kanes, S., ‘‘Brexanolone injection in 
post-partum depression: Two multicentre, double- 
blind, randomised, placebo-controlled, phase 3 
trials,’’ The Lancet, 2018, vol. 392(10152), pp. 
1058–1070. 

percent (1.11100) published in the FY 
2020 IPPS/LTCH PPS final rule (see 84 
FR 42629). The applicant then added 
charges for ZULRESSOTM, based on the 
average per discharge cost of 
ZULRESSOTM inflated by the inverse of 
the national average CCR for pharmacy 
costs of 0.189. The applicant calculated 
a final average case-weighted 
standardized charge per case of 
$225,056. Based on the FY 2020 IPPS/ 
LTCH PPS final rule correction notice 
data file thresholds, the applicant 
calculated an average case-weighted 
threshold amount of $33,012. The 
applicant stated that ZULRESSOTM 
exceeded the average-case-weighted 
threshold amount and, therefore, meets 
the cost criterion. 

As noted previously, the 76 cases 
reporting ICD–10–CM diagnosis code 
F53.0 span 26 different MS–DRGs, with 
very few observations in most of these 
MS–DRGs. We noted in the proposed 
rule that a sub-analysis of the top 2 MS– 
DRGs—which represent 49 percent of 
the cases—would still exceed the 
threshold. We also noted that a sub- 
analysis assigning 100 percent of the 
cases to the highest paying of these 26 
MS–DRGs would also still exceed the 
threshold. 

We stated in the proposed rule that 
we are concerned with the limited 
number of cases in the sample the 
applicant analyzed. However, we 
acknowledged the difficulty in 
obtaining cost data for a condition that 
has low prevalence in the Medicare 
population. We invited public 
comments on whether ZULRESSOTM 
meets the cost criterion. 

Comment: The applicant submitted a 
comment asserting that, as 
demonstrated in its application, 
ZULRESSOTM meets the cost criterion, 
despite the low volume, and the 
applicant noted that CMS has approved 
new technology add-on payment for 
other low volume procedures. The 
applicant also raised the possibility that 
the implementation of a new ICD–10– 
CM code for PPD in October 2018 might 
have led to underreporting of the 
diagnosis code in the data available for 
analysis. 

Response: Based on the applicant’s 
comment and information submitted by 
the applicant as part of its FY 2021 new 
technology add-on payment application 
for ZULRESSOTM, as discussed in the 
proposed rule (85 FR 32673 through 
32674) and previously summarized, the 
average case-weighted standardized 
charge per case exceeded the average 
case-weighted threshold amount. 
Therefore, ZULRESSOTM meets the cost 
criterion. 

With regard to substantial clinical 
improvement, the applicant asserted 
that, because there is no other treatment 
option specifically approved by FDA to 
treat PPD, ZULRESSOTM represents a 
substantial clinical improvement over 
existing technologies. In support of this 
statement, the applicant submitted the 
FDA approval letter and news release 
indicating that the approval of 
ZULRESSOTM marks the first time a 
drug has been specifically approved to 
treat PPD.404 The applicant also asserted 
that ZULRESSOTM represents a 
substantial clinical improvement 
because the technology significantly 
reduces depressive symptoms and 
improves patients’ functioning. The 
applicant submitted three studies to 
support its assertion that ZULRESSOTM 
represents a substantial clinical 
improvement over existing technologies 
by improving depressive symptoms and 
patients’ functioning. 

The first study submitted (202A) was 
a Phase II, multicenter, randomized, 
double-blind, parallel-group, placebo- 
controlled clinical trial with 30-day 
follow-up in women diagnosed with 
severe PPD. Patients with severe PPD 
(n=21) were randomized to receive a 
single, continuous intravenous infusion 
of ZULRESSOTM or placebo for 60 
hours. The primary endpoint was the 
change from baseline in the 17-item 
Hamilton Depression Rating Scale 
(HAM–D) total score at the end of the 
60-hour treatment period, compared to 
placebo. At the end of the 60-hour 
intravenous infusion, the least-squared 
(LS) mean reduction in HAM–D total 
score from baseline was 21.0 points in 
the ZULRESSOTM group compared with 
8.8 points in the placebo group. The 
researchers concluded that in women 
with severe PPD, infusion of 
ZULRESSOTM resulted in a significant 
and clinically meaningful reduction in 
HAM–D total score, compared with 
placebo.405 

The second and third studies 
submitted (202B and 202C) were Phase 
III, multicenter, randomized, double- 
blind, parallel-group, placebo-controlled 
clinical trials with 30-day follow-up 
conducted at 30 clinical research 
centers and specialized psychiatric 

units in the United States. The studies 
included women between the ages of 
18–45 years, 6 months postpartum or 
less at screening, with PPD and a 
qualifying score on the HAM–D. In both 
studies, patients were randomly 
assigned to receive a single, continuous 
60-hour intravenous infusion of 
ZULRESSOTM or matching placebo. The 
primary endpoint in both studies was 
the change from baseline in the 17-item 
HAM–D total score at 60 hours, 
compared with placebo. Study 202B 
consisted of patients who were 
diagnosed with severe PPD (HAM–D 
score ≥26) who were randomly assigned 
to receive a single intravenous infusion 
of either ZULRESSOTM 90 mg/kg per h 
(BRX90), ZULRESSOTM 60 mg/kg per 
hour (BRX60), or matching placebo for 
60 hours. Study 202C consisted of 
patients who were diagnosed with 
moderate PPD (HAM–D score of 20 to 
25) who were randomly assigned to 
BRX90 or matching placebo for 60 
hours. Three hundred and seventy-five 
women were simultaneously screened 
across both studies, of whom 138 were 
randomly assigned to receive either 
BRX90 (n=45), BRX60 (n=47), or 
placebo (n=46) in Study 202B, and 108 
were randomly assigned to receive 
BRX90 (n=54) or placebo (n=54) in 
Study 202C. In study 202B, at hour 60, 
the LS mean reduction in HAM–D total 
score from baseline was 19.5 points in 
the BRX60 group and 17.7 points in the 
BRX90 group, compared with 14.0 
points in the placebo group. In Study 
202C, at hour 60, the LS mean reduction 
in HAM–D total score from baseline was 
14.6 points in the BRX90 group 
compared with 12.1 points for the 
placebo group. The researchers 
concluded that administration of 
ZULRESSOTM for PPD resulted in 
significant and clinically meaningful 
reductions in HAM–D total score at 
hour 60 compared with placebo, with 
rapid onset of action and durable 
treatment response during the study 
period of 30 days.406 

The applicant provided data from the 
clinical studies cited previously to 
support that ZULRESSOTM improves 
patients’ depressive symptoms as 
measured by a reduction in the HAM– 
D score at hour 60, and sustained at day 
30. The applicant cited data from the 
Phase II study (202A) that, at the end of 
the 60-hour infusion, the LS mean 
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reduction in HAM–D total score was 
significantly larger for the ZULRESSOTM 
(90 mg/kg/h) group compared with the 
placebo group (21.0 vs 8.8 points, 
respectively). Prespecified secondary 
analyses showed a mean difference of 
–11.3 points between groups as early as 
24 hours after infusion, with significant 
improvements also seen for the 
ZULRESSOTM group at 36, 48, 60, and 
72 hours, as well as days 7 and 30. A 
greater percentage of patients in the 
ZULRESSOTM group achieved a 
treatment response (defined as ≥50% 
reduction from baseline in HAM–D total 
score) compared to the placebo group, 
with a significant difference observed at 
hour 72 (80% vs. 27%) and day 7 (80% 
vs. 20%). At hour 60, 70 percent of 
patients in the ZULRESSOTM group and 
36 percent of patients in the placebo 
group had a treatment response. A 
greater percentage of patients treated 
with ZULRESSOTM achieved remission 
(HAM–D total score ≤7) at hour 60 
compared with the placebo group 
(70.0% vs. 9.1%). The difference was 
significant at hours 24, 48, 60, and 72, 
and days 7 and 30.407 

The applicant cited data from the 
Phase III multicenter study of patients 
with severe PPD (202B) that at hour 60, 
and sustained at day 30, the LS mean 
reduction in HAM–D total score was 
significantly greater for the 
ZULRESSOTM groups, compared to the 
placebo groups. At hour 60, the LS 
mean reduction in HAM–D total score 
was 17.7 points in the BRX90 group and 
19.5 points in the BRX60 group, 
compared to 14.0 points in the placebo 
group. At all-time points from hour 24 
to day 30, the percentage of patients 
achieving HAM–D response (≥50% 
reduction from baseline in HAM–D total 
score) was higher in both ZULRESSOTM 
groups compared with placebo, with 
statistical significance achieved for both 
ZULRESSOTM groups across multiple 
timepoints compared with placebo. The 
percentage of patients achieving HAM– 
D remission (total score ≤7) was 
numerically higher in both 
ZULRESSOTM groups between 24 and 
72 hours and at day 30 compared with 
the placebo group.408 

The applicant cited data from the 
Phase III multicenter study of patients 
with moderate PPD (202C) that at the 
end of the 60 hour infusion, the LS 
mean reduction in HAM–D total score 
was significantly greater in the 
ZULRESSOTM BRX90 group compared 
with the placebo group (14.6 vs 12.1, 
respectively). At all time points from 
hour 8 through day 14, the percentage 
of patients achieving HAM–D remission 
(total score ≤7) was numerically higher 
for the ZULRESSOTM BRX90 group 
compared with the placebo group, with 
statistical significance achieved at 
multiple time points, including at the 
end of the 60 hour infusion.409 

The applicant cited pooled data from 
the ZULRESSOTM BRX90 groups in the 
Phase II (202A) and Phase III (202B and 
202C) studies showing a significant LS 
mean reduction in HAM–D total score 
compared with the placebo group at 
hour 60 (17.0 vs 12.8 points). Similar to 
the individual studies, the integrated 
BRX90 analysis showed a rapid 
decrease in HAM–D scores (that is, 
depressive symptoms) in the BRX90 
group compared with the placebo 
groups, which was sustained until day 
30. At the end of the 60 hour infusion, 
the LS mean reduction in HAM–D total 
score from baseline was significantly 
larger in the BRX90 group than the 
placebo group (LS mean difference -4.1), 
which was also observed at 24 hours (LS 
mean difference ¥3.0) and was 
sustained at day 30 (LS mean difference 
¥2.6).410 

The applicant provided data from the 
clinical studies cited previously to 
support that ZULRESSOTM improves 
patients’ functioning scores, as 
measured by the Clinical Global 
Impressions Scale-Improvement (CGI–I). 
The applicant cited data from the Phase 
II study (202A) that the observed 
improvement in symptoms of 
postpartum depression following 
ZULRESSOTM administration was 
evidenced by the significant treatment 
difference observed for CGI–I response. 
At day 30, 3 (27.3%) patients in the 
placebo group vs. 8 (80.0%) patients 
treated with ZULRESSOTM were 
considered CGI–I responders with a 
score of ‘‘1—very much improved’’ or 
‘‘2—much improved’’.411 

The applicant cited data from the 
Phase III study of patients with severe 
PPD (202B) that patients’ functioning 
scores, as measured by CGI–I, improved 
at hour 60, and sustained at day 30. The 
proportion of patients who achieved a 
CGI–I response (score of ‘‘1—very much 
improved,’’ or ‘‘2—much improved’’) at 
60 hours was significantly higher in 
both ZULRESSOTM groups. The 
proportion of BRX90 patients who 
achieved a CGI–I response was also 
significantly higher than the placebo 
group at hour 72 and day 30 and 
significantly higher in the BRX60 group 
compared to placebo at timepoints from 
hours 36 to 72 and days 7 and 30.412 

The applicant cited data from the 
Phase III study of patients with 
moderate PPD (202C) that the 
proportion of patients who achieved a 
CGI–I response was significantly higher 
for the BRX90 group compared with the 
placebo group at hour 60. These 
significant increases in CGI–I response 
occurred as early as 36 hours and were 
sustained at day 7.413 

The applicant provided data from the 
clinical studies cited previously to 
support that ZULRESSOTM improves 
patients’ depressive symptoms, as 
measured by the Montgomery-Asberg 
Depression Rating Scale (MADRS). The 
applicant cited data from the Phase II 
study (202A) that ZULRESSOTM 
improved patients’ depressive 
symptoms, as measured by the MADRS, 
at hour 60 and sustained at day 30. 
Through the study period, patients in 
the ZULRESSOTM (90 mg/kg/h) group 
showed significant differences in 
MADRS score compared with the 
placebo group (hour 24, P=0.004; hour 
60, P=0.01; day 30, P=0.01).414 

The applicant cited data from the 
Phase III study of patients with severe 
PPD (202B) that ZULRESSOTM 
improved patients’ depressive 
symptoms, as measured by the MADRS, 
at hour 60. Numerically greater 
improvement from baseline in MADRS 
total score was observed for both 
ZULRESSOTM (60 mg/kg/h and 90 mg/kg/ 
h) treatment groups compared with the 
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placebo group at hour 60 and day 30. 
This difference was statistically 
significant at hour 60 for ZULRESSO 60 
mg/kg/h (LS mean difference vs placebo, 
¥6.9).415 

The applicant cited data from the 
Phase III study of patients with 
moderate PPD (202C) that ZULRESSOTM 
improved patients’ depressive 
symptoms, as measured by the MADRS, 
at hour 60. There was a statistically 
significant improvement from baseline 
in the MADRS total score for the 
ZULRESSOTM (90 mg/kg/h) group 
compared to placebo at hour 60 (LS 
mean difference vs. placebo, ¥4.9).416 

The applicant cited data from the 
Phase II study (202A) cited previously 
that ZULRESSOTM improves patients’ 
depressive symptoms as measured by 
the Bech-6 Subscale, a secondary 
endpoint. In the Phase II study (202A), 
significant improvement in the core 
depressive symptoms of the HAM–D 
Bech-6 Subscale score were observed at 
day 30 in the ZULRESSOTM (90 mg/kg/ 
h) group compared with the placebo 
group.417 

We stated in the proposed rule that 
after reviewing the information 
submitted by the applicant as part of its 
FY 2021 new technology add-on 
payment application for ZULRESSOTM, 
we are concerned that the patients in 
the clinical trials were followed up for 
only 30 days, and the durability of the 
effects of ZULRESSOTM, including 
whether patients in remission relapse 
after 30 days, is not clear. We also noted 
that the small sample sizes of the trials 
and the demographic characteristics of 
the patients recruited for these studies 
may not have included or sufficiently 
represented populations that may be at 
high-risk to develop PPD, such as 
women who are financially or socially 
vulnerable and individuals with pre- 
existing mental illness, and it is not 
clear whether the study participants had 
time-limited PPD that might have 
resolved with the passage of time. We 
stated that it is also unclear whether the 
outcomes chosen for these studies (for 
example, test scores) translate into 

clinically significant observable 
improvements in maternal functioning 
and child interactions; for example, has 
maternal-child bonding been shown to 
improve as a result of the infusion. We 
also noted that these studies compare 
the effects of ZULRESSOTM to placebo, 
and not current regimens being used to 
treat PPD, and do not seem to include 
patients who were unresponsive to 
existing therapies. In addition, we stated 
that we are concerned whether results of 
studies of otherwise healthy women 
with PPD would be generalizable to the 
Medicare population, in which women 
with PPD would likely be eligible for 
Medicare based on disabilities that 
could potentially present comorbidities 
for which ZULRESSOTM would not be 
appropriate or effective. We also noted 
that because of possible side effects of 
excessive sedation or sudden loss of 
consciousness, ZULRESSOTM is only 
available through a restricted Risk 
Evaluation and Mitigation (REMS) 
program, and stated that we are 
concerned whether these or other 
adverse events associated with 
ZULRESSOTM would be unsafe for 
women with PPD in the Medicare 
population. We invited public 
comments on whether ZULRESSOTM 
meets the substantial clinical 
improvement criterion, including with 
respect to the concerns we have raised. 

Comment: We received public 
comments, including additional 
information submitted by the applicant, 
in response to CMS’s concerns in the 
proposed rule regarding whether 
ZULRESSOTM meets the substantial 
clinical improvement criterion. 

With respect to the concern that the 
patients in the clinical trials were 
followed up for only 30 days, and the 
durability of the effects of 
ZULRESSOTM, including whether 
patients in remission relapse after 30 
days, is not clear, the applicant stated 
that the 30-day follow-up period was 
accepted by FDA as an appropriate 
follow-up period for women with PPD 
enrolled in the ZULRESSOTM studies. 
The applicant explained further that the 
clinical trials were designed to enroll 
women diagnosed with PPD, and DSM– 
5 defines PPD as a major depressive 
episode with symptom onset during 
pregnancy or in the first 4 weeks 
following delivery. As such, if a patient 
achieves remission after being 
successfully treated in the postpartum 
and then experiences a relapse episode 
beyond 4 weeks, this may no longer 
meet the DSM–5 definition of PPD. The 
applicant also stated that due to the 
rapidity of the treatment effect observed 
with ZULRESSOTM at 60 hours in the 
phase 2 trial (202A), it was determined 

in conjunction with FDA that 30 days 
was an appropriate follow-up period for 
the ZULRESSOTM studies. The 
applicant acknowledged that the 
efficacy and safety of ZULRESSOTM 
beyond 30 days has not been evaluated. 
The applicant also acknowledged that 
there is limited data in PPD, though the 
applicant referenced studies that per the 
applicant show that an improvement of 
depressive symptoms as early as 2 
weeks after treatment initiation may be 
a predictor of achieving stable response 
and remission for patients with major 
depressive disorders, and referenced 
other studies that per the applicant 
suggest that failure to treat depressive 
episodes rapidly and effectively to 
remission may have long-term negative 
effects. The applicant noted that the 
effects of ZULRESSOTM were sustained 
through Day 30, and the applicant cited 
data from the integrated Phase III 
analysis that 94% of patients who 
received BRX90 and had a HAM–D 
response at hour 60 did not relapse at 
Day 30.418 One commenter asserted that 
the 30-day timeframe is an essential 
component of preserving the immediate 
long-term health and wellbeing of many 
postpartum women and their infants, as 
per the commenter it is around this 
timeframe that postpartum women bond 
with their infants, initiate or choose to 
continue breastfeeding, and navigate 
and receive treatment for other 
postpartum health complications. 

With respect to the concern that the 
small sample sizes of the trials and the 
demographic characteristics of the 
patients recruited for these studies may 
not have included or sufficiently 
represented populations that may be at 
high-risk to develop PPD, the applicant 
stated that the sample sizes were 
developed in conjunction with FDA 
based on FDA guidelines for designing 
trials with sufficient statistical power to 
detect the anticipated treatment effect 
and safety of drugs being developed to 
treat major depressive disorders. The 
applicant also stated that in the Phase 
III studies, ZULRESSOTM demonstrated 
a statistically significant improvement 
in depressive symptoms at hour 60 
across a diverse patient population, and 
the applicant highlighted some of the 
subgroups who are at high-risk of 
developing PPD that were represented 
in the Phase III studies. Further, the 
applicant stated that in study 202B of 
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patients with severe PPD, 47% of 
patients treated with BRX90 had a 
personal history of depression, and 47% 
had a history of anxiety. The applicant 
noted that in study 202C of patients 
with moderate PPD, patients with a 
personal history of depression and 
anxiety accounted for 24% and 31% of 
patients respectively. The applicant also 
noted that, in both Phase III studies, 
approximately 1⁄3 of patients had a 
family history of PPD, with 27% in 
202B and 35% in 202C experiencing a 
previous episode of PPD. Per the 
applicant, subgroup analyses showed 
greater LS mean differences in HAM–D 
total score at hour 60 in the BRX90 
group compared with the placebo group 
from baseline in all subgroups examined 
for ethnicity, personal history of PPD, a 
family history of PPD or major 
depressive disorders.419 

With respect to the concern whether 
study participants had time-limited PPD 
that might have resolved with the 
passage of time, the applicant stated that 
untreated PPD may not resolve with 
time. The applicant referenced studies 
of major depressive disorders that, per 
the applicant, show that duration of 
untreated depression correlates with 
worse outcomes. The applicant also 
referenced studies that, per the 
applicant, suggest that symptoms that 
may have begun as PPD may persist 
throughout and beyond the first 
postnatal year if left untreated. 

With respect to the concern whether 
the outcomes chosen for these studies 
translate into clinically significant 
observable improvements in maternal 
functioning and child interaction, the 
applicant explained that they selected 
change in baseline HAM–D scale as the 
primary endpoint because it is 
validated, reliable, and accepted by FDA 
as a primary efficacy endpoint in a 
patient population with depression, and 
they selected the CGI–I scale because is 
accepted by FDA as a secondary 
endpoint to measure other domains of 
symptom improvement. The applicant 
acknowledged that there is no specific 
data related to ZULRESSOTM with 
respect to maternal functioning and long 
term child development. However, the 
applicant asserted that improving 
depressive symptoms in mothers with 
PPD may translate into clinically 
significant and observable 
improvements in maternal functioning 
and child interactions, and the 
applicant referenced various studies 
that found associations between 
maternal PPD symptoms and 
impairments to maternal bonding and 
multiple aspects of child development 

and functioning. The applicant also 
referenced studies that, per the 
applicant, show significant 
improvements in child development 
and functioning after successfully 
treating women with maternal 
depression. 

With respect to the concern that these 
studies compare the effects of 
ZULRESSOTM to placebo, and not 
current regimens being used to treat 
PPD, and do not seem to include 
patients who were unresponsive to 
existing therapies, the applicant stated 
that the ZULRESSOTM clinical 
development program was designed in 
accordance with FDA and aligns to 
current guidance related to developing 
drugs to treat major depressive 
disorders. In referencing these 
guidelines, the applicant noted that 
these guidelines provide that the 
standard for such trials include 
randomized, double-blinded, placebo 
controlled, parallel short-term efficacy 
trials in patients with depression. The 
applicant also noted that patients with 
a history of PPD and non-PPD 
depression were included across all 
placebo-controlled studies. Patients who 
were taking antidepressants at a stable 
dose for at least 14 days prior to 
enrollment were allowed to participate 
in the ZULRESSOTM clinical trials if 
they met other inclusion/exclusion 
criteria. The applicant noted that across 
both phase III trials 22% of patients had 
baseline antidepressant use and either a 
HAM–D score between 20–25 (moderate 
depression) or greater than 26 (severe 
depression). Per the applicant, subgroup 
analyses at hour 60 also showed 
statistically significant LS mean 
differences in change from baseline in 
all subgroups examined, including 
baseline antidepressant use.420 One 
commenter agreed that the existing 
evidence base for the use of 
ZULRESSOTM as a treatment for PPD is 
limited but believes that the existing 
studies on ZULRESSOTM satisfy the 
clinical improvement criteria. The 
commenter stated that there is a dearth 
of evidence available on the 
effectiveness of other treatments for 
PPD, and the commenter noted that the 
studies demonstrated that 
improvements for those who received 
ZULRESSOTM were significantly greater 
than the improvements shown by the 
placebo group. 

With respect to the concern whether 
the results of the studies would be 
generalizable to the Medicare 
population, the applicant believes that 
these results can be generalized to the 
patient population that qualifies for 

Medicare due to disability. The 
applicant stated that two of the first 
patients that were treated with 
ZULRESSOTM since it became 
commercially available were dual- 
eligible beneficiaries. The applicant also 
observed that as with any drug or 
procedure, ZULRESSOTM may not be 
appropriate for every patient, and 
decisions regarding its use should be 
made between the patient and their 
healthcare provider based on the risks 
and benefits of treatment. 

With respect to the concern whether 
the adverse events associated with 
ZULRESSOTM would be unsafe for 
women with PPD in the Medicare 
population, the applicant stated that the 
safety precautions that are in place for 
women with PPD being treated with 
ZULRESSOTM, including the restrictive 
program requirements of the 
ZULRESSOTM REMS, would apply to 
patients from both the general and 
Medicare population. The applicant also 
stated that as with any treatment, the 
prescriber should use his or her clinical 
judgment whether ZULRESSOTM is an 
appropriate treatment option for PPD 
and discuss the risks and benefits, 
including reviewing the Patient 
Information Guide with the patient. 

We also received other public 
comments urging CMS to approve the 
application for new technology add-on 
payment for ZULRESSOTM, stating it 
alleviates symptoms of PPD within 
hours or days, rather than the weeks 
that may be required to relieve 
symptoms using other regimens that are 
prescribed to treat post-partum women 
with PPD. One commenter stated that 
mothers and providers have reported 
positive outcomes from the use of 
ZULRESSOTM and submitted examples 
of these reports. Commenters noted that 
ZULRESSOTM is not currently widely 
available to women despite being FDA- 
approved, and they suggested that 
hospitals may be unwilling to provide 
this treatment due to its cost. 
Commenters observed that state 
Medicaid programs and private health 
insurers often base their coverage and 
payment policies off of those 
established by CMS for Medicare. 
Commenters expressed concern that 
without approval of the new technology 
add-on payment application for 
ZULRESSOTM, women could be denied 
access to the only FDA-approved 
treatment specifically indicated to treat 
PPD, with some commenters adding that 
all FDA-approved treatments should be 
readily accessible to women 
experiencing PPD. 

Response: We thank the commenters 
for their input and responses to our 
concerns, and we appreciate the 
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additional information the applicant 
provided with regard to the safety and 
efficacy of ZULRESSOTM in reducing 
depressive symptoms rapidly and 
significantly when compared to placebo. 
Although commenters asserted that 
ZULRESSOTM starts to work more 
rapidly than other treatments, we 
remain concerned that the studies and 
additional information submitted by 
commenters do not provide sufficient 
evidence to determine that the use of 
ZULRESSOTM represents a substantial 
clinical improvement when compared 
to existing treatments. 

We remain concerned that all of the 
studies submitted by the applicant used 
placebo as control and did not compare 
the use of ZULRESSOTM to the use of 
existing treatments. As noted by the 
applicant in their comments, patients 
who were taking antidepressants at a 
stable dose for at least 14 days prior to 
enrollment were allowed to participate 
in the ZULRESSOTM clinical trials if 
they met other inclusion/exclusion 
criteria, and analysis of this subgroup 
showed statistically significant LS mean 
differences in change in HAM–D at hour 
60 compared to baseline.421 Given that 
these Phase III studies were not 
designed to compare the use of 
ZULRESSOTM to currently available 
treatments, we do not believe that the 
analysis of a subgroup is sufficient 
evidence that the use of ZULRESSOTM 
provides a substantial clinical 
improvement over the use of existing 
technologies, especially since 
traditional antidepressants may take 4– 
6 weeks to have full therapeutic effect 
(not 14 days). We also note that there 
are multiple medications approved to 
treat major depressive disorders (of 
which PPD is a subtype), and it is 
unclear whether there was uniformity in 
the type or dosage of antidepressant 
used by this subgroup in the Phase III 
studies that could suggest that the use 
of ZULRESSOTM represents a 
substantial clinical improvement over a 
specific regimen of antidepressant 
medications used to treat PPD. 

With regard to the superiority of 
ZULRESSOTM versus placebo, the 
primary endpoint of improvement in 
HAM–D scores from baseline at the 
conclusion of the 60-hour infusion was 
met in both Phase III studies submitted 
by the applicant, demonstrating the 
efficacy of the use of ZULRESSOTM in 
rapidly reducing depressive symptoms 
compared with placebo at this timepoint 
(60-hour infusion). However, we note 
that the study authors observed variable 
placebo response across the three 
placebo-controlled trials, with robust 

placebo response in studies 2 and 3. For 
example, in the third study, placebo had 
a stronger effect than treatment at 30 
days. We also note that the secondary 
endpoint of HAM–D remission at 30 
days was not statistically significant in 
any of the treatment groups or in the 
integrated analysis when compared to 
placebo.422 

We also remain concerned over the 
durability of the effects of ZULRESSOTM 
beyond the 30-day follow-up period. As 
noted by the study authors, an 
important limitation of these trials is 
that the effects of ZULRESSOTM after 
the 30-day follow-up period are 
unknown. We believe that this is 
particularly important since 
ZULRESSOTM is a one-time infusion 
while other antidepressants are 
continued long-term. In addition, data 
on the effectiveness of current 
antidepressants in post-partum women 
are scarce so the long-term efficacy of 
the use of ZULRESSOTM compared with 
currently available oral antidepressants 
is unclear.423 

We also remain concerned as to 
whether study participants had time- 
limited PPD that might have resolved 
with the passage of time and whether 
the outcomes chosen for these studies 
translate into clinically significant 
observable improvements in maternal 
functioning and child interaction. 

After consideration of all the 
information from the applicant, as well 
as the public comments we received, we 
are unable to determine that 
ZULRESSOTM represents a substantial 
clinical improvement over existing 
technologies, and we are not approving 
new technology add-on payments for 
ZULRESSOTM for FY 2021. 

6. FY 2021 Applications for New 
Technology Add-On Payments 
(Alternative Pathways) 

As discussed previously, for 
applications received for new 
technology add-on payments for FY 
2021 and subsequent fiscal years, if a 
medical device is part of FDA’s 
Breakthrough Devices Program or a 
product is designated by FDA as a 
Qualified Infectious Disease Product 
(QIDP), and received FDA marketing 
authorization, it will be considered new 
and not substantially similar to an 
existing technology for purposes of the 
new technology add-on payment under 
the IPPS, and will not need to meet the 
requirement that it represent an advance 
that substantially improves, relative to 
technologies previously available, the 
diagnosis or treatment of Medicare 

beneficiaries. These technologies must 
still meet the cost criterion. 

We received 10 applications for new 
technology add-on payments for FY 
2021 under this alternative new 
technology add-on payment pathway. 
One applicant withdrew its application 
prior to the issuance of the proposed 
rule. Of the remaining nine 
applications, three of the technologies 
received a Breakthrough Device 
designation from FDA and six have been 
designated as a QIDP by FDA. In 
accordance with the regulations under 
§ 412.87(e), applicants for new 
technology add-on payments must have 
FDA approval or clearance by July 1 of 
the year prior to the beginning of the 
fiscal year for which the application is 
being considered. While we do not 
typically address in the final rule those 
applications for which the technology 
has not received FDA approval for the 
relevant indication by the July 1 
deadline, we are summarizing and 
responding to comments we received 
regarding whether the applicant for the 
NanoKnife System® received the 
required FDA marketing authorization 
for this product by July 1. A discussion 
of these remaining nine applications is 
presented in this final rule. 

Typically, in the annual proposed 
rule, we provide a summary of each 
application and describe any concerns 
we may have regarding whether the 
technology meets a specific new 
technology add-on payment criterion. 
As we discussed in the FY 2020 IPPS/ 
LTCH PPS final rule, we believe it is 
appropriate to facilitate access to these 
transformative new technologies and 
antimicrobials as part of the 
Administration’s commitment to 
addressing barriers to healthcare 
innovation and ensuring Medicare 
beneficiaries have access to critical and 
life-saving new cures and technologies 
that improve beneficiary health 
outcomes. To that end, to provide 
additional transparency and 
predictability with respect to these 
technologies, in the FY 2021 IPPS/LTCH 
PPS proposed rule we proposed to 
approve or disapprove each of these 
nine applications based on whether the 
technology met the cost criterion. In this 
section of this final rule, we discuss 
whether or not each technology will be 
eligible for the new technology add-on 
payment for FY 2021. We refer readers 
to section II.H.8. of the preamble of the 
FY 2020 IPPS/LTCH PPS final rule (84 
FR 42292 through 42297) for a complete 
discussion of the alternative new 
technology add-on payment pathways 
for these technologies. 
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a. Alternative Pathway for Breakthrough 
Devices 

(1) BAROSTIM NEO® System 

CVRx submitted an application for the 
BAROSTIM NEO® System. According to 
the applicant, the BAROSTIM NEO® 
System is indicated for the 
improvement of symptoms of heart 
failure—quality of life, six-minute hall 
walk and functional status—for patients 
who remain symptomatic despite 
treatment with guideline-directed 
medical therapy, are NYHA Class III or 
Class II (who had a recent history of 
Class III), have a left ventricular ejection 
fraction ≤35%, a NT-proBNP <1600 pg/ 
ml and excluding patients indicated for 
Cardiac Resynchronization Therapy 
(CRT) according to AHA/ACC/ESC 
guidelines. 

The BAROSTIM NEO® System 
received FDA approval on August 16, 
2019 and is a Breakthrough Device 
designated by FDA. Additionally, 
according to the applicant, the device 
was available on the market 
immediately upon FDA approval. 
Currently, the following ICD–10–PCS 
procedure codes can be used to 
uniquely identify the BAROSTIM NEO® 
System: 0JH60MZ (Insertion of 
stimulator generator into chest 
subcutaneous tissue and fascia, open 
approach) in combination with 
03HK0MZ (Insertion of stimulator lead 
into right internal carotid artery, open 
approach) or 03HL0MZ (Insertion of 
stimulator lead into left internal carotid 
artery, open approach). 

With regard to the cost criterion, the 
applicant used the FY 2018 MedPAR 
Limited Data Set (LDS) to assess the 
MS–DRGs to which potential cases 
representing hospitalized patients who 
may be eligible for treatment involving 
the BAROSTIM NEO® System would 
mapped. The applicant searched for 
cases with the following combination of 
existing ICD–10–PCS codes: 0JH60MZ 
in combination with 03HK0MZ or 
03HL0MZ. The applicant determined its 
search using these procedure codes 
mapped to MS–DRGs 252, 253, and 254 
(Other Vascular Procedures with MCC, 
with CC, and without CC/MCC, 
respectively), resulting in 71,431 total 
claims across these three MS–DRGs. 

The applicant then removed charges 
for the prior technology since the 
BAROSTIM NEO® System will replace 
all of the current device charges 
included in the claims. The applicant 
explained that it removed all charges 
associated with the service category 
Medical/Surgical Supply Charge 
Amount, which include revenue centers 
027x. 

The applicant then standardized the 
charges and inflated the charges by 
applying the FY 2020 IPPS/LTCH PPS 
final rule outlier charge inflation factor 
of 1.11100 (84 FR 42629). The applicant 
then added the charges for the new 
technology by converting the cost of the 
device to charges by dividing the costs 
by the national average cost-to-charge 
ratio of 0.299 for implantable devices 
from the FY2020 IPPS Final Rule (84 FR 
42179). 

Based on the previous information, 
the applicant calculated a final average 
case-weighted standardized charge per 
case of $194,393 and an average case- 
weighted threshold of $85,559. Because 
the final inflated average case-weighted 
standardized charge per case exceeded 
the average case-weighted threshold 
amount, the applicant asserted that the 
technology meets the cost criterion. 

According to the applicant, since the 
BAROSTIM NEO® System is used in 
heart failure patients, the applicant 
submitted an additional analysis to 
demonstrate that the technology meets 
the cost criterion. The applicant revised 
its first analysis by assessing MS–DRG 
291 (Heart Failure and Shock with 
MCC), 292 (Heart Failure and Shock 
with CC), and 293 (Heart Failure and 
Shock without CC/MCC), 242 
(Permanent Cardiac Pacemaker Implant 
with MCC), 243 (Permanent Cardiac 
Pacemaker Implant with CC), 244 
(Permanent Cardiac Pacemaker Implant 
without CC/MCC), 222 (Cardiac 
Defibrillator Implant with Cardiac 
Catheterization with AMI/HF/Shock 
with MCC), 223 (Cardiac Defibrillator 
Implant with Cardiac Catheterization 
with AMI/HF/Shock without MCC), 224 
(Cardiac Defibrillator Implant with 
Cardiac Catheterization without AMI/ 
HF/Shock with MCC), 225 (Cardiac 
Defibrillator Implant with Cardiac 
Catheterization without AMI/HF/Shock 
without MCC), 226 (Cardiac 
Defibrillator Implant without Cardiac 
Catheterization with MCC) and 227 
(Cardiac Defibrillator Implant without 
Cardiac Catheterization without MCC) 
using the same aforementioned ICD–10– 
PCS codes. The applicant used the same 
methodology, as previously indicated 
and calculated a final inflated average 
case-weighted standardized charge per 
case of $161,332 and an average case- 
weighted threshold amount of $55,697. 
Because the final inflated average case- 
weighted standardized charge per case 
exceeded the average case-weighted 
threshold amount, the applicant 
asserted that the technology meets the 
cost criterion. 

In the proposed rule, we stated that 
we agree with the applicant that the 
BAROSTIM NEO® System meets the 

cost criterion and therefore proposed to 
approve the BAROSTIM NEO® System 
for new technology add-on payments for 
FY 2021. As previously noted, there is 
a combination of ICD–10–PCS 
procedure codes that can uniquely 
identify cases involving the BAROSTIM 
NEO® System. 

Based on information from the 
applicant at the time of the proposed 
rule, the cost of the BAROSTIM NEO® 
System is $35,000. Under § 412.88(a)(2), 
we limit new technology add-on 
payments to the lesser of 65 percent of 
the average cost of the technology, or 65 
percent of the costs in excess of the MS– 
DRG payment for the case. As a result, 
we proposed that the maximum new 
technology add-on payment for a case 
involving the use of the BAROSTIM 
NEO® System would be $22,750 for FY 
2021(that is 65 percent of the average 
cost of the technology). 

We invited public comments on 
whether the BAROSTIM NEO® System 
meets the cost criterion and our 
proposal to approve new technology 
add-on payments for the BAROSTIM 
NEO® System for FY 2021. 

Comment: A commenter, the 
applicant, supported CMS’ proposal to 
approve new technology add-on 
payments for FY 2021 for BAROSTIM 
NEO® System. 

Response: We appreciate the 
applicant’s support. 

Based on the information provided in 
the application for new technology add- 
on payments, and after consideration of 
the public comments we received, we 
believe the BAROSTIM NEO® System 
meets the cost criterion. The 
BAROSTIM NEO® System received 
marketing authorization from the FDA 
on August 16, 2019 for the indication 
covered by its Breakthrough Device 
designation. 

Therefore, we are finalizing our 
proposal to approve new technology 
add-on payments for BAROSTIM NEO® 
System for FY 2021, and we consider 
the beginning of the newness period to 
commence on August 16, 2019 which is 
when the technology received FDA 
marketing authorization for the 
indication covered by its Breakthrough 
Device designation. Under 
§ 412.88(a)(2)(ii)(A), we limit new 
technology add-on payments to the 
lesser of 65 percent of the average cost 
of the technology, or 65 percent of the 
costs in excess of the MS–DRG payment 
for the case. As a result, we are 
finalizing a maximum new technology 
add-on payment of $22,750 for a case 
involving the use of the BAROSTIM 
NEO® System for FY 2021 (that is 65 
percent of the average cost of the 
technology). Cases involving the use of 
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424 https://clinicaltrials.gov/ct2/show/study/ 
NCT03899636?term=NanoKnife&draw=2&rank=6. 

BAROSTIM NEO® System that are 
eligible for new technology add-on 
payments will be identified by ICD–10– 
PCS codes: 0JH60MZ in combination 
with 03HK0MZ or 03HL0MZ. 

(2) The NanoKnife® System 
Angiodynamics submitted an 

application for new technology add-on 
payments for the NanoKnife® System 
for FY 2021. The applicant is seeking 
new technology-add on payments for 
the use of the NanoKnife® System with 
six outputs for the treatment of Stage III 
pancreatic cancer. We noted in the 
proposed rule that FDA has not yet 
granted market approval of the 
NanoKnife® System for use in the 
treatment of pancreatic cancer. We also 
noted that the NanoKnife® System has 
been previously approved by FDA for 
the use for surgical ablation of soft 
tissue. Per the applicant, the 
Nanoknife® System is a medical device 
consisting of a dedicated generator and 
specialized electrode probes currently 
used for inpatient hospital ablation 
procedures for surgical treatment of soft 
tissue ablation procedures. The 
NanoKnife® System is considered a 
FDA class II device when indicated for 
soft tissue ablation. 

The applicant stated that the 
NanoKnife® System delivers a series of 
high voltage direct current electrical 
pulses between at least two electrode 
probes placed within a target area of 
tissue. The electrical pulses produce an 
electric field which induces 
electroporation on cells within the 
target area. The number of electrodes 
used is dependent on the size and shape 
of the tumor, and the individual 
patient’s clinical needs. 

According to the applicant, 
electroporation is a technique in which 
an electrical field is applied to cells in 
order to increase the permeability of the 
cell membranes through the formation 
of nanoscale defects in the lipid bilayer. 
The result is creation of nanopores in 
the cell membrane and disruption of 
intracellular homeostasis, ultimately 
causing cell death. The applicant stated 
that after delivering a sufficient number 
of high voltage pulses, the cells 
surrounded by the electrodes will be 
irreversibly damaged. This mechanism, 
which causes permanent cell damage, is 
referred to as Irreversible 
Electroporation (IRE). Per the applicant, 
benefits of IRE over other ablation 
methods include: (1) Localized ablation 
of targeted tissue; (2) lack of damaging 
heat-sink effect often seen with 
traditional thermal ablation techniques; 
and (3) preservation of critical anatomic 
structures in the vicinity of the ablation. 
Furthermore, according to the applicant, 

in studies to date, the NanoKnife® 
System has been shown to be safe and 
effective in patients presenting with 
unresectable tumors, who, given current 
treatment standards, have few viable 
treatment options. 

The NanoKnife® System with six 
outputs for the treatment of Stage III 
pancreatic cancer received FDA 
Breakthrough Device designation on 
January 18, 2018 and approval of an 
FDA investigational device exemption 
(IDE G180278) on March 28, 2019. We 
noted in the proposed rule, as discussed 
previously, that although the 
NanoKnife® System received FDA 
Breakthrough Device designation for 
treatment of pancreatic cancer, FDA has 
not yet market approved or cleared the 
NanoKnife® System for use in the 
treatment of pancreatic cancer. The 
NanoKnife® System is currently being 
used for the treatment of Stage III 
pancreatic cancer in the DIRECT clinical 
trial in which the first patient was 
enrolled on May 13, 2019. Completion 
of the clinical trial is not expected until 
approximately December 2023.424 

The applicant noted that earlier 
iterations of the NanoKnife® System 
indicated for the surgical ablation of soft 
tissue were available on the market after 
FDA clearances in 2008 and 2015. 
According to the applicant, NanoKnife 
3.0®, the most recent iteration of the 
NanoKnife® System device consisting of 
improvements and advancements as 
compared to prior versions of the 
device, was cleared by FDA on June 19, 
2019 for the surgical ablation of soft 
tissue and per the applicant became 
commercially available on the U.S. 
market in June 2019. Consistent with 
prior versions of the device, NanoKnife 
3.0® is labeled for soft tissue ablation. 
We note that since the earlier versions 
of the NanoKnife® System have been 
available commercially on the U.S. 
market following FDA clearances in 
2008 and 2015, these versions are not 
considered new. As noted previously, 
under the first criterion, a specific 
medical service or technology will be 
considered ‘‘new’’ for purposes of new 
medical service or technology add-on 
payments until such time as Medicare 
data are available to fully reflect the cost 
of the technology in the MS–DRG 
weights through recalibration. 
Therefore, the indication associated 
with the device during that timeframe, 
soft tissue ablation, would not be 
relevant for purposes of the new 
technology add-on payment application 
for FY 2021. Only the use of the 
NanoKnife® System with six outputs for 

the treatment of Stage III pancreatic 
cancer, for which the applicant 
submitted its application for new 
technology-add on payments for FY 
2021, and the FDA Breakthrough Device 
designation it received for that use, are 
relevant for purposes of the new 
technology add-on payment application 
for FY 2021. 

According to the applicant, ICD–10– 
PCS procedure codes 0F5G0ZF 
(Destruction of pancreas using 
irreversible electroporation, open 
approach), 0F5G3ZF (Destruction of 
pancreas using irreversible 
electroporation, percutaneous 
approach), and 0F5G4ZF (Destruction of 
pancreas using irreversible 
electroporation, percutaneous 
endoscopic approach) may be used to 
distinctly identify cases involving the 
NanoKnife® System because the 
NanoKnife® System is currently the 
only device used for irreversible 
electroporation in the United States. 

The applicant conducted the 
following analysis to demonstrate that 
the technology meets the cost criterion. 
The applicant used the FY 2018 
MedPAR Limited Data Set (LDS) to 
identify the MS–DRGs to which 
potential cases representing 
hospitalized patients who may be 
eligible for treatment involving the 
NanoKnife® System would be mapped. 
The applicant searched for cases 
reporting the following predecessor 
ICD–10–PCS codes: 0F5G0ZZ 
(Destruction of pancreas, open 
approach), 0F5G3ZZ (Destruction of 
pancreas, percutaneous approach) and 
0F5G4ZZ (Destruction of pancreas, 
percutaneous endoscopic approach). 
According to the applicant, this resulted 
in 40 cases mapped to MS–DRGs 405, 
406, and 407 (Pancreas, Liver and Shunt 
Procedures with MCC, with CC, and 
without CC/MCC, respectively). The 
applicant noted that cases eligible for 
use of the NanoKnife® System would 
likely map to MS–DRGs 628, 629, or 630 
(Other Endocrine, Nutritional and 
Metabolic O.R. procedures with MCC, 
with CC, and without CC/MCC, 
respectively) as well but none of the 40 
cases mapped to these MS–DRGs. 
However, the applicant stated that had 
there been cases assigned to MS–DRGs 
628, 629, or 630, these would have been 
selected as well. The applicant also 
noted that cases where the open 
approach Whipple procedure (ICD–10– 
PCS code 0FBG0ZZ (Excision of 
pancreas, open approach)) was coded 
were removed, as according to the 
applicant it is unlikely this procedure 
would be performed in conjunction 
with IRE because the Whipple 
procedure is an extensive surgical 
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425 National Comprehensive Cancer Network 
Clinical Practice Guideline Pancreatic 
Adenocarcinoma NCCN Evidence Blocks Version 
1.2020—November 26, 2019. See for example 
PANC–C 2 of 2. https://www.nccn.org/ 
professionals/physician_gls/pdf/pancreatic_
blocks.pdf. 

426 Walsh et al. THE AMERICAN SURGEON 
November 2018 Vol. 84, E446. Irreversible 
electroporation (IRE) is NanoKnife’s surgical 
ablation technology. See also Martin et al. Annals 
of Surgery; Volume 262, Number 3, September 
2015. 

procedure that may not be necessary 
with IRE. The applicant only disclosed 
the percentage of cases assigned to MS– 
DRG 406 because, according to the 
applicant, the number of cases assigned 
to MS–DRGs 405 and 407 was less than 
12 for each MS–DRG, making the exact 
percentage for these two MS–DRGs 
unavailable. 

The applicant examined associated 
charges per MS–DRG. According to the 
applicant, since the 40 cases mapped to 
MS–DRGs 405, 406 and 407 could 
include charges for various technologies 
for destruction of pancreatic tumors, 
and in order to exclude charges for prior 
technology, the applicant removed all 
charges billed to the medical supplies 
cost center for MS–DRGs 405, 406 and 
407, as this cost center could include 
charges associated with use of various 
predecessor technologies for destruction 
of pancreatic tumors. The applicant 
noted it did not remove charges related 
to the predecessor technology as it 
believes that remaining charges 
associated with the cases would stay the 
same. According to the applicant, 
related charges consist of operating 
room, routine, intensive care, drug, 
radiology and Computed Tomography 
charges. The applicant then 
standardized the charges for each case 
and inflated each case’s charges by 
applying the FY 2020 IPPS/LTCH PPS 
final rule outlier charge inflation factor 
of 1.11100 (84 FR 42629). The applicant 
then added the charges for the 
Nanoknife® System by dividing the 
costs of the device and required 
ancillary supplies per patient by the 
national average cost-to-charge ratio of 
0.299 for implantable devices from the 
FY 2020 IPPS Final Rule (84 FR 42179). 
The applicant calculated a final inflated 
average case-weighted standardized 
charge per case of $175,836 and an 
average case-weighted threshold amount 
of $102,842. Because the final inflated 
average case-weighted standardized 
charge per case exceeded the average 
case-weighted threshold amount, the 
applicant maintained that the 
technology met the cost criterion. 

In the proposed rule, we agreed with 
the applicant that it meets the cost 
criterion. We also stated that, as noted 
previously, subject to our proposed 
conditional approval process for 
technologies for which an application is 
submitted under the alternative 
pathway for certain antimicrobial 
products, applicants for new technology 
add-on payments must have FDA 
approval or clearance by July 1 of the 
year prior to the beginning of the fiscal 
year for which the application is being 
considered. As also summarized 
previously, the applicant is seeking new 

technology-add on payments for the use 
of the NanoKnife® System with six 
outputs for the treatment of Stage III 
pancreatic cancer, and it is only that 
use, and the FDA Breakthrough Device 
designation it received for that use, that 
are relevant for purposes of the new 
technology add-on payment application 
for FY 2021. Therefore, subject to the 
NanoKnife® System receiving FDA 
clearance or approval for use in the 
treatment of Stage III pancreatic cancer 
by July 1, 2020, we proposed to approve 
the NanoKnife® System for new 
technology add-on payments for FY 
2021. 

Based on preliminary information 
from the applicant at the time of the 
proposed rule, the cost of the 
NanoKnife® System is $11,086. Under 
§ 412.88(a)(2), we limit new technology 
add-on payments to the lesser of 65 
percent of the average cost of the 
technology, or 65 percent of the costs in 
excess of the MS–DRG payment for the 
case. As a result, we proposed that the 
maximum new technology add-on 
payment for a case involving the use of 
the NanoKnife® System would be 
$7,205.90 for FY 2021. 

We invited public comments on 
whether the NanoKnife® System meets 
the cost criterion and our proposal to 
approve new technology add-on 
payments for the NanoKnife® System 
for FY 2021, subject to the NanoKnife® 
System receiving FDA clearance or 
approval for use in the treatment of 
Stage III pancreatic cancer by July 1, 
2020. 

Comment: We received a few 
comments expressing general support 
for the approval of the NanoKnife® 
System for new technology add-on 
payment for FY 2021. 

We also received two comments from 
the applicant. (The applicant and its 
consultant submitted individual 
comments. We consider these comments 
to be from the applicant and on behalf 
of the applicant). The applicant stated, 
the new technology add on payment 
regulation applicable to medical devices 
that are part of FDA’s Breakthrough 
Devices Program, 42 CFR 412.87(c)(1), 
has no explicit limit to the type of 
marketing authorization and no 
mandate that the marketing 
authorization indication be the same as 
Breakthrough Device Designation 
indication. According to the applicant, 
the NanoKnife® System has sufficient 
FDA market authorization under the 
broad regulatory provision in that it has 
a 510(k) clearance for surgical ablation 
of soft tissue. The applicant also stated 
that the NanoKnife® System has FDA 
Breakthrough Designation for treatment 
of pancreatic cancer. According to the 

commenter, based on the 510(k) 
clearance and FDA Breakthrough 
Designation, the NanoKnife® System 
should be approved for new technology 
add-on payment for FY 2021. 
Furthermore, the applicant conveyed 
that an FDA approved indication should 
reflect both regulatory and medical 
factors, explaining that medical 
authorities confirm that pancreatic 
cancer tissue is a form of soft tissue.425 
According to the applicant, scientific 
articles describe the NanoKnife® System 
studies including the pancreas as, 
‘‘Early Results of Irreversible 
Electroporation (IRE) for Tumor 
Ablation in Soft Tissue Tumors.’’ 426 
The applicant concluded that the 510(k) 
clearance indication covers the 
Breakthrough Device indication and 
medical facts reinforce a straightforward 
application of ‘‘marketing 
authorization’’ to recognize the 
overlapping the NanoKnife® System 
indications. 

The applicant commented that even if 
CMS were to reject the 510(k) clearance 
indication, FDA has approved the 
NanoKnife® System’s investigational 
device exemption (IDE) for treatment of 
pancreatic cancer and that in the 
absence of an explicit regulatory 
definition that limits marketing 
authorization to only 510(k) clearances 
or pre-market approvals (PMA), CMS 
should allow an IDE indication to 
satisfy the marketing authorization 
standard. According to the applicant, an 
approved IDE is an FDA authorization 
to; (1) advertise, promote and use the 
device for the indication under the 
clinical trial and (2) notify patients, 
physicians and hospitals of the 
availability of the device for the 
particular indication under the clinical 
trial. 

According to the applicant, FDA 
approval of an IDE signals that the 
device is safe enough and offers enough 
potential for effectiveness to be 
available under the controls of the IDE. 
Furthermore, the applicant stated that 
even if limited to the clinical trial, an 
IDE is clearly marketing authorization 
and that the regulation does not exclude 
an IDE as market authorization. 
According to the applicant, if CMS 
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study-and-market-your-device/investigational- 
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wanted or looks ahead to specific types 
of authorizations, CMS must make those 
explicit in the regulation. 

According to the applicant, in 
addition to the NanoKnife® System’s 
510(k) clearance and IDE, CMS has 
approved a number of Medicare 
reimbursement policies recognizing the 
NanoKnife® System’s use for treatment 
of pancreatic cancer through the 
following: 

• Approval of national Medicare 
coverage for treatment of pancreatic 
cancer under the IDE; 

• Approval of ICD–10–PCS codes for 
treatment of the pancreas: 0F5G0ZF 
Destruction of pancreas using 
irreversible electroporation, open 
approach; and 

• Assignment of the ICD–10–PCS 
codes into pancreas MS DRGs: MS DRG 
405 Pancreas, liver and shunt 
procedures w mcc. 

According to the applicant, these 
CMS coverage, coding and payment 
approvals recognizing the NanoKnife® 
System for pancreatic cancer, together 
with the 510(k) clearance and IDE 
indications certainly fulfill the 
marketing authorization new technology 
requirement. 

Finally, the applicant asserted that 
there would be an inconsistency if CMS 
approved of national coverage under the 
clinical trial, allowing reimbursement 
for the device and the routine costs of 
patient care, but denied new technology 
add-on payment during this clinical 
trial. According to the applicant, the 
current new technology add-on payment 
regulation should be applied to 
harmonize CMS coverage, coding and 
payment, along with FDA policies to 
ensure Medicare patient access to life- 
saving breakthrough devices and is fully 
in line with the statutory authority for 
Breakthrough Devices under the 21st 
Century Cures Act. Public Law 114–255, 
Section 3051. 

Response: We thank the applicant for 
their recommendations and feedback. 

Regarding the applicant’s comment 
that based on the 510(k) clearance for 
soft tissue ablation and FDA 
Breakthrough Device designation for 
treatment of Stage III pancreatic cancer, 
the NanoKnife® System should be 
approved for new technology add-on 
payment for FY 2021 under the 
alternative pathway for certain 
transformative devices, we disagree. As 
discussed in response to comments in 
section II.G.8, we believe the applicant 
is asking CMS to evaluate this 
technology inconsistent with 
longstanding policy and to start the 
newness period prior to the time a 
product receives marketing 
authorization. As discussed in the 

proposed rule and elsewhere in this 
final rule, in the September 7, 2001 final 
rule that established the new technology 
add-on payment regulations (66 FR 
46915), we indicated that an existing 
technology can receive new technology 
add on payments for a new use or 
indication. As we stated in the proposed 
rule, while we recognize that a 
technology can have multiple 
indications, each indication has its own 
newness period and must meet the new 
technology add on payment criteria. The 
applicable criteria will depend on 
whether the technology is eligible for an 
alternative new technology add-on 
payment pathway. However, each 
indication for the technology is 
evaluated separately from any other 
indication, including with respect to the 
start of the newness period, to 
determine whether the technology is 
eligible for new technology add-on 
payments when used for that indication. 
CMS did not modify this longstanding 
policy for evaluating whether a 
technology with multiple indications 
has received the required marketing 
authorization when it adopted the 
alternative pathway for certain 
transformative new devices in FY 2020. 

Regarding the applicant’s comment 
that the 510(k) clearance indication for 
soft tissue covers the Breakthrough 
Device designation indication for 
treatment of Stage III pancreatic cancer 
and that the medical facts reinforce a 
straightforward application of 
‘‘marketing authorization’’ to recognize 
the overlapping the NanoKnife® System 
indications should result in the 
approval of the NanoKnife® System for 
FY 2021 under the alternative pathway 
for certain transformative devices, we 
also disagree. First, as previously 
discussed, each indication for the 
technology is evaluated separately from 
any other indication, including with 
respect to the start of the newness 
period, to determine whether the 
technology is eligible for new 
technology add-on payments when used 
for that indication. Also as explained 
previously, and in the FY 2005 IPPS 
final rule (69 FR 49002), the intent of 
section 1886(d)(5)(K) of the Act and 
regulations under § 412.87(b)(2) is to 
pay for new medical services and 
technologies for the first 2 to 3 years 
that a product comes on the market, 
during the period when the costs of the 
new technology are not yet fully 
reflected in the DRG weights. Therefore, 
as discussed in the proposed rule, since 
the earlier versions of the NanoKnife® 
System, indicated for soft tissue 
ablation, have been available 
commercially on the U.S. market 

following FDA clearances in 2008 and 
2015 and are not considered new, the 
510(k) clearance indication for soft 
tissue ablation would not be relevant for 
purposes of the new technology add-on 
payment application for FY 2021. Also 
as discussed in the proposed rule, only 
the indication with six outputs for the 
treatment of Stage III pancreatic cancer 
is relevant for purposes of the new 
technology add-on payment application 
for FY 2021 under the alternative 
pathway for certain transformative 
devices. We refer readers to our 
response to comments in section II.G.8 
of the preamble of this final rule for 
further discussion of these existing 
policies. 

Regarding the suggestion that an IDE 
can qualify as marketing authorization 
and that the IDE determination can 
match the Breakthrough Designation 
indication for new technology add-on 
payment eligibility, we disagree. It is 
our understanding that an IDE allows 
the investigational device to be used in 
a clinical study in order to collect safety 
and effectiveness data prior to the 
device receiving FDA marketing 
authorization (that is, received PMA 
approval, 510(k) clearance, or the 
granting of De Novo classification 
request). Therefore, we do not believe 
that an IDE qualifies as marketing 
authorization.427 

For these same reasons, we disagree 
that any separate policies relating to 
coverage, coding and payment, 
combined with the 510(k) clearance for 
the separate indication of soft tissue 
ablation and IDE indication for 
treatment of Stage III pancreatic cancer, 
should allow for the approval of new 
technology add-on payments for the 
NanoKnife® System for FY 2021 when 
used for treatment of Stage III pancreatic 
cancer. Regarding the comments about 
national coverage determinations, 
payment and coding, we note that the 
new technology add-on payment policy 
is separate and distinct from the specific 
processes for coverage, coding, and 
payment. As discussed previously, 
those with further questions about 
Medicare’s coverage, coding, and 
payment processes, or those who want 
further guidance about how they can 
navigate these processes, can contact 
The Council on Technology and 
Innovation (CTI) at CTI@cms.hhs.gov. 

Therefore, for the reasons stated in the 
proposed rule and in this final rule, 
because the NanoKnife® System did not 
receive FDA clearance or approval by 
July 1, 2020 for use in the treatment of 
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Stage III pancreatic cancer, which is the 
indication for which it received FDA 
Breakthrough Device Designation and 
for which it applied for new technology 
add-on payments for FY 2021, we are 
not approving new technology add-on 
payments for the NanoKnife® System 
for FY 2021. The applicant for the 
NanoKnife® System would remain 
eligible to apply for the new technology 
add on payment under the alternative 
pathway for certain transformative new 
devices for a future fiscal year. 

(3) Optimizer System 
Impulse Dynamics submitted an 

application for The Optimizer® System 
(QFV). The Optimizer® System is 
intended for the treatment of chronic 
heart failure in patients with advanced 
symptoms that have normal QRS 
duration and are not indicated for 
cardiac resynchronization therapy. 

Per the applicant, the Optimizer 
System consists of three components. 
First, the Optimizer Rechargeable 
Implantable Pulse Generator (IPG) is 
designed for subcutaneous implant and 
delivers cardiac contractility 
modulation to the heart via two 
standard pacing leads attached to the 
right ventricular septum. Second, the 
Optimizer Mini Charger recharges the 
Optimizer IPG. Finally, the Omni II 
Programmer with Omni SMART 

Software gives a qualified healthcare 
professional the ability to program the 
Optimizer IPG over a large range of 
clinical settings. 

The applicant explained that the 
Optimizer IPG is implanted in the right 
pre-pectoral region, similar to cardiac 
rhythm management devices. According 
to the applicant, the procedure is 
performed in a cardiac catheterization 
laboratory under fluoroscopic guidance 
with the patient under light sedation. 
The applicant stated that since three 
intracardiac leads are used, subclavian 
venous access is preferred over access 
via the axillary or cephalic vein. The 
applicant stated that the Optimizer IPG 
is connected to the heart via two 
standard implantable pacing leads that 
are each placed into the right 
ventricular septum. 

With respect to the newness criterion, 
the applicant indicated that FDA 
granted Breakthrough Device 
designation for the Optimizer System on 
March 21, 2019. The applicant received 
FDA premarket approval for the two- 
lead Optimizer System, which included 
placement of the two leads in the right 
ventricular septum, on October 23, 
2019. The device was available in the 
market immediately following FDA 
approval. 

The applicant asserted that the 
current ICD–10–PCS codes 0JH60AZ 

(Insertion of contractility modulation 
device into chest subcutaneous tissue 
and fascia, open approach), 0JH63AZ 
(Insertion of contractility modulation 
device into chest subcutaneous tissue 
and fascia, percutaneous approach), 
0JH80AZ (Insertion of contractility 
modulation device into abdomen 
subcutaneous tissue and fascia, open 
approach) and 0JH83AZ (Insertion of 
contractility modulation device into 
abdomen subcutaneous tissue and 
fascia, percutaneous approach) identify 
the Optimizer System. 

With regard to the cost criterion, the 
applicant conducted an analysis using 
the FY 2018 MedPAR Limited Data Set 
(LDS) to demonstrate that the Optimizer 
System meets the cost criterion. 

The applicant first searched the FY 
2018 MedPAR data for cases reporting 
the procedure codes listed in this 
section to identify potential cases 
representing hospitalized patients who 
may be eligible for treatment using the 
Optimizer® System. The applicant 
limited its search to MS–DRG 245 (AICD 
Generator Procedures), which it asserts 
is the typical MS–DRG assignment for 
implanting a contractility modulation 
device. The applicant identified 2,049 
cases that met the criterion of having at 
least one of the following relevant ICD– 
10–PCS procedure codes: 

The applicant determined an average 
unstandardized charge per case of 
$180,319. The applicant then removed 
all charges for prior technology by 
removing charges associated with the 
service categories Prosthetic/Orthotic 
(revenue center 0274), Pacemakers 
(revenue center 0275) and other 
implantables (revenue center 0278), as 
the applicant believed the Optimizer® 
System will typically not be implanted 
concomitantly with other devices 
during the hospital admission. The 

applicant then standardized the charges 
and applied the FY 2020 IPPS/LTCH 
PPS final rule outlier charge inflation 
factor of 1.11100 (84 FR 42629) to 
update the charges from FY 2018 to FY 
2020. 

The applicant added the charges for 
the new technology by dividing its cost 
per patient by the national average cost- 
to-charge ratio of 0.299 for implantable 
devices from the FY2020 IPPS Final 
Rule (84 FR 42179). 

The applicant calculated a final 
inflated average case-weighted 
standardized charge per case of 
$190,167, which it stated exceeded the 
average case-weighted threshold amount 
of $148,002 by $42,165. 

The applicant also conducted a 
subsequent analysis that only included 
patients with a diagnosis of heart 
failure. The applicant once again 
limited its search to MS–DRG 245 and 
refined its sample by including only 
cases with one of the ICD–10–PCS 
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procedure codes listed previously and 
an ICD–10–CM diagnosis code from 
Category I50 (Heart Failure) on the 
claim. This resulted in 1,698 cases with 
an average unstandardized charge per 
case of $183,243. After following the 
same order of operations as the first 
analysis, the final inflated average case 
weighted standardized charge per case 
was $192,237, which exceeded the 
average case weighted threshold amount 
of $148,002. Because the final inflated 
average case-weighted standardized 
charge per case exceeded the average 
case-weighted threshold amount under 
both analyses described previously, the 
applicant maintains that the technology 
meets the cost criterion. 

In the proposed rule, we stated that 
we agree with the applicant that the 
technology meets the cost criterion and 
therefore proposed to approve the 
Optimizer® System for new technology 
add-on payments for FY 2021. As 
previously noted, the applicant asserted 
that ICD–10–PCS codes 0JH60AZ, 
0JH63AZ, 0JH80AZ and 0JH83AZ 
identify the Optimizer® System. 

Based on preliminary information 
from the applicant at the time of the 
proposed rule, the cost of the 
Optimizer® System is $23,000. Under 
§ 412.88(a)(2), we limit new technology 
add-on payments to the lesser of 65 
percent of the average cost of the 
technology, or 65 percent of the costs in 
excess of the MS–DRG payment for the 
case. As a result, we proposed that the 
maximum new technology add-on 
payment for a case involving the use of 
the Optimizer® System would be 
$14,950 for FY 2021. 

We invited public comments on 
whether the Optimizer® System meets 
the cost criterion and our proposal to 
approve new technology add-on 
payments for the Optimizer® System for 
FY 2021. 

Comment: Commenters supported 
CMS’ intent to improve beneficiary’s 
access to new technology and supported 
CMS’ proposal to approve new 
technology add-on payments for FY 
2021 for Optimizer® System. 

Response: We appreciate the 
commenters’ support. 

Based on the information provided in 
the applicant’s new technology add-on 
payment application and after 
consideration of the public comments 
we received, we believe that Optimizer® 
System meets the cost criterion. The 
Optimizer® System received marketing 
authorization from the FDA on October 

23, 2019 for the indication covered by 
its Breakthrough Device designation. 

Therefore, we are finalizing our 
proposal to approve new technology 
add-on payments for Optimizer® System 
for FY 2021, and we consider the 
newness period to commence on 
October 23, 2019 when the technology 
received FDA marketing authorization 
for the indication covered by its 
Breakthrough Device designation. Under 
§ 412.88(a)(2)(ii)(A), we limit new 
technology add-on payments to the 
lesser of 65 percent of the average cost 
of the technology, or 65 percent of the 
costs in excess of the MS–DRG payment 
for the case. As a result, we are 
finalizing a maximum new technology 
add-on payment of $14,950 for a case 
involving the use of the Optimizer® 
System for FY 2021(that is 65 percent of 
the average cost of the technology). 
Cases involving the use of Optimizer® 
System that are eligible for new 
technology add-on payments will be 
identified by ICD–10–PCS codes 
0JH60AZ, 0JH63AZ, 0JH80AZ or 
0JH83AZ. 

b. Alternative Pathways for Qualified 
Infectious Disease Products (QIDPs) 

(1) Cefiderocol (Fetroja) 

Shionogi & Co. Ltd (Company) 
submitted an application for Cefiderocol 
(Fetroja), a b-lactam antibiotic indicated 
for the treatment of complicated urinary 
tract infections (cUTI), including 
pyelonephritis, caused by the following 
susceptible Gram-negative (GN) 
pathogens: Escherichia coli (including 
with concurrent bacteremia), Klebsiella 
pneumoniae, Proteus mirabilis, 
Pseudomonas aeruginosa, Citrobacter 
freundii, Enterobacter cloacae, 
Morganella morganii, and Serratia 
marcescens. Per the applicant, 
Cefiderocol should be used to treat 
infections where limited or no 
alternative treatment options are 
available and where cefiderocol is likely 
to be an appropriate treatment option, 
which may include use in patients with 
infections caused by documented or 
highly suspected carbapenem-resistant 
(CR) and/or multidrug-resistant GN 
pathogens. 

The applicant describes Cefiderocol 
as an injectable siderophore 
cephalosporin. The applicant asserts 
that the principal antibacterial/ 
bactericidal activity of Cefiderocol 
occurs with inhibiting GN bacterial cell 
wall synthesis by binding to penicillin- 

binding proteins. The applicant 
contends that Cefiderocol is unique in 
that it can enter the bacterial 
periplasmic space (in addition to the 
typical entry point via porin channels) 
as a result of its siderophore-like 
property, has enhanced stability to b- 
lactamases, and has activity limited to 
GN aerobic bacteria only. 

Per the applicant, cUTIs are the 
second leading cause of hospitalization 
in the elderly and have substantial 
morbidity and worse outcomes if the 
causative pathogens are carbapenem- 
resistant (CR). According to the 
applicant, bloodstream infection (BSI) is 
often associated with cUTI, known as 
urosepsis, with an associated mortality 
rate of 9 to 31 percent. The applicant 
asserts that patients who develop cUTI 
due to a CR pathogen are at greater risk 
for prolonged hospital stays and 
progression to a BSI or urosepsis. The 
applicant stated that CR is a growing 
problem in the US and around the 
world, with increasing infections due to 
strains that are resistant to most or all 
currently available antibiotics. The 
applicant further states that, compared 
to susceptible pathogens, CR pathogens 
cause prolonged hospital and intensive 
care unit (ICU) stays, worse discharge 
status, and greater mortality. 

Cefiderocol is designated as a QIDP 
and received FDA approval on 
November 19, 2019. However, according 
to the applicant, Cefiderocol was not 
commercially available until February 
24, 2020 due to the finalization of the 
materials associated with the 
commercial launch of a drug, which 
could not be completed until the final 
label with FDA was determined. The 
applicant submitted a request for 
approval of unique ICD 10 PCS 
procedure codes for the administration 
of Cefiderocol beginning in FY 2021 and 
was granted approval for the following 
procedure codes effective October 1, 
2020: XW03366 or XW04366. 

With regard to the cost criterion, the 
applicant conducted two analyses based 
on 100% and 75% of identified claims. 
For both scenarios, the applicant used 
the FY 2018 MedPAR Limited Data Set 
(LDS) to assess the MS–DRGs to which 
potential cases representing 
hospitalized patients who may be 
eligible for Cefiderocol treatment would 
be mapped. The applicant identified 
eligible cases by searching the FY 2018 
MedPAR for cases reporting one of the 
following ICD–10–CM codes: 
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Under the first scenario of 100 percent 
of cases, the applicant identified 
1,461,784 cases mapping to 656 MS– 
DRGs. Under the second scenario of 75 
percent of cases, the applicant identified 
1,097,594 cases mapping to 53 MS– 
DRGs. The applicant standardized the 
charges after calculating the average 
case-weighted unstandardized charge 
per case for both scenarios and 
removing 50 percent of charges 
associated with the drug revenue 
centers 025x, 026x, and 063x under both 
scenarios. (Per the applicant, 

Cefiderocol is expected to replace some 
of the drugs that would otherwise be 
utilized to treat these patients. The 
applicant stated that it believes 50 
percent of these total charges to be a 
conservative estimate as other drugs 
will still be required for these patients 
during their hospital stay.) The 
applicant then applied an inflation 
factor of 11.1 percent, which was the 
two-year outlier charge inflation factor 
used in the FY 2020 IPPS/LTCH PPS 
final rule, to update the charges from FY 
2018 to FY 2020. The applicant then 

added charges for Cefiderocol by 
dividing the total average hospital cost 
of Cefiderocol by the national average 
cost-to-charge ratio (0.189) for drugs 
published in the FY 2020 IPPS/LTCH 
PPS final rule. 

The applicant calculated a final 
inflated average case-weighted 
standardized charge per case of 
$116,131 for the first scenario and 
$106,037 for the second scenario and an 
average case-weighted threshold amount 
of $55,885 for the first scenario and 
$50,887 for the second scenario. 
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Because the final inflated average case- 
weighted standardized charge per case 
for each scenario exceeds the average 
case-weighted threshold amount for 
each scenario, the applicant asserted 
that the technology meets the cost 
criterion. 

In the proposed rule we stated that we 
agree with the applicant that 
Cefiderocol meets the cost criterion and 
therefore proposed to approve 
Cefiderocol for new technology add-on 
payments for FY 2021. As previously 
noted, the applicant has received 
unique ICD–10–PCS procedure codes to 
identify cases involving the 
administration of Cefiderocol. 

In its application, the applicant stated 
that the cost of Cefiderocol is 
$10,559.81. Under 412.88(a)(2), we limit 
new technology add-on payments for 
QIDPs to the lesser of 75 percent of the 
costs of the new medical service or 
technology, or 75 percent of the amount 
by which the costs of the case exceed 
the MS–DRG payment. As a result, we 
proposed that the maximum new 
technology add-on payment for a case 
involving the administration of 
Cefiderocol would be $7,919.86 for FY 
2021 (that is 75 percent of the average 
cost of the technology). 

We invited public comments on 
whether Cefiderocol meets the cost 
criterion and our proposal to approve 
new technology add-on payments for 
Cefiderocol for FY 2021. 

Comment: Several commenters, 
including the applicant, supported 
CMS’ proposal to approve new 
technology add-on payments for FY 
2021 for Cefiderocol Infusion. The 
applicant also further confirmed CMS’ 
methodology of arriving at the 
maximum new technology add-on 
payment as stated in the FY 2021 
proposed rule for Cefiderocol as 
appropriate. 

Response: We appreciate the 
commenters’ support. 

Based on the information provided in 
the applicant’s new technology add-on 
payment application and after 
consideration of the public comments 
we received, we believe that Cefiderocol 
meets the cost criterion. As previously 
discussed, Cefiderocol received FDA 
approval on November 19, 2019 for use 
in the treatment of (cUTI) but was not 
commercially available until February 
24, 2020. Therefore, we are finalizing 
our proposal to approve new technology 
add-on payments for Cefiderocol for FY 
2021, and we consider the beginning of 
the newness period to commence when 
the technology became commercially 
available on February 24, 2020. Under 
§ 412.88(a)(2)(ii)(B), we limit new 
technology add-on payments for QIDPs 

to the lesser of 75 percent of the average 
cost of the technology, or 75 percent of 
the amount by which the costs of the 
case exceed the standard MS–DRG 
payment. As a result, we are finalizing 
a maximum new technology add-on 
payment of $7,919.86 for a case 
involving the use of Cefiderocol for FY 
2021(that is 75 percent of the average 
cost of the technology). Cases involving 
the use of Cefiderocol that are eligible 
for new technology add-on payments 
will be identified by ICD–10–PCS 
procedure codes XW03366 or XW04366. 

(2) Contepo 
CONTEPOTM (fosfomycin for 

injection), is intended for treatment of 
complicated urinary tract infections 
(cUTI) and is designated by FDA as a 
QIDP. In October 2018, Nabriva 
Therapeutics submitted a New Drug 
Application (NDA) to the US–FDA 
seeking marketing approval of IV 
fosfomycin for injection (ZTI–01) for the 
treatment of patients 18 years and older 
with cUTI including acute 
pyelonephritis (AP) caused by 
designated susceptible bacteria. The 
applicant noted that once approved, 
CONTEPO will represent the first FDA- 
approved IV epoxide antibiotic in the 
United States. 

On April 30, 2019, Nabriva received 
a Complete Response Letter (CRL) from 
FDA for the NDA seeking marketing 
approval of CONTEPO (fosfomycin) for 
injection. The applicant stated that the 
CRL from FDA requests that Nabriva 
address issues related to facility 
inspections and manufacturing 
deficiencies at one of Nabriva’s contract 
manufacturers prior to FDA approving 
the NDA. Nabriva had resubmitted its 
NDA to FDA with FDA setting a 
Prescription Drug User Fee Act 
(PDUFA) goal date of June 19, 2020 for 
the completion of its review of the NDA. 

The applicant applied for and 
received a unique ICD–10–PCS 
procedure code to identify cases 
involving the administration of 
CONTEPOTM in 2019. Effective October 
1, 2019, CONTEPOTM administration 
can be identified by ICD–10–PCS 
procedure codes XW033K5, 
(Introduction of Fosfomycin anti- 
infective into peripheral vein, 
percutaneous approach, new technology 
group 5) and XW043K5 (Introduction of 
Fosfomycin anti-infective into central 
vein, percutaneous approach, new 
technology group 5), which the 
applicant states are unique to CONTEPO 
administration. 

With regard to the cost criterion, the 
applicant used the FY 2018 MedPAR 
Limited Data Set (LDS) to assess the 
MS–DRGs to which potential cases 

representing hospitalized patients who 
may be eligible for treatment involving 
CONTEPOTM would most likely be 
mapped. According to the applicant, 
CONTEPOTM is anticipated to be 
indicated for the treatment of 
hospitalized patients who have been 
diagnosed with complicated urinary 
tract infections (cUTIs). The applicant 
identified 199 ICD–10–CM diagnosis 
code combinations that identify 
hospitalized patients who have been 
diagnosed with a cUTI. Searching the 
FY 2018 MedPAR data file for these 
ICD–10–CM diagnosis codes resulted in 
a total of 684,664 potential cases that 
span 570 unique MS–DRGs, 522 of 
which contained more than 10 cases. 
The applicant excluded MS–DRGs with 
minimal volume (that is, 10 cases or 
less) from the cohort of the analysis (a 
total of 252 cases and 48 MS–DRGs), 
and this resulted in a total of 684,412 
cases across 522 MS–DRGs. 

The applicant examined associated 
charges per MS–DRG and removed 
charges for potential antibiotics that 
may be replaced by the use of 
CONTEPOTM. Specifically, the 
applicant identified 5 antibiotics 
currently used for the treatment of 
patients who have been diagnosed with 
a cUTI and calculated the cost of each 
of these drugs for administration over 14 
day inpatient hospitalization. Because 
patients who have been diagnosed with 
a cUTI would typically only be treated 
with one of these antibiotics at a time, 
the applicant estimated an average of 
the 14-day cost for the 5 antibiotics. The 
applicant then converted the cost to 
charges by dividing the costs by the 
national average CCR of 0.189 for drugs 
from the FY 2020 IPPS/LTCH PPS final 
rule (84 FR 42179). 

The applicant then standardized the 
charges for each case and inflated each 
case’s charges by applying the FY 2020 
IPPS/LTCH PPS final rule outlier charge 
inflation factor of 1.11100 (84 FR 
42629). The applicant then added the 
charges for the new technology by 
calculating the per-day cost per patient. 
The applicant noted that the duration of 
therapy of up to 14 days (patients that 
had a cUTI with concurrent bacteremia) 
is consistent with the prospective 
prescribing information, and that it used 
this 14-day duration of therapy to 
calculate total inpatient cost. The 
applicant then converted these costs to 
charges by dividing the costs per patient 
by the national average cost-to charge 
ratio of 0.189 for drugs from the FY 
2020 IPPS/LTCH PPS final rule (84 FR 
42179). The applicant calculated a final 
inflated average case-weighted 
standardized charge per case of $75,533 
and a case weighted threshold of 
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$55,447. Because the final inflated 
average case-weighted standardized 
charge per case for CONTEPOTM 
exceeded the average case-weighted 
threshold amount, the applicant 
maintained it meets the cost criterion. 

As summarized, the applicant used a 
14-day duration of therapy to calculate 
total inpatient cost for purposes of its 
cost analysis. However, the applicant 
noted that the average number of days 
a patient would be administered 
CONTEPOTM will most likely fall 
between 10–14 days of therapy given 
the current guideline recommendations. 
Of these treatment days, the applicant 
noted that nearly all would occur during 
the inpatient hospital stay. Consistent 
with our historical practice, we stated in 
the proposed rule that we believe the 
new technology add-on payment for 
CONTEPOTM, if approved, would be 
based on the average cost of the 
technology and not the maximum. For 
example, in the FY 2013 IPPS/LTCH 
PPS final rule (77 FR 53358), we 
approved new technology add-on 
payments for DIFICIDTM based on the 
average dosage of 6.2 days rather than 
the maximum 10 day dosage. Without 
further information from the applicant 
regarding the average number of days 
CONTEPOTM is administered, we stated 
that we believe using the middle ground 
of 12.5 days, based on the 10–14 day 
period indicated by the applicant, is 
appropriate for this analysis to 
determine the average number of days 
CONTEPOTM is administered in the 
hospital. To assess whether the 
technology would meet the cost 
criterion using an average cost for the 
technology based on this 12.5-day 
period for CONTEPOTM administration, 
we converted the costs to charges by 
dividing the costs per patient by the 
national average cost-to charge ratio of 
0.189 for drugs from the FY 2020 IPPS/ 
LTCH PPS final rule (84 FR 42179). 
Based on data from the applicant, this 
resulted in a final inflated average case- 
weighted standardized charge per case 
of $73,548 which exceeds the case 
weighted threshold of $55,447. 

Because of the large number of cases 
included in this cost analysis, the 
applicant supplemented the analysis as 
described previously with additional 
sensitivity analyses. In these analyses, 
the previous cost analysis was repeated 
using only the top 75 percent of cases, 
the top 20 MS–DRGs, and the top 10 
MS–DRGs. In these three additional 
sensitivity analyses, the final inflated 
average case-weighted standardized 
charge per case for CONTEPOTM of 
$64,019, $62,486 and $61,158 exceeded 
the average case-weighted threshold 
amount of $51,085, $50,704 and 

$49,889, respectively. We note that the 
applicant did not use the thresholds 
from the correction notice to case 
weight the charges, however the 
variance is minimal with the final 
inflated average case-weighted 
standardized charge per case well in 
excess of the case weighted threshold 
amounts. Because the final inflated 
average case-weighted standardized 
charge per case for CONTEPOTM 
exceeded the average case-weighted 
threshold amount, the applicant asserts 
that CONTEPOTM meets the cost 
criterion. 

In the proposed rule, we stated that 
we believe that CONTEPOTM meets the 
cost criterion and therefore proposed to 
approve CONTEPOTM for new 
technology add-on payments for FY 
2021. As previously noted, the applicant 
has received a unique ICD–10–PCS 
procedure code to identify cases 
involving the administration of 
CONTEPOTM. 

As discussed previously, we stated in 
the proposed rule that without further 
information from the applicant 
regarding the average number of days 
CONTEPOTM is administered, we 
believe using a 12.5 day duration of 
therapy is a reasonable approach for 
estimating the average cost of the 
technology. Based on preliminary 
information from the applicant at the 
time of the proposed rule, the cost of 
CONTEPOTM administered over 12.5 
days is $3,125. Under § 412.88(a)(2), we 
limit new technology add-on payments 
for QIDPs to 75 percent of the costs of 
the new medical service or technology, 
or 75 percent of the amount by which 
the costs of the case exceed the MS– 
DRG payment. As a result, we proposed 
that the maximum new technology add- 
on payment for a case involving the 
administration of CONTEPOTM would 
be $2,343.75 for FY 2021 (that is 75 
percent of the average cost of the 
technology). 

We invited public comments on 
whether CONTEPOTM meets the cost 
criterion and our proposal to approve 
new technology add-on payments for 
CONTEPOTM for FY 2021. 

Comment: Several commenters 
supported CMS’ proposal to approve 
new technology add-on payments for FY 
2021 for CONTEPOTM infusion. 

Response: We appreciate the 
commenters’ support. 

Comment: A commenter, the 
applicant, supported CMS’ proposal to 
approve new technology add-on 
payments for FY 2021 for CONTEPOTM 
and notified CMS that the applicant 
plans to request a Type A meeting with 
FDA to discuss appropriate next steps 
and FDA’s plans for completing foreign 

facility inspections. The applicant 
stated that it will inform CMS on the 
status of the CONTEPO NDA once the 
application is resubmitted and a new 
PDUFA date is confirmed. The 
applicant also agrees with CMS of using 
12.5-day duration of therapy for 
estimating the average cost of the 
technology. The applicant further agrees 
that using the thresholds from the FY 
2020 final rule as opposed to the 
correction notice to case weight the 
charges for CONTEPOTM has no impact 
on meeting the cost criterion (final 
inflated average case-weighted 
standardized charges per case are well 
in excess of the case weighted 
threshold). 

Response: We appreciate the 
applicant’s comments. We agree that 
CONTEPOTM meets the cost criterion. 

As discussed later in this section of 
this rule, we are finalizing our proposal 
to provide for conditional approval for 
a technology for which an application is 
submitted under the alternative 
pathway for certain antimicrobial 
products at § 412.87(d) that does not 
receive FDA marketing authorization by 
the July 1 deadline specified in 
§ 412.87(e)(2), provided that the 
technology receives FDA marketing 
authorization by July 1 of the particular 
fiscal year for which the applicant 
applied for new technology add-on 
payments. We refer the reader to the 
later discussion in this section of this 
rule for complete details regarding this 
final policy. Therefore, because 
CONTEPOTM otherwise meets the new 
technology add-on payment criteria 
under the alternative pathway for 
products designated as QIDPs, we are 
granting a conditional approval for 
CONTEPOTM for new technology add-on 
payments, subject to the technology 
receiving FDA marketing authorization 
by July 1, 2021 (that is, by July 1 of the 
fiscal year for which the applicant 
applied for new technology add-on 
payments (2021)). If CONTEPOTM 
receives FDA marketing authorization 
before July 1, 2021, the new technology 
add-on payment for cases involving the 
use of this technology would be made 
effective for discharges beginning in the 
first quarter after FDA marketing 
authorization is granted. If the FDA 
marketing authorization is received on 
or after July 1, 2021, no new technology 
add-on payments will be made for cases 
involving the use of CONTEPOTM for FY 
2021. 

After consideration of the comments 
received, we are also finalizing our 
proposal to use a 12.5 day duration of 
therapy to estimate the average cost of 
the technology. Under 
§ 412.88(a)(2)(ii)(B), we limit new 
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technology add-on payments for QIDPs 
to the lesser of 75 percent of the average 
cost of the technology, or 75 percent of 
the amount by which the costs of the 
case exceed the standard MS–DRG 
payment. If CONTEPOTM receives FDA 
approval prior to July 1, 2021, the 
maximum new technology add-on 
payment for a case involving the 
administration of CONTEPOTM is 
$2,343.75 for FY 2021 (that is 75 percent 
of the average cost of the technology). 
Cases involving the use of CONTEPOTM 
that would be eligible for new 
technology add-on payments will be 
identified by ICD–10–PCS procedure 
codes XW033K5, (Introduction of 
Fosfomycin anti-infective into 
peripheral vein, percutaneous approach, 
new technology group 5) or XW043K5 
(Introduction of Fosfomycin anti- 
infective into central vein, percutaneous 
approach, new technology group 5). 

(3) NUZYRA® for Injection 

Paratek Pharmaceuticals submitted an 
application for new technology add-on 
payments for NUZYRA® (omadacycline) 
for Injection for FY 2021. According to 

the applicant, NUZYRA® for Injection is 
a tetracycline class antibacterial 
indicated for the treatment of adult 
patients with the following infections 
caused by susceptible microorganisms: 

• Community-acquired bacterial 
pneumonia (CABP) caused by the 
following susceptible microorganisms: 
Streptococcus pneumoniae, 
Staphylococcus aureus (methicillin- 
susceptible isolates), Haemophilus 
influenzae, Haemophilus 
parainfluenzae, Klebsiella pneumoniae, 
Legionella pneumophila, Mycoplasma 
pneumoniae, and Chlamydophila 
pneumoniae. 

• Acute bacterial skin and skin 
structure infections (ABSSSI) caused by 
the following susceptible 
microorganisms: Staphylococcus aureus 
(methicillin susceptible and resistant 
isolates), Staphylococcus lugdunensis, 
Streptococcus pyogenes, Streptococcus 
anginosus grp. (includes S. anginosus, 
S. intermedius, and S. constellatus), 
Enterococcus faecalis, Enterobacter 
cloacae, and Klebsiella pneumoniae. 

The applicant explained that 
NUZYRA® for Injection is supplied as a 
lyophilized powder in a single-dose 

colorless glass vial, with each vial 
containing 100 mg of NUZYRA® 
(equivalent to 131 mg omadacycline 
tosylate). 100-mg single dose vials are 
packaged in cartons of 10. The NDC 
number is 71715–001–02. Additionally, 
the applicant noted that while an oral 
formulation of NUZYRA® is available, 
NUZYRA® can also be administered 
through intravenous infusion. Providers 
may determine which method of 
administration is clinically appropriate 
for each patient. Adult patients with 
CABP must receive their initial loading 
dose of NUZYRA® via intravenous 
infusion. The applicant specified that 
NUZYRA® for Injection should not be 
administered with any solution 
containing multivalent cations, for 
example, calcium and magnesium, 
through the same intravenous line. Co- 
infusion with other medications has not 
been studied. The applicant conveyed 
that for treatment of adults with CABP, 
the recommended dosage regimen of 
NUZYRA® for Injection is as follows 
(Use NUZYRA for injection 
administered by intravenous infusion 
for the loading dose in CABP patients): 

For treatment of adults with ABSSSI, 
the recommended dosage regimen of 
NUZYRA® for injection is as follows 

(Use NUZYRA® for injection 
administered by intravenous infusion or 
NUZYRA® tablets orally administered 

for the loading dose in ABSSSI 
patients): 

Finally, the applicant indicated that 
no dose adjustment is warranted in 
patients with renal or hepatic 
impairment. 

According to the applicant, 
NUZYRA® for Injection was submitted 
for FDA approval under a New Drug 
Application (identified as NDA 209817). 
After Fast Track and Priority Review 
consideration, NUZYRA® for Injection 
received FDA approval on October 2, 
2018. According to information 
provided by the applicant, NUZYRA® 
for Injection was designated as a QIDP 
and granted priority review. According 
to the applicant, NUZYRA® for Injection 
became commercially available in 

February 2019. The applicant explained 
that the delay in commercial availability 
was due to an effort to prepare the 
distribution and supply channel 
(pharmacies and wholesalers) and to 
prepare for a full promotional launch. 

The applicant submitted a request for 
approval of unique ICD–10–PCS 
procedure codes for the administration 
of NUZYRA® for Injection beginning in 
FY 2021 and was granted approval for 
the following ICD–10–PCS procedure 
codes effective October 1, 2020: 
XW033B6 (Introduction of 
omadacycline anti-infective into 
peripheral vein, percutaneous approach, 
new technology group 6) or XW043B6 

(Introduction of omadacycline anti- 
infective into peripheral vein, 
percutaneous approach, new technology 
group 6). 

With regard to the cost criterion, the 
applicant used the FY 2018 MedPAR 
Limited Data Set (LDS) to identify 
potential cases that may be eligible for 
treatment involving NUZYRA® for 
Injection. To ensure appropriate 
discharges were used from the dataset, 
the following edits were made: 

• Claims paid by a Managed Care 
Organization were removed. 

• Duplicated records with the same 
beneficiary ID, provider, admission 
data, and discharge date were removed. 
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• Interim claims were combined into 
discharge records. 

• Discharges with covered charges of 
zero dollars and discharges with zero 
covered days were removed. 

• Discharges from IPPS hospitals, as 
determined by the FY 2020 IPPS Impact 
File and discharges with discharge dates 
from October 1, 2017 to September 30, 
2018 were included. 

• Statistical outliers with standard 
charges that were outside of the range of 
+/¥3 standard deviations from the 

geometric mean standardized charge by 
MS–DRG were removed. 

After these edits were made, the 
applicant selected discharges that had a 
primary or secondary diagnosis for 
ABSSSI or CABP, using a wide list of 
ICD–10–PCS codes, which resulted in a 
total of 1,745,649 discharges. Using 
these 1,745,649 discharges, 37 MS– 
DRGs were selected based on one of the 
following criteria: 

• MS–DRGs with the highest volume 
of discharges with a primary or 

secondary diagnosis for ABSSSI or 
CABP (which represent 70 percent of all 
discharges with ABSSSI or CABP). 

• MS–DRGs with at least two-thirds 
of discharges with a primary or 
secondary diagnosis of ABSSSI or 
CABP. 

Using this method, the applicant 
identified 1,226,429 total cases which 
mapped to the following 37 unique MS– 
DRGs: 
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428 Doe, et al., ‘‘Reducing mortality in disease X 
population: Analysis,’’ JAMA 2019, vol. 2(5), pp. 
12–23. 

Next, using the cases mapping to 
these selected MS–DRGs, the applicant 
removed pharmacy charges for other 
drugs and standardized the charges. 
Then, the applicant inflated the 
standardized charges from FY 2018 to 
FY 2020 using a 2-year charge inflation 
factor of 11.1 percent, based on the FY 
2020 IPPS/LTCH PPS final rule (84 FR 
42629). 

The applicant estimated the cost of 
NUZYRA® for Injection based on an 
average inpatient stay of 5 days in the 
clinical trial.428 Some patients may be 
required to stay longer than 5 days, 
resulting in increased charges. Using a 
loading dose for day 1 and maintenance 
doses in days 2 through 5 results in use 
of 6 vials. Each vial costs $345, resulting 
in a total cost for the new technology of 
$2,070. The applicant estimated charges 
for the drug by dividing the cost by the 
national average cost-to-charge (CCR) for 
drugs of 0.189, as set forth in the FY 
2020 IPPS/LTCH PPS final rule (84 FR 
42179). This resulted in estimated 
charges of $10,952. The applicant then 
added $10,952 of charges for the drug 
which resulted in a final inflated 
average case-weighted standardized 
charge per case of $58,922. The 
applicant determined an average case- 
weighted threshold amount of $53,899. 
Because the final inflated average case- 
weighted standardized charge per case 
exceeded the average case-weighted 
threshold amount, the applicant 
maintained that the technology met the 
cost criterion. 

In the proposed rule we stated that we 
agreed with the applicant that it meets 
the cost criterion and therefore 
proposed to approve NUZYRA® for 
Injection for new technology add-on 
payments for FY 2021. As previously 
noted, the applicant has received 
unique ICD–10–PCS procedure codes to 
identify cases involving the 
administration of NUZYRA® for 
Injection. 

Based on preliminary information 
from the applicant at the time of the 
proposed rule, the cost of NUZYRA® for 
Injection is $2,070. Under § 412.88(a)(2), 
we limit new technology add-on 
payments for QIDPs to 75 percent of the 
costs of the new medical service or 
technology, or 75 percent of the amount 
by which the costs of the case exceed 
the MS–DRG payment. As a result, we 
proposed that the maximum new 
technology add-on payment for a case 
involving the use of NUZYRA® for 
Injection would be $1,552.50 for FY 

2021 (that is 75 percent of the average 
cost of the technology). 

We invited public comments on 
whether NUZYRA® for Injection meets 
the cost criterion and our proposal to 
approve new technology add-on 
payments for NUZYRA® for Injection 
for FY 2021. 

Comment: A commenter supported 
CMS’ proposal to approve new 
technology add-on payments for FY 
2021 for NUZYRA® for Injection. 

Response: We appreciate the 
commenter’s support. 

Based on the information included in 
the applicant’s new technology add-on 
payment application and after 
consideration of the public comments 
we received, we believe that NUZYRA® 
for Injection meets the cost criterion. As 
previously discussed, NUZRYRA for 
Injenction received FDA approval on 
October 2, 2018, but was not 
commercially available until February 1, 
2019. Therefore, we are finalizing our 
proposal to approve new technology 
add-on payments for NUZRYA for 
Injection for FY 2021, and we consider 
the beginning of the newness period to 
commence when the technology became 
commercially available on February 1, 
2019. Under § 412.88(a)(2)(ii)(B), we 
limit new technology add-on payments 
for QIDPs to the lesser of 75 percent of 
the average cost of the technology, or 75 
percent of the amount by which the 
costs of the case exceed the standard 
MS–DRG payment. Therefore, we are 
finalizing a maximum new technology 
add-on payment of $1,552.50 for a case 
involving the use of NUZYRA® for 
Injection for FY 2021(that is 75 percent 
of the average cost of the technology). 
Cases involving the use of NUZYRA® 
for Injection that are eligible for new 
technology add-on payments will be 
identified by ICD–10–PCS procedure 
codes XW033B6 or XW043B6. 

(4) RECARBRIOTM 

Merck submitted an application for 
new technology add-on payments for 
RECARBRIOTM for FY 2021. 
RECARBRIOTM is a fixed-dose 
combination of imipenem, a penem 
antibacterial; cilastatin, a renal 
dehydropeptidase inhibitor; and 
relebactam, a novel b-lactamase 
inhibitor (BLI). According to the 
applicant, RECARBRIOTM is intended 
for the treatment of complicated urinary 
tract infections (cUTI) and complicated 
intra-abdominal infections (cIAI) for 
patients 18 years of age and older. 
RECARBRIOTM is administered via 
intravenous infusion. 

The applicant explained that the 
recommended dose of RECARBRIOTM is 
1.25 grams administered by intravenous 

infusion over 30 minutes every 6 hours 
in patients 18 years of age and older 
with creatinine clearance (CLcr) 90 mL/ 
min or greater. According to the 
applicant, the recommended treatment 
course suggests that a patient will 
receive 1 vial per dose and 4 doses per 
day. Per RECARBRIOTM’s prescribing 
information, the recommended duration 
of treatment with RECARBRIOTM is 4 
days to 14 days. 

According to information provided by 
the applicant, RECARBRIOTM is 
designated by FDA as a QIDP and 
received FDA approval on July 16, 2019 
for injection in patients 18 years of age 
and older who have limited or no 
alternative treatment options for the 
treatment of the following infections 
caused by certain susceptible gram- 
negative bacteria: cUTI including 
pyelonephritis and cIAI. According to 
the applicant, RECARBRIOTM became 
commercially available on the U.S. 
market on January 6, 2020. The 
applicant stated that the delay in 
commercial availability was due to 
manufacturing considerations. 
According to the applicant, 
RECARBRIOTM can be identified with 
ICD–10–PCS codes XW033U5 
(Introduction of imipenem-cilastatin- 
relebactam anti-infective into peripheral 
vein, percutaneous approach, new 
technology group 5) or XW043U5 
(Introduction of imipenem-cilastatin- 
relebactam antiinfective-into central 
vein, percutaneous approach, new 
technology group 5). 

To demonstrate that the technology 
meets the cost criterion, the applicant 
searched the FY 2018 MedPAR Limited 
Data Set (LDS) for cases reporting ICD– 
10–CM diagnosis codes for either cUTI 
or cIAI with ICD–10–PCS codes 
XW033U5 (Introduction of imipenem- 
cilastatin-relebactam anti-infective into 
peripheral vein, percutaneous approach, 
new technology group 5 or XW043U5 
(Introduction of imipenem-cilastatin- 
relebactam anti-infective into central 
vein, percutaneous approach, new 
technology group 5) to identify the MS– 
DRGs to which potential cases 
representing hospitalized patients who 
may be eligible for treatment involving 
RECARBRIOTM would be mapped. The 
applicant identified a total 25,379 cases 
which were mapped to 453 unique MS– 
DRGs. There were 299 MS–DRGs with 
minimal frequencies (fewer than 11 
cases), with a total of 1,140 cases 
associated with such low-volume MS– 
DRGs. After excluding the cases that 
were mapped to these low-volume MS– 
DRGs, the applicant identified 24,239 
cases that were mapped to 153 unique 
MS–DRGs. The applicant examined 
associated charges per MS–DRG and 
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removed all pharmacy charges that will 
be replaced through the use of 
RECARBRIOTM. The applicant 
standardized the charges and inflated 
the charges by applying the FY 2020 
IPPS/LTCH PPS final rule outlier charge 
inflation factor of 1.11100 (84 FR 
42629). The applicant estimated an 
average cost of RECARBRIOTM for the 
treatment of cUTI or cIAI in the 
inpatient setting based on the 
recommended dose of 1.25 grams 
(imipenem 500 mg, cilastatin 500 mg, 
relebactam 250 mg) administered by 
intravenous infusion over 30 minutes 
every 6 hours in patients 18 years of age 
and older with creatinine clearance 
(CLcr) 90 mL/min or greater. As 
previously stated, according to the 
applicant, the recommended treatment 
course suggests that a patient will 
receive 1 vial per dose, 4 doses per day 
within a recommended treatment 
duration of 4 to 14 days. To determine 
the cost per patient, the applicant stated 
it used the FY 2018 MedPAR analysis of 
total cases representing hospitalized 
patients who may be eligible for 
treatment involving RECARBRIOTM to 
identify a percentage of total cases per 
indication: cUTI equaled 88.6 percent of 
cases and cIAI equaled 11.4 percent. 
According to the applicant, it next 
identified the average length of stay per 
indication: cUTI 6.4 days and cIAI 9.7 
days. According to the applicant, it also 
assumed that 70 percent of patients 
would receive RECARBRIOTM beginning 
on the fourth day after admission while 
the remaining 30 percent of these 
patients would receive RECARBRIOTM 
beginning on the second day of their 
hospitalization. According to the 
applicant, it multiplied the daily dose 
cost by the two scenarios for each cUTI 
and cIAI indication to determine the 
cost per stay for each indication by days 
of drug use. According to the applicant, 
next it multiplied the cost per stay for 
each indication by the share of cases by 
days in use (70/30 percent split) to 
determine the weighted cost for days in 
use estimation. According to the 
applicant, it summed the 70/30 percent 
case breakdown (weighted cost) for 
patients initiating on day 2 and 4 to 
determine the average cost per 
indication for cUTI and cIAI. Finally, 
according to the applicant, it multiplied 
the average cost per indication by the 
percent of total cases for cUTI and cIAI, 
then summed them to get the overall 
average cost. The applicant converted 
this cost to a charge by dividing the 
costs by the national average cost-to- 
charge ratio of 0.189 for drugs from the 
FY 2020 IPPS/LTCH PPS final rule (84 
FR 42179) and added the resulting 

charges to determine the final inflated 
average caseweighted-standardized 
charge per case. The applicant 
calculated a final inflated average 
caseweighted-standardized charge per 
case of $75,122 and an average case- 
weighted threshold amount of $52,216. 

The applicant also calculated an 
average case-weighted standardized 
charge per case for cUTI and cIAI 
separately using the same methodology 
previously described and determined 
final inflated average case-weighted 
standardized charges per case of 
$70,765 for cUTI and $109,403 for cIAI 
and average case-weighted thresholds of 
$50,210 for cUTI and $67,531 for cIAI. 
Because the final inflated average case- 
weighted standardized charge per case 
exceeded the average case-weighted 
threshold amount in each scenario, the 
applicant maintained that the 
technology met the cost criterion. 

We agreed with the applicant that it 
meets the cost criterion and therefore 
proposed to approve RECARBRIOTM for 
new technology add-on payments for FY 
2021. As previously noted, the applicant 
stated that RECARBRIOTM can be 
identified by ICD–10–PCS codes 
XW033U5 (Introduction of imipenem- 
cilastatin-relebactam anti-infective into 
peripheral vein, percutaneous approach, 
new technology group 5) or XW043U5 
(Introduction of imipenem-cilastatin- 
relebactam antiinfective-into central 
vein, percutaneous approach, new 
technology group 5). 

Based on preliminary information 
from the applicant at the time of the 
proposed rule, the cost of 
RECARBRIOTM is $4,710.37 (which is 
based on the cost per patient 
determined using the methodology as 
previously described in the analysis of 
the cost criterion). Under § 412.88(a)(2), 
we limit new technology add-on 
payments for QIDPs to 75 percent of the 
costs of the new medical service or 
technology, or 75 percent of the amount 
by which the costs of the case exceed 
the MS–DRG payment. As a result, we 
proposed that the maximum new 
technology add-on payment for a case 
involving RECARBRIOTM would be 
$3,532.78 for FY 2021 (that is 75 percent 
of the average cost of the technology). 

We invited public comments on 
whether RECARBRIOTM meets the cost 
criterion and our proposal to approve 
new technology add-on payments for 
the RECARBRIOTM for FY 2021. 

Comment: A commenter supported 
CMS’ proposal to approve new 
technology add-on payments for FY 
2021 for RECARBRIOTM infusion. The 
commenter also encouraged CMS to 
extend the duration of eligibility of new 
technology add-on payment from three 

to five years, as well as streamline the 
overall new technology add-on payment 
process (including submission, tracking, 
usage and education). 

Response: We appreciate the 
commenter’s support for the proposal 
and other suggestions. We note that the 
period of time that a technology may 
receive the new technology add-on 
payment is limited by statute. 

Comment: According to the applicant, 
RECARBRIOTM was approved by FDA 
on June 5, 2020 and granted QIDP status 
for the additional indications of 
hospital-acquired bacterial pneumonia 
(HABP) and ventilator-associated 
bacterial pneumonia (VABP) caused by 
susceptible gram-negative 
microorganisms in patients 18 years of 
ages and older. (As previously noted, 
RECARBRIOTM received FDA approval 
on July 16, 2019 for injection in patients 
18 years of age and older who have 
limited or no alternative treatment 
options for the treatment of the 
following infections caused by certain 
susceptible gram-negative bacteria: cUTI 
including pyelonephritis and cIAI.) 
Accordingly, the applicant provided an 
updated cost analysis to incorporate the 
additional indications to demonstrate 
that both indications meet the cost 
criterion. 

Response: We appreciate the updated 
information submitted by the applicant. 
However, the applicant did not apply 
for new technology add-on payments for 
the additional indications of HABP and 
VABP caused by susceptible gram- 
negative microorganisms in patients 18 
years of ages and older. Therefore, we 
are unable to consider these additional 
indications for new technology add on 
payments for FY 2021. 

Based on the information in the 
applicant’s new technology add-on 
payment application and after 
consideration of the public comments 
we received, we believe that 
RECARBRIOTM meets the cost criterion. 
As previously discussed, 
RECARBRIOTM received FDA approval 
for the treatment of cUTI including 
pyelonephritis and cIAI for patients 18 
years of age and older on July 16, 2019, 
but was not commercially available 
until January 6, 2020. Therefore, we are 
finalizing our proposal to approve new 
technology add-on payments for 
RECARBRIOTM for FY 2021, and we 
consider the beginning of the newness 
period to commence when the 
technology became commercially 
available on January 6, 2020. Under 
§ 412.88(a)(2)(ii)(B), we limit new 
technology add-on payments for QIDPs 
to the lesser of 75 percent of the average 
cost of the technology, or 75 percent of 
the amount by which the costs of the 
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case exceed the standard MS–DRG 
payment. As a result, we are finalizing 
as proposed a maximum new 
technology add-on payment for a case 
involving the use of RECARBRIOTM as 
indicated for the treatment of cUTI and 
cIAI for patients 18 years of age and 
older of $3,532.78 for FY 2021 (that is 
75 percent of the average cost of the 
technology). Cases involving the use of 
RECARBRIOTM that are eligible for new 
technology add-on payments will be 
identified by ICD–10–PCS codes 
XW033U5 or XW043U5. 

(5) XENLETA 
Nabriva Therapeutics submitted an 

application for XENLETA, a 
pleuromutilin antibacterial agent 
representing the first intravenous (IV) 
and oral treatment option from a novel 
class of antibiotics for community- 
acquired bacterial pneumonia (CABP). 
XENLETA is indicated for the treatment 
of adults with CABP caused by the 
following susceptible microorganisms: 
Streptococcus pneumoniae, 
Staphylococcus aureus (methicillin- 
susceptible isolates), Haemophilus 
influenzae, Legionella pneumophila, 
Mycoplasma pneumoniae, and 
Chlamydophila pneumoniae. Per the 
applicant, XENLETA also has in vitro 
activity against methicillin resistant 
Staphylococcus aureus. 

Per the applicant, pleuromutilins 
inhibit bacterial protein synthesis by 
binding to the A- and P-sites of the 
peptidyl transferase center (PTC) in the 
large ribosomal subunit of the bacterial 
ribosome. The applicant asserts that this 
unique binding site in the highly 
conserved core of the ribosomal PTC is 
specific to pleuromutilins, and it 
confers a lack of cross-resistance with 

other classes, as well as a low 
propensity for developing bacterial 
resistance. 

The applicant noted that there are two 
methods of administering XENLETA. As 
a tablet containing 600 mg of XENLETA, 
it is administered orally every 12 hours 
for a duration of 5 days. As an injection, 
XENLETA contains 150 mg of the drug 
and is administered every 12 hours by 
IV infusion over 60 minutes for a 
duration of 5 to 7 days, with the option 
to switch to XENLETA tablets 
administered every 12 hours to 
complete the treatment course. 

With respect to the newness criterion, 
the applicant indicated that XENLETA 
was approved by FDA under the QIDP 
designation, and granted fasttrack- 
designation. XENLETA received FDA 
approval on August 19, 2019 for a new 
drug application indicated for the oral 
and IV formulations of XENLETA for 
the treatment of CABP in adults. The 
applicant indicated that XENLETA was 
commercially available on the U.S. 
market on September 10, 2019 and the 
slight delay from approval to 
availability was due to the shipment of 
drug to the distribution channels. 

The applicant’s submitted a request 
for approval of a unique ICD–10–PCS 
procedure code to identify the 
administration of XENLETA and was 
granted approval for the following 
procedure codes effective October 1, 
2020: XW03366 (Introduction of 
lefamulin anti-infective into peripheral 
vein, percutaneous approach, new 
technology group 6), XW04366 
(Introduction of lefamulin anti-infective 
into central vein, percutaneous 
approach, new technology group 6) or 
XW0DX66 (Introduction of efamulin 
anti-infective into mouth and pharynx, 

external approach, new technology 
group 6). 

With respect to the cost criterion, the 
applicant presented three scenarios 
varying in the assumptions regarding 
the form of XENLETA used to treat the 
patient and the duration of treatment. 
For the first analysis, the applicant 
assumed that a patient population with 
CABP received 7 days of IV treatment 
with XENLETA. For the second 
analysis, the applicant assumed the 
patient population received 3.2 days of 
IV treatment with XENLETA before 
switching to oral XENLETA for 3.8 days. 
For the third analysis, the applicant 
assumed the patient population 
received oral XENLETA for 5 days. The 
applicant explained that patients 
receiving XENLETA in the inpatient 
hospital setting would receive it through 
IV treatment. However, some patients 
may be switched to oral form during 
care, which was observed for some 
patients in clinical trial. While the 
applicant does not expect many patients 
to be treated with only oral XENLETA 
in the inpatient setting, they conducted 
a sensitivity analysis based on 5 days of 
treatment with oral XENLETA, as oral 
treatment is possible in hospital. 

Across all three analyses, the 
applicant first searched the FY 2018 
MedPAR Final Rule Limited Data Set for 
potential cases representing patients 
diagnosed with CABP and eligible for 
treatment with XENLETA. The 
applicant limited the cohort to cases 
that had an indication on the claim that 
the pneumonia was present on 
admission. The applicant searched for 
claims that had one of the following 
ICD–10–CM diagnosis codes as a 
principal or secondary diagnosis: 
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The applicant identified 1,225,713 
cases from the FY 2018 MedPAR LDS 
file spanning 357 MS–DRGs. The 
applicant then excluded cases that 
mapped to MS–DRGs with a volume of 
10 cases or fewer, resulting in a total of 

1,225,561 cases spanning 319 unique 
MS–DRGs. The applicant considered 
these cases to be the primary cohort of 
the cost analysis. The applicant noted 
that the most common MS–DRGs in the 
cohort are 871, 193, 194, 291, and 190, 

which account for 61 percent of cases. 
The applicant presented the following 
table of the top 20 MS–DRGs in the 
primary cohort with more than 10 cases: 

VerDate Sep<11>2014 22:38 Sep 17, 2020 Jkt 250001 PO 00000 Frm 00300 Fmt 4701 Sfmt 4725 E:\FR\FM\18SER2.SGM 18SER2 E
R

18
S

E
20

.1
70

<
/G

P
H

>
E

R
18

S
E

20
.1

71
<

/G
P

H
>

jb
el

l o
n 

D
S

K
JL

S
W

7X
2P

R
O

D
 w

ith
 R

U
LE

S
2



58731 Federal Register / Vol. 85, No. 182 / Friday, September 18, 2020 / Rules and Regulations 

For all three scenarios, the applicant 
calculated an average case-weighted 
unstandardized charge per case of 
$73,911. The applicant then removed 
charges for the prior technology being 
replaced, which included the average 
charge associated with the cost of 
antibiotics that are the current standard 
of care. The applicant varied 
assumptions by scenario to reflect 
appropriate substitute treatments for the 
different forms of XENLETA, as noted 
previously. For each scenario, the 
applicant calculated the cost of therapy 
for each standard of care drug using 
dosing information, the duration of 
treatment, and wholesale acquisition 
costs and converted them to charges 
using the national pharmacy cost-to- 
charge ratio published in the FY 2020 
IPPS final rule (84 FR 42179). After 
adjusting for prior technology, the 

applicant standardized the charges and 
applied an inflation factor of 11.1 
percent, which is the 2-year inflation 
factor used by CMS to calculate outlier 
threshold charges in the FY 2020 IPPS/ 
LTCH PPS final rule (84 FR 42629), to 
update the charges from FY 2018 to FY 
2020. The applicant added charges for 
the new technology, which it again 
calculated using the national pharmacy 
cost-to-charge ratio. 

For all three scenarios, the applicant 
conducted a sensitivity analysis testing 
alternative assumptions regarding the 
charges associated with prior 
technology that could be replaced by 
XENLETA. The applicant acknowledged 
that it is possible for some patients with 
CABP to receive more than one 
antibiotic. The applicant examined the 
cost criterion for each scenario after 
doubling the charges associated with 

prior technology to account for multiple 
antibiotics. Furthermore, the applicant 
tested alterative assumptions regarding 
the MS–DRGs that cases representing 
patients eligible for treatment with 
XENLETA mapped. Specifically, the 
applicant examined the cost criterion 
for the top 10 MS–DRGs, the top 20 MS– 
DRGs, and the top MS–DRGs that 
accounted for 75 percent of cases. 

Across all three scenarios and the 
sensitivity analyses testing alternative 
assumptions, the applicant determined 
that the final inflated average 
standardized charge per case exceeded 
the case-weighted threshold, with the 
difference ranging from $4,547 to 
$17,907. The following table 
summarizes the results of the 
applicant’s cost analyses. The applicant 
maintained that XENLETA meets the 
cost criterion. 
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In the proposed rule, we stated that 
we agreed with the applicant that 
XENLETA meets the cost criterion and 
therefore proposed to approve 
XENLETA for new technology add-on 
payments for FY 2021. As previously 
noted, the applicant has received 
unique ICD–10–PCS procedure codes to 
identify cases involving the 
administration of XENLETA. 

In its application, the applicant stated 
that XENLETA is commercially 
available in two dosage forms 
(Intravenous and Oral). According to the 
applicant, the pricing for each dosage 
form is $102.50 per single use vial of 
XENLETA and $137.50 for one tablet of 
XENLETA. The recommended dosage 
per the applicant is 150 mg every 12 
hours by intravenous (IV) infusion for 5 
to 7 days or one 600 mg tablet every 12 
hours for 5 days. The applicant 
estimates that the cost per patient of 
XENLETA is $1,701 based on the 
combination of IV and oral usage in two 
of the applicants’ clinical trials. Under 
§ 412.88(a)(2), we limit new technology 
add-on payments for QIDPs to 75 
percent of the costs of the new medical 
service or technology, or 75 percent of 
the amount by which the costs of the 
case exceed the MS–DRG payment. As 
a result, we proposed that the maximum 
new technology add-on payment for a 
case involving the use of XENLETA 
would be $1,275.75 for FY 2021 (that is 
75 percent of the average cost of the 
technology). 

We invited public comments on 
whether XENLETA meets the cost 
criterion and our proposal to approve 
new technology add-on payments for 
XENLETA for FY 2021. 

Comment: Commenters supported our 
proposal to approve XENLETA for new 
technology add-on payments for FY 
2021. 

Response: We appreciate the 
commenters’ support for our proposal. 

Based on the information in the 
applicant’s new technology add-on 
payment application and after 
consideration of the public comments, 
we believe that XENLETA meets the 
cost criterion. As previously discussed, 
XENLETA received FDA approval for 
use in the treatment of community- 
acquired bacterial pneumonia (CABP) in 
adults on August 19, 2019 but was not 
commercially available until September 
10, 2019. Therefore, we are finalizing 
our proposal to approve new technology 
add-on payments for XENLETA for FY 
2021, and we consider the beginning of 
the newness period to commence on 
September 10, 2019, which is the date 
that XENLETA became commercially 
available. Under § 412.88(a)(2)(ii)(B), we 
limit new technology add-on payments 

for QIDPs to the lesser of 75 percent of 
the average cost of the technology, or 75 
percent of the amount by which the 
costs of the case exceeds the standard 
MS–DRG payment. As a result, we are 
finalizing as proposed a maximum new 
technology add-on payment for a case 
involving the use of XENLETA of 
$1,275.75 for FY 2021 (that is 75 percent 
of the average cost of the technology). 
Cases involving the use of XENLETA 
that are eligible for new technology add- 
on payments will be identified by ICD– 
10–PCS procedure codes: XW03366, 
XW04366 or XW0DX66. 

(6) ZERBAXA® 
Merck submitted an application for 

new technology add-on payments for 
ZERBAXA® for FY 2021. ZERBAXA® 
(ceftolozane and tazobactam) is a 
combination of ceftolozane, a 
cephalosporin antibacterial; and 
tazobactam, a b-lactamase inhibitor 
(BLI), indicated in patients 18 years or 
older for the treatment of the following 
infections caused by designated 
susceptible microorganisms: 

• Complicated Intra-abdominal 
Infections (cIAI), used in combination 
with metronidazole; 

• Complicated Urinary Tract 
Infections (cUTI), Including 
Pyelonephriti; 

• Hospital-acquired Bacterial 
Pneumonia and Ventilator-associated 
Bacterial Pneumonia (HABP/VABP). 

According to the applicant, FDA 
initially approved ZERBAXA® on 
December 19, 2014 for the treatment of 
complicated intra-abdominal infections 
(cIAI) and for complicated urinary tract 
infections (cUTI) under a New Drug 
Application (NDA). ZERBAXA® was 
then approved on June 3, 2019 for the 
indication of hospital-acquired bacterial 
pneumonia and ventilator-associated 
bacterial pneumonia (HABP/VABP), 
also under a NDA. The applicant noted 
that ZERBAXA® was designated as a 
Quality Infectious Disease Product 
(QIDP) as well as provided Fast Track 
and Priority Review consideration by 
FDA. The applicant also indicated that 
ZERBAXA® was commercially available 
on the U.S. market upon FDA approval. 
We believe only the indication 
approved in 2019 for treatment of 
hospital-acquired bacterial pneumonia 
and ventilator-associated bacterial 
pneumonia (HABP/VABP) is eligible for 
new technology add on payments for FY 
2021 because the first indication was 
approved in 2014 and is therefore 
beyond the 3-year newness period. 

The applicant submitted a request for 
approval for a unique ICD–10–PCS 
procedure code to identify the 
administration of ZERBAXA® and was 

granted approval for FY 2021 for the 
following procedure codes effective 
October 1, 2020: XW03396 or XW04396. 

According to the applicant, to reduce 
the development of drug-resistant 
bacteria and maintain the effectiveness 
of ZERBAXA® and other antibacterial 
drugs, ZERBAXA® should be used only 
to treat or prevent infections that are 
proven or strongly suspected to be 
caused by susceptible bacteria. 
According to the applicant, when 
culture and susceptibility information 
are available, they should be considered 
in selecting or modifying antibacterial 
therapy. In the absence of such data, 
local epidemiology and susceptibility 
patterns may contribute to the empiric 
selection of therapy. 

The applicant explained that the 
recommended dosage of ZERBAXA® for 
injection when used for HABP/VABP is 
3 g (ceftolozane 2 g and tazobactam 1 g) 
administered every 8 hours by 
intravenous infusion over 1 hour in 
patients 18 years or older and with a 
creatinine clearance (CrCl) greater than 
50 mL/min. The duration of therapy 
should be guided by the severity and 
site of infection and the patient’s 
clinical and bacteriological progress. 
Dose adjustment is required for patients 
with CrCl 50 mL/min or less. All doses 
of ZERBAXA® are administered over 1 
hour. For patients with changing renal 
function, CrCl is monitored at least 
daily and dosage of ZERBAXA® 
adjusted accordingly. 

With regard to the cost criterion, the 
applicant used the FY 2018 MedPAR 
Limited Data Set (LDS) to identify the 
MS–DRGs to which potential cases 
representing hospitalized patients who 
may be eligible for treatment involving 
ZERBAXA® would be mapped. 
According to the applicant, ZERBAXA® 
is indicated for the treatment of 
hospitalized patients who have been 
diagnosed with cUTI, cIAI, VABP, or 
HABP conditions. The applicant 
conducted multiple analyses based on 
ICD–10–CM diagnosis codes for various 
scenarios involving patients diagnosed 
with cUTI, cIAI, VABP, or HABP. The 
applicant stated that cases representing 
patients who may be eligible to receive 
treatment through the administration of 
ZERBAXA® are identified with ICD–10– 
PCS codes 3E03329 (Introduction of 
other anti-infective into peripheral vein, 
percutaneous approach) or 3E04329 
(Introduction of other antiinfective— 
into central vein, percutaneous 
approach). For the purposes of 
analyzing the cost criterion for this 
technology for new technology add-on 
payment for FY 2021, we are only 
discussing the applicant’s cost analysis 
related to the HABP and VABP 
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indications because, as we noted 
previously, the first indications (cUTI, 
cIAI) were approved in 2014 and are 
therefore beyond the 3-year newness 
period. For the HABP and VABP 
scenarios, the applicant submitted the 
following three cost analysis scenarios: 
Cases with a HABP diagnosis only, 
cases with a VABP diagnosis only and 
cases with either a HABP or VABP 
diagnosis. For all three scenarios, the 
applicant calculated the average charges 
per case for each MS–DRG without 
standardizing the charges. Next, the 
applicant removed 100 percent of the 

drug charges from the relevant cases to 
conservatively estimate the charges for 
drugs that potentially may be replaced 
by or avoided through use of 
ZERBAXA®. After removing these drug 
charges from unstandardized average 
charge amounts, the applicant 
calculated the average standardized 
charge per case for each MS–DRG. Then, 
the applicant inflated the standardized 
average charges by 11.1 percent, which 
is the 2-year inflation factor used by 
CMS to calculate outlier threshold 
charges in the FY 2020 IPPS/LTCH PPS 
final rule (84 FR 42629), to update the 

charges from FY 2018 to FY 2020. The 
applicant added charges for the new 
technology, which it again calculated 
using the national pharmacy cost-to- 
charge ratio. Finally, the applicant 
calculated the final inflated average 
case-weighted standardized charge per 
case as well as the case-weighted 
threshold amount. The following table 
summarizes the results of the 
applicant’s cost analyses. The applicant 
maintained that ZERBAXA® meets the 
cost criterion. 

As stated in the proposed rule, we 
agree with the applicant that 
ZERBAXA® meets the cost criterion and 
therefore proposed to approve 
ZERBAXA® for new technology add-on 
payments for FY 2021. As previously 
noted, the applicant has received 
unique ICD–10–PCS procedure codes to 
identify cases involving the 
administration of ZERBAXA®. 

Based on preliminary information 
from the applicant at the time of the 
proposed rule, the cost of ZERBAXA® is 
$2,449.31. Under § 412.88(a)(2), we 
limit new technology add-on payments 
for QIDPs to 75 percent of the costs of 
the new medical service or technology, 
or 75 percent of the amount by which 
the costs of the case exceed the MS– 
DRG payment. As a result, we proposed 
that the maximum new technology add- 
on payment for a case involving the use 
of ZERBAXA® would be $1,836.98 for 
FY 2021 (that is 75 percent of the 
average cost of the technology). 

We invited public comments on 
whether ZERBAXA® meets the cost 
criterion and our proposal to approve 
new technology add-on payments for 
ZERBAXA® for FY 2021. 

Comment: Commenters agreed that 
ZERBAXA® meets the cost criterion and 
supported CMS’s proposal to approve 
ZERBAXA® for new technology add-on 
payments for FY 2021. 

Response: We thank the commenters 
for their support. 

Based on the information in the 
applicant’s new technology add-on 
payment application and after 

consideration of the public comments, 
we believe that ZERBAXA® meets the 
cost criterion. As previously discussed, 
ZERBAXA® received FDA approval on 
June 3, 2019 for the indication of HABP/ 
VABP and was commercially available 
on the U.S. market upon FDA approval. 
Therefore, we are finalizing our 
proposal to approve new technology 
add-on payments for ZERBAXA® for FY 
2021, and we consider the beginning of 
the newness period to commence when 
the technology received FDA approval 
on June 3, 2019. Under 
§ 412.88(a)(2)(ii)(B), we limit new 
technology add-on payments for QIDPs 
to the lesser of 75 percent of the average 
cost of the technology, or 75 percent of 
the amount by which the costs of the 
case exceed the standard MS–DRG 
payment. As a result, we are finalizing 
as proposed a maximum new 
technology add-on payment for a case 
involving the use of ZERBAXA® of 
$1,836.98 for FY 2021 (that is 75 percent 
of the average cost of the technology). 
Cases involving the use of ZERBAXA® 
that are eligible for new technology add- 
on payments will be identified by ICD– 
10–PCS procedure codes XW03396 or 
XW04396. 

7. Technical Revision to the New 
Technology Add-On Payment 
Regulations at 42 CFR 412.88 

In the FY 2020 IPPS/LTCH PPS final 
rule (84 FR 42297 through 42300, and 
42612), we finalized an increase in the 
new technology add-on payment 
percentage. Specifically, for a new 

technology other than a medical product 
designated by FDA as a QIDP, beginning 
with discharges on or after October 1, 
2019, if the costs of a discharge 
involving a new technology (determined 
by applying CCRs as described in 
§ 412.84(h)) exceed the full DRG 
payment (including payments for IME 
and DSH, but excluding outlier 
payments), Medicare will make an add- 
on payment equal to the lesser of: (1) 65 
percent of the costs of the new medical 
service or technology; or (2) 65 percent 
of the amount by which the costs of the 
case exceed the standard DRG payment. 
We also finalized a separate increase in 
the new technology add-on payment 
percentage to 75 percent for a new 
technology that is a medical product 
designated by FDA as a QIDP. Under 
this finalized policy, unless the 
discharge qualifies for an outlier 
payment, the additional Medicare 
payment will be limited to the full MS– 
DRG payment plus 65 percent (or 75 
percent for a medical product 
designated by FDA as a QIDP) of the 
estimated costs of the new technology or 
medical service. We also finalized 
revisions to paragraphs (a)(2) and (b) 
under § 412.88 to reflect these changes 
to the calculation of the new technology 
add-on payment amount beginning in 
FY 2020, including the finalized 
percentage for a medical product 
designated by FDA as a QIDP. 
Specifically, the new technology add-on 
payment percentage of 65 percent for a 
new technology other than a medical 
product designated by FDA as a QIDP is 
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set forth in § 412.88(a)(2)(ii)(A). The 
new technology add-on payment 
percentage of 75 percent for a medical 
product designated by FDA as a QIDP is 
set forth at § 412.88(a)(2)(ii)(B). 
However, in our revision to paragraph 
(a)(2)(ii), in setting forth the new 
technology add-on payment amounts for 
discharges occurring on or after October 
1, 2019, we made an inadvertent error 
when referencing the separate new 
technology add-on payment percentage 
for QIDPs under § 412.88(a)(2)(ii)(B). 
Specifically, in referencing the add-on 
percentage for QIDPs, 
§ 412.88(a)(2)(ii)(A) refers to ‘‘paragraph 
(a)(2)(ii)(2) of this section’’ when the 
correct citation should be ‘‘paragraph 
(a)(2)(ii)(B) of this section’’. In the FY 
2021 IPPS/LTCH PPS proposed rule, we 
proposed to revise § 412.88(a)(2)(ii)(A) 
to correct this technical error. No 
comments were received regarding this 
proposal. Therefore, in this final rule, 
we are finalizing this revision as 
proposed. 

8. Technical Clarification to the 
Alternative Pathway for Certain 
Transformative New Devices 

As described previously, in the FY 
2020 IPPS/LTCH PPS final rule, we 
finalized an alternative pathway for new 
technology add-on payments for certain 
transformative new devices. Under the 
existing regulations at § 412.87(c), to be 
eligible for approval under this 
alternative pathway, the device must be 
part of FDA’s Breakthrough Devices 
Program and have received FDA 
marketing authorization. 

We have received questions from the 
public regarding CMS’s intent with 
respect to the ‘‘marketing authorization’’ 
required for purposes of approval under 
the alternative pathway for certain 
transformative new devices at 
§ 412.87(c). Some of the public appear 
to assert that so long as a technology has 
received marketing authorization for 
any indication, even if that indication 
differs from the indication for which the 
technology was designated by FDA as 
part of the Breakthrough Devices 
Program, the technology would meet the 
marketing authorization requirement at 
§ 412.87(c). For example, consider a 
device that received FDA marketing 
authorization in 2019 for use in the 
heart. The same device is then 
designated by FDA as part of the 
Breakthrough Devices Program for use 
in the liver in 2020, but has not yet 
received marketing authorization for 
indicated use in the liver. Some of the 
public have asserted that in such a 
scenario, the original marketing 
authorization for use in the heart could 
be used with FDA’s Breakthrough 

Device indication for use in the liver to 
qualify under the alternative pathway 
for certain transformative new devices 
and receive new technology add-on 
payments for use in the liver in FY 
2021. Because of this potential 
confusion, we clarified in the proposed 
rule that, consistent with our existing 
policies for determining newness where 
a product has more than one indication, 
an applicant cannot combine a 
marketing authorization for an 
indication that differs from the 
technology’s indication under the 
Breakthrough Device Program, and for 
which the applicant is seeking to qualify 
for the new technology add-on payment, 
for purposes of approval under the 
alternative pathway for certain 
transformative devices. 

Section 1886(d)(5)(K)(ii)(II) of the Act 
provides for the collection of data with 
respect to the costs of a new medical 
service or technology described in 
subclause (I) for a period of not less than 
2 years and not more than 3 years 
beginning on the date on which an 
inpatient hospital code is issued with 
respect to the service or technology. As 
explained in the FY 2005 IPPS final rule 
(69 FR 49002), the intent of section 
1886(d)(5)(K) of the Act and regulations 
under § 412.87(b)(2) is to pay for new 
medical services and technologies for 
the first 2 to 3 years that a product 
comes on the market, during the period 
when the costs of the new technology 
are not yet fully reflected in the DRG 
weights. Generally, we use FDA 
approval (that is, marketing 
authorization) as the indicator of the 
time when a technology begins to 
become available on the market and 
data reflecting the costs of the 
technology begin to become available 
for recalibration of the DRGs. In some 
specific circumstances, we have 
recognized a date later than FDA 
approval as the appropriate starting 
point for the 2-year to 3-year period. 
The costs of the new medical service or 
technology, once paid for by Medicare 
for this 2-year to 3-year period, are 
accounted for in the MedPAR data that 
are used to recalibrate the DRG weights 
on an annual basis. Therefore, we limit 
the add-on payment window for those 
technologies that have passed this 2-to 
3-year timeframe. In the September 7, 
2001 final rule that established the new 
technology add-on payment regulations 
(66 FR 46915), we also indicated that an 
existing technology can receive new 
technology add on payments for a new 
use or indication. While we recognize 
that a technology can have multiple 
indications, each indication has its own 
newness period and must meet the new 

technology add on payment criteria. The 
applicable criteria will depend on 
whether the technology is eligible for an 
alternative new technology add-on 
payment pathway. However, each 
indication for the technology is 
evaluated separately from any other 
indication, including with respect to the 
start of the newness period, to 
determine whether the technology is 
eligible for new technology add-on 
payments when used for that indication. 

Based on this policy, using the 
previous example, the newness period 
for the heart indication began in 2019 
when the technology received marketing 
authorization from FDA for that 
indication, while the newness period for 
the liver indication would begin when 
the device receives marketing 
authorization specifically indicated for 
the liver. These are two distinct 
newness periods. Consistent with this 
policy, the newness period that began 
with the original marketing 
authorization for indicated use in the 
heart cannot be combined with FDA’s 
Breakthrough Device indication for use 
in the liver for purposes of the 
marketing authorization required for 
approval under the alternative pathway 
to receive new technology add-on 
payments in FY 2021. 

In the FY 2021 IPPS/LTCH PPS 
proposed rule, we stated that to address 
this potential confusion, we are 
clarifying our policy that a new medical 
device under this alternative pathway 
must receive marketing authorization 
for the indication covered by the 
Breakthrough Devices Program 
designation and making a conforming 
change to the regulations at 
§ 412.87(c)(1). Specifically, with regard 
to the eligibility criteria for approval 
under the alternative pathway for 
certain transformative new devices, we 
proposed to amend the regulations in 
§ 412.87(c)(1) to state that ‘‘A new 
medical device is part of FDA’s 
Breakthrough Devices Program and has 
received marketing authorization for the 
indication covered by the Breakthrough 
Device designation.’’ We also proposed 
to make similar amendments to the 
regulations at § 412.87(d) for the 
alternative pathway for certain 
antimicrobial products, as discussed in 
section II.G.9.b. of this preamble of this 
final rule. 

Comment: Commenters were mostly 
supportive of the policy clarification. 
Commenters supportive of the 
clarification indicated that they support 
CMS’s efforts to recognize devices that 
are part of the FDA Breakthrough 
Devices Program and applauded CMS 
for providing revisions to these 
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regulations to provide clarification to 
the ‘‘market authorization’’ component. 

One commenter requested 
clarification if a device that received 
FDA Breakthrough designation and was 
approved for marketing under the 
Humanitarian Device Exemption (HDE) 
pathway for a HUD (Section 520(m) of 
the Federal Food, Drug, and Cosmetic 
Act (FD&C Act)), would still be eligible 
for the alternative new technology add- 
on payment pathway based on the FDA 
Breakthrough designation. 

Furthermore, two commenters 
(including the applicant for the 
Nanoknife, which did not meet the 
deadline of July 1 for FDA approval or 
clearance, as discussed previously) did 
not support this policy clarification. 
According to these commenters, if the 
proposed conforming changes are 
finalized, an otherwise broad eligibility 
standard would become limited. These 
commenters stated that the requirement 
that a new medical device must have 
received FDA marketing authorization 
sets a broad standard and the current 
regulation has no explicit limit to the 
type of marketing authorization and no 
mandate that the FDA marketing 
authorization indication be the same as 
the indication covered by the 
Breakthrough Device designation. 

According to the same two 
commenters, the policy clarification 
also constitutes a new regulatory 
provision that will limit new technology 
add-on payment eligibility to only those 
devices where the marketing 
authorization indication matched 
exactly the Breakthrough Device 
indication. The commenters stated that 
although it was described as a technical 
clarification, the denial of access to 
new-technology add-on payment for 
Medicare beneficiaries makes the 
proposed amendment a significant 
regulatory change. According to the 
commenters, consistent with the 
Administrative Procedure Act, the 
proposed new regulatory language must 
first go through a full notice and 
comment period prior to finalizing any 
new changes. Then, according to the 
commenters, the earliest the new 
regulation could be applied is in the 
next regulatory cycle, beginning with 
applications submitted for new 
technology add-on payments for FY 
2022. Finally, they asserted that with 
what they described as CMS’ 
application of the proposal 
retroactively, applicants for new 
technology add-on payment for FY 2021 
had no prior notice in either the 
regulations or CMS’ new technology 
add-on payment application, which 
caused the denial of new technology 

add-on payment to applicants and 
Medicare beneficiaries. 

The same two commenters also 
suggested that CMS should align 
eligibility for new technology add-on 
payment with FDA’s IDE determination 
which supports hospitals providing 
innovative care early in product 
development. According to the 
commenters, CMS should include in the 
regulation at § 412.87(c)(1) that an IDE 
can qualify as marketing authorization 
and that the IDE determination can 
match the Breakthrough Designation 
indication for new technology add-on 
payment eligibility criteria. According 
to the commenters, waiting until 
traditional PMA or 510(k) marketing 
authorization will delay the availability 
of new technology add-on payment for 
years which can have a serious adverse 
impact on patients. 

Response: We appreciate commenters’ 
support regarding the clarification that a 
new medical device under the 
alternative pathway for certain 
transformative new devices must 
receive marketing authorization for the 
indication covered by the Breakthrough 
Devices Program designation. 

We disagree with the commenters that 
asserted this technical clarification is 
instead a significant change in our new 
technology add-on payment policy and 
that the associated conforming revisions 
are a significant regulatory change. This 
technical clarification, and the proposed 
conforming change to the regulations, 
are consistent with CMS’s longstanding 
policy to require marketing 
authorization for the specific indication 
for which the applicant is seeking the 
new technology add-on payment. As 
discussed in the proposed rule and 
previously in this final rule, in the 
September 7, 2001 final rule that 
established the new technology add-on 
payment regulations (66 FR 46915), we 
indicated that an existing technology 
can receive new technology add-on 
payments for a new use or indication. 
As we also discussed in the proposed 
rule, while we recognize that a 
technology can have multiple 
indications, each indication has its own 
newness period and must meet the new 
technology add-on payment criteria. 
This is consistent with how we have 
evaluated prior applications for the new 
technology add-on payment, as 
discussed in prior rulemaking 
(InFUSETM Bone Graft (Bone 
Morphogenetic Proteins (BMPs) for 
Tibia Fractures 69 FR 49010, 
VERASENSETM Knee Balancer System 
80 FR 49471, Stelara® 82 FR 38216, 
KYMRIAH and YESCARTA 83 FR 
41285, Titan Spine nanoLock® 83 FR 
41322, ZEMDRITM 83 FR 41327). The 

applicable criteria will depend on 
whether the technology is eligible for an 
alternative new technology add-on 
payment pathway, however the 
submission of an application under 
such an alternative pathway does not 
change that each indication for the 
technology will be evaluated separately 
from any other indication, including 
with respect to the start of the newness 
period, to determine whether the 
technology is eligible for new 
technology add-on payments when used 
for that indication. CMS did not modify 
this longstanding policy for evaluating 
whether a technology with multiple 
indications has received the required 
marketing authorization when it 
adopted the alternative pathway for 
certain transformative new devices in 
FY 2020. We believe the commenter is 
asking CMS to evaluate a technology 
inconsistent with this longstanding 
policy and to start the newness period 
prior to the time a product receives 
marketing authorization. As previously 
explained, and in the FY 2005 IPPS 
final rule (69 FR 49002), the intent of 
section 1886(d)(5)(K) of the Act and 
regulations under § 412.87(b)(2) is to 
pay for new medical services and 
technologies for the first 2 to 3 years 
that a product comes on the market, 
during the period when the costs of the 
new technology are not yet fully 
reflected in the DRG weights. Our 
longstanding policy explained 
previously has applied this intent to 
new technology add-on payment 
applications for new indications of an 
existing technology and initial uses of a 
new technology. The device would 
remain eligible to apply for the new 
technology add-on payment under this 
alternative pathway for the indication 
covered by the Breakthrough Devices 
Program for a future fiscal year. 

For these reasons, we disagree with 
the commenters that our clarification 
and proposed conforming amendment 
are a change to the existing eligibility 
standards for new technology add-on 
payments. However, even if this were to 
be considered a change in policy rather 
than a clarification, CMS would not be 
applying the proposal retroactively, as 
asserted by the commenters, because the 
policy would apply only prospectively 
to future payments beginning with the 
start of the next fiscal year, after 
finalization of the policy through notice 
and comment rulemaking. 

Regarding the request for clarification 
on whether a device that received FDA 
Breakthrough Device designation and 
was approved for marketing under the 
HDE pathway for a HUD (Section 
520(m) of the FD&C Act), would still be 
eligible for the alternative new 
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429 https://www.fda.gov/medical-devices/how- 
study-and-market-your-device/investigational- 
device-exemption-ide. 

430 https://www.cdc.gov/drugresistance/biggest- 
threats.html. 

technology add-on payment pathway 
based on the FDA Breakthrough Device 
designation, we are unsure what 
specifically the commenter is requesting 
clarification on, and refer the 
commenter to the eligibility criteria for 
approval under the alternative pathway 
for certain transformative new devices 
at § 412.87(c)(1). Additionally, as 
previously stated and in the FY 2005 
IPPS final rule (69 FR 49002), the intent 
of section 1886(d)(5)(K) of the Act and 
regulations under § 412.87(b)(2) is to 
pay for new medical services and 
technologies for the first 2 to 3 years 
that a product comes on the market, 
during the period when the costs of the 
new technology are not yet fully 
reflected in the DRG weights. If a 
product was on the market for 5 years 
and then the device became part of 
FDA’s Breakthrough Devices Program, it 
would not be eligible for new 
technology add-on payments since the 
device is already reflected in the DRG 
weights and is beyond the 2–3 year 
newness period. Conversely, if a 
product received marketing 
authorization for the indication covered 
by the Breakthrough Devices Program 
designation within the past 2 to 3 years, 
it may be eligible for new technology 
add-on payments under the alternative 
pathway for certain transformative new 
devices; however, we would encourage 
any prospective applicant to review the 
eligibility criteria for approval under the 
alternative pathway for certain 
transformative new devices to evaluate 
whether they should apply for the new 
technology add-on payment. We also 
refer the commenter the FY 2010 IPPS 
Final Rule (74 FR 43819) which 
discusses the Spiration® IBV® Valve 
System which received a HDE approval 
from the FDA and was approved for 
new technology add-on payments for FY 
2010. 

Regarding the suggestion that CMS 
should include in the regulation at 
§ 412.87(c)(1) that an IDE can qualify as 
marketing authorization and that the 
IDE determination can match the 
Breakthrough Designation indication for 
new technology add-on payment 
eligibility criteria, we disagree. As 
discussed previously, it is our 
understanding that an IDE allows the 
investigational device to be used in a 
clinical study in order to collect safety 
and effectiveness data prior to the 
device receiving FDA marketing 
authorization (that is, received PMA 
approval, 510(k) clearance, or the 
granting of De Novo classification 
request). Therefore, we do not believe it 
would be appropriate to update the 

regulations to reflect that an IDE 
qualifies as marketing authorization.429 

After consideration of the comments 
received and for the reasons discussed, 
we are finalizing our proposed 
conforming change to the regulations at 
§ 412.87(c)(1) to reflect our policy that a 
new medical device under this 
alternative pathway must receive 
marketing authorization for the 
indication covered by the Breakthrough 
Devices Program designation. 
Specifically, with regard to the 
eligibility criteria for approval under the 
alternative pathway for certain 
transformative new devices, we are 
finalizing our proposal to amend the 
regulations in § 412.87(c)(1) to state that 
‘‘A new medical device is part of FDA’s 
Breakthrough Devices Program and has 
received marketing authorization for the 
indication covered by the Breakthrough 
Device designation.’’ We note that we 
are also finalizing our proposal to make 
similar amendments to the regulations 
at § 412.87(d) for the alternative 
pathway for certain antimicrobial 
products, as discussed in section 
II.G.9.b. of this preamble of this final 
rule. 

9. Revisions to New Technology Add- 
On Payments for Certain Antimicrobial 
Products 

a. Background 
In the FY 2020 IPPS/LTCH PPS final 

rule, after consideration of public 
comments, we finalized changes to the 
new technology add-on payment policy 
related to certain antimicrobial 
products. These changes were finalized 
in recognition of the significant 
concerns related to antimicrobial 
resistance and its serious impact on 
Medicare beneficiaries and public 
health overall, and consistent with the 
Administration’s commitment to 
address issues related to antimicrobial 
resistance, in order to help secure access 
to antibiotics, and improve health 
outcomes for Medicare beneficiaries in 
a manner that is as expeditious as 
possible. Firstly, as described earlier in 
this section, we finalized an alternative 
new technology add-on payment 
pathway for a product that is designated 
by FDA as a QIDP. Under this 
alternative pathway, at existing 
§ 412.87(d), for applications received for 
new technology add-on payments for FY 
2021 and subsequent fiscal years, if a 
technology receives FDA’s QIDP 
designation and received FDA 
marketing authorization, it will be 
considered new and not substantially 

similar to an existing technology for 
purposes of new technology add-on 
payments and will not need to meet the 
requirement that it represent an advance 
that substantially improves, relative to 
technologies previously available, the 
diagnosis or treatment of Medicare 
beneficiaries. Under this pathway, a 
medical product that has received FDA 
marketing authorization and is 
designated by FDA as a QIDP will need 
to meet the cost criterion under 
§ 412.87(b)(3), as reflected in 
§ 412.87(d)(3) (84 FR 42292 through 
42297). 

In addition, beginning with FY 2020, 
we adopted a general increase in the 
maximum new technology add-on 
payment amount from 50 percent to 65 
percent; however, we adopted a higher 
increase to 75 percent for a product that 
is designated by FDA as a QIDP. 
Therefore, under existing 
§ 412.88(a)(2)(ii)(B), for a new 
technology that is a medical product 
designated by FDA as a QIDP, the new 
technology add-on payment is equal to 
the lesser of: (1) 75 percent of the costs 
of the new medical service or 
technology; or (2) 75 percent of the 
amount by which the costs of the case 
exceed the standard DRG payment (84 
FR 42297 through 42300). 

We stated that we believe Medicare 
beneficiaries may be disproportionately 
impacted by antimicrobial resistance, 
due in large part to the elderly’s unique 
vulnerability to drug-resistant infections 
(for example, due to age-related and/or 
disease-related immunosuppression and 
greater pathogen exposure via catheter 
use). As such, antimicrobial resistance 
results in a substantial number of 
additional hospital days for Medicare 
beneficiaries, resulting in significant 
unnecessary health care expenditures. 
In November 2019, the CDC released its 
updated ‘‘Antibiotic Resistance Threats 
in the United States’’ (AR Threats 
Report) 430 indicating that antibiotic- 
resistant bacteria and fungi cause more 
than 2.8 million infections and 35,000 
deaths in the United States each year. 
This report also shows that there were 
nearly twice as many annual deaths 
from antibiotic resistance as CDC 
originally reported in 2013, and 
underscores the continued threat of 
antibiotic resistance in the U.S. This 
recent information highlights the 
significant concerns and impacts related 
to antimicrobial resistance and 
emphasizes the continued importance of 
this issue both with respect to Medicare 
beneficiaries and public health overall. 
In this section of the final rule, we 
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431 Section 506(h) of the FD&C Act, 21 U.S.C. 
356(h). 

432 https://www.fda.gov/media/113729/download. 

discuss our proposals and final policies 
for FY 2021 regarding new technology 
add-on payments and certain 
antimicrobials, including QIDPs. 

b. Changes and Technical Clarification 
to the Alternative Pathway for Certain 
Antimicrobial Products 

As described previously, in the FY 
2020 IPPS/LTCH PPS final rule, we 
finalized an alternative pathway for new 
technology add-on payments for certain 
antimicrobial products. Under the 
existing regulations at § 412.87(d), to be 
eligible for approval under this 
alternative pathway, the antimicrobial 
product must be designated by FDA as 
a QIDP and have received FDA 
marketing authorization. Under this 
alternative pathway, such a QIDP will 
be considered new and not substantially 
similar to an existing technology for 
purposes of new technology add-on 
payments and will not need to meet the 
requirement that it represent an advance 
that substantially improves, relative to 
technologies previously available, the 
diagnosis or treatment of Medicare 
beneficiaries. 

FDA also has the Limited Population 
Pathway for Antibacterial and 
Antifungal Drugs (LPAD pathway), 
which encourages the development of 
safe and effective drug products that 
address unmet needs of patients with 
serious bacterial and fungal 
infections.431 432 Specifically, an 
antibacterial or antifungal drug 
approved under the LPAD pathway is 
used to treat a serious or life-threatening 
infection in a limited population of 
patients with unmet needs. We stated in 
the proposed rule that we believe that 
in order to address the continued issues 
related to antimicrobial resistance 
discussed previously, as well as further 
help to support access to antibiotics and 
improve health outcomes for Medicare 
beneficiaries, it is appropriate to expand 
our policy for an alternative new 
technology add-on payment pathway for 
a product that is designated by FDA as 
a QIDP to include products approved as 
a LPAD as well. Therefore, in the FY 
2021 IPPS/LTCH PPS proposed rule, we 
proposed to expand our current 
alternative new technology add-on 
payment pathway for QIDPs to include 
products approved under the LPAD 
pathway as well to further address the 
continued issues related to 
antimicrobial resistance discussed 
previously. Under this proposed policy, 
for applications received for new 
technology add-on payments for FY 

2022 and subsequent fiscal years, if an 
antimicrobial drug is approved by FDA 
under the LPAD pathway it will be 
considered new and not substantially 
similar to an existing technology for 
purposes of the new technology add-on 
payment under the IPPS, and not need 
to meet the requirement that it represent 
an advance that substantially improves, 
relative to technologies previously 
available, the diagnosis or treatment of 
Medicare beneficiaries. Under this 
proposal, an antimicrobial product that 
is approved by FDA under the LPAD 
pathway will need to meet the cost 
criterion under § 412.87(b)(3). 

We proposed to revise § 412.87(d)(1) 
to reflect this proposal, by adding drugs 
approved under FDA’s LPAD pathway 
to the current alternative new 
technology add-on payment pathway for 
QIDPs at proposed new 
§ 412.87(d)(1)(ii), beginning with 
discharges occurring on or after October 
1, 2021. We also proposed to revise the 
title of existing § 412.87(d) to refer more 
broadly to ‘‘certain antimicrobial 
products’’ rather than specifying in this 
title the particular FDA programs for 
antimicrobial products (that is, QIDPs 
and LPADs) that are the subject of this 
alternative new technology add-on 
payment pathway. 

As we noted in the proposed rule, 
FDA may approve a drug under the 
LPAD pathway if it meets certain 
statutory standards for approval, as 
applicable, including that FDA receives 
a written request from the sponsor to 
approve the drug as a limited 
population drug. Sponsors seeking 
approval of a drug under the LPAD 
pathway are not precluded from seeking 
designation or approval under any other 
applicable provision for which the drug 
otherwise qualifies (for example, fast 
track designation, breakthrough therapy 
designation, regenerative medicine 
advanced therapy designation, 
accelerated approval, priority review 
designation). A sponsor who seeks 
approval of a drug under the LPAD 
pathway may also seek designation, as 
applicable, for other programs, 
including QIDP or orphan drug 
designation. Although FDA may provide 
advice on potential eligibility, FDA 
intends to make the determination of 
whether a drug meets the criteria for the 
LPAD pathway at the time of the drug’s 
approval. (For additional information, 
see https://www.fda.gov/media/113729/ 
download.) 

We stated in the proposed rule that as 
such, an applicant that has not received 
FDA approval and which has requested 
approval under the LPAD pathway may 
not know with certainty at the time it 
applies for new technology add-on 

payments under the proposed expanded 
alternative pathway for certain 
antimicrobial products whether it will 
qualify for approval under that pathway. 
As noted previously in section II.G.1.d. 
of the preamble of this final rule, CMS 
will review the application based on the 
information provided by the applicant 
under the alternative pathway specified 
by the applicant. If the applicant drug 
ultimately does not receive approval 
under the LPAD pathway (but receives 
FDA approval otherwise) and is not 
designated as a QIDP, the technology 
would not be eligible for the alternative 
pathway for certain antimicrobial 
products and the applicant would need 
to re-apply for new technology add-on 
payments under the traditional pathway 
at § 412.87(b) for the following fiscal 
year in order to seek approval for new 
technology add-on payments. 

Comment: Several commenters 
supported this proposal. These 
commenters described the proposal as a 
common-sense solution that will 
address concerns from hospitals 
regarding inadequate payment for new 
antimicrobial products. Commenters 
also indicated that the proposal works 
hand-in-hand with the policy change 
finalized in the FY 2020 IPPS/LTCH 
PPS final rule regarding the alternative 
pathway for QIDPs. 

However, other commenters were not 
supportive of this proposal. MedPAC 
expressed that it did not support the use 
of FDA’s LPAD for qualification for new 
technology add-on payment unless the 
drug in question also meets the current 
substantial clinical improvement 
criterion and there is some evidence 
that the new drug results in improved 
care for beneficiaries. According to 
MedPAC, the FDA approval process 
may or may not include the new device 
or pharmaceutical’s safety or 
effectiveness with regard to the 
Medicare population and Medicare 
should not pay more for technological 
advances that have not yet been proven 
to provide better outcomes for 
beneficiaries. MedPAC also stated that it 
is concerned that, if this proposal is 
adopted, the additional payment would 
also provide an incentive for increased 
use (including off-label use) of drugs 
approved under the LPAD pathway. 
MedPAC explained that the drugs 
approved under the LPAD pathway are 
for a limited population, based on a 
more flexible risk-benefit assessment, 
and prescribing these products outside 
of the targeted approved indication 
could endanger patients unnecessarily. 
Finally, MedPAC conveyed that if CMS 
finalizes its proposal to expand the 
alternative pathway to include products 
approved under the LPAD pathway, 
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CMS could attempt to mitigate 
incentives for off-label use by limiting 
new technology add-on payments to 
cases that meet FDA’s approved and 
targeted indications. 

According to a commenter, current 
and proposed reforms are insufficient to 
ensure patients have access to effective 
antimicrobial treatments and lack 
significant impact on the AMR crisis. 
The commenter stated that while the 
increase in new technology add-on 
payment for QIDPs from 50 percent to 
75 percent in the FY 2020 IPPS/LTCH 
PPS final rule was appreciated and a 
step in the right direction, the change 
has proven to be ineffective in 
promoting increased use of the new 
technology add-on payment pathway, 
thereby limiting the impact of this 
reform on patient access to novel 
antimicrobials, the sustainability of the 
antimicrobial marketplace, and the 
crisis of AMR generally. This 
commenter, in addition to a few other 
commenters, went on to say that the 
proposal to expand our current 
alternative new technology add-on 
payment pathway for QIDPs to include 
products approved under the LPAD 
pathway will not effectively broaden or 
increase the impact of the new 
technology add-on payment program for 
antimicrobials, as drugs that qualify for 
LPAD will likely also have QIDP 
designation and are therefore already 
eligible for the alternative new 
technology add-on payment pathway. 
Instead, the commenters suggested the 
expansion of the alternative new 
technology add-on payment pathway so 
that it may be applied more broadly to 
achieve greater overall impact. 
Specifically, these commenters 
suggested the expansion include eligible 
products beyond LPAD and QIDP such 
as biologics, other non-traditional 
therapies that treat or prevent infections 
caused by a qualifying pathogen, as well 
as drugs that are approved by FDA to 
treat COVID–19. 

Similar to the comments received in 
response to the FY 2020 IPPS/LTCH 
PPS proposed rule, commenters 
requested that CMS extend or develop 
similar alternative new technology add- 
on payment pathways for all expedited 
FDA pathways (for example, Fast Track, 
Accelerated Approval, Breakthrough 
Therapy, and Priority Review, including 
other categories of technologies such as 
those with a Regenerative Medicine 
Advanced Therapy (RMAT) designation, 
devices granted a HDE. 

Response: We appreciate the 
commenters’ support of the proposed 
expansion of the current alternative new 
technology add-on payment pathway for 

QIDPs to include products approved 
under the LPAD pathway. 

In response to comments that 
requested that the alternative inpatient 
new technology add-on payment 
pathway be extended to, or an 
alternative pathway similarly be created 
for, drugs and biologicals (that is, 
Priority Review, Accelerated Approval, 
Fast Track, and Breakthrough Therapy, 
including other categories of 
technologies such as those with a RMAT 
designation, devices granted a HDE, we 
continue to recognize that the goal of 
facilitating access to new technologies 
for Medicare beneficiaries could also 
apply to other special designations for 
drugs or devices. However, as we 
discussed in the FY 2020 IPPS/LTCH 
PPS final rule (84 FR 42295 through 
42296), we continue to believe that 
making this policy applicable to drugs 
more generally would further increase 
incentives for innovation but without 
decreasing cost, a key priority of this 
Administration. We also continue to 
believe that, in general, it is prudent to 
gain experience under the alternative 
pathway for certain transformative new 
devices before expanding it to other 
special designations to allow us to 
evaluate the benefits of this alternative 
pathway to facilitate beneficiary access 
to transformative new medical devices 
as well as any other considerations that 
may come to light after implementation 
of this new pathway. We will continue 
to consider these issues for future 
rulemaking, including the suggestions to 
develop additional criteria to qualify 
under an alternative pathway for 
technologies that receive FDA marketing 
authorization under or are designated 
for an FDA expedited program for drugs 
or devices. 

In response to the commenter that did 
not support the use of FDA’s LPAD for 
qualification for new technology add-on 
payment unless the drug in question 
also meets the current substantial 
clinical improvement criterion and 
unless there is some evidence that the 
new drug results in improved care for 
beneficiaries, and expressed concern 
regarding the potential for additional 
Medicare program expenditures, as we 
stated in response to similar concerns in 
the FY 2020 IPPS/LTCH PPS final rule 
(84 FR 42295), we believe that with 
respect to these technologies, even 
though, as the commenter may assert, 
there may be less certainty of clinical 
benefit or data representing the 
Medicare beneficiary population as 
compared to the evidence standard for 
substantial clinical improvement under 
the current new technology add-on 
payment policy, the benefits of 
providing early access to critical and 

life-saving new cures and technologies 
that improve beneficiary health 
outcomes support expanding this 
alternative pathway. Additionally, 
while we continue to appreciate the 
commenter’s concern regarding 
additional Medicare program 
expenditures, for the previously stated 
reasons, in order to address the 
significant ongoing concerns related to 
the public health crisis represented by 
antimicrobial resistance, consistent with 
the Administration’s commitment to 
address issues related to antimicrobial 
resistance, and to continue to help 
secure access to antibiotics and improve 
health outcomes for Medicare 
beneficiaries in a manner that is as 
expeditious as possible, we believe it is 
appropriate to further facilitate 
beneficiary access to antimicrobial 
resistant products by expanding this 
alternative pathway to include products 
approved through FDA’s LPAD 
pathway. 

In response to the comment 
suggesting that CMS mitigate incentives 
for off-label use by limiting new 
technology add-on payment to cases 
that meet FDA’s approved and targeted 
indications, we note that when CMS 
approves a new technology add-on 
payment for any technology, it is based 
on the applicant’s FDA indicated market 
authorization use, and payment is 
limited to cases involving the use of 
technology for the indication for which 
the new technology add-on payment 
application was approved. 

Finally, in response to the 
commenters’ concern that the proposal 
will not effectively broaden or increase 
the impact of the new technology add- 
on payment program for antimicrobials, 
as drugs that qualify for LPAD will 
likely also have QIDP designation and 
are therefore already eligible for the 
alternative new technology add-on 
payment pathway, we disagree. As we 
discussed in the proposed rule, 
although FDA may provide advice on 
potential eligibility, FDA intends to 
make the determination of whether a 
drug meets the criteria for the LPAD 
pathway at the time of the drug’s 
approval. As such, an applicant that has 
not received FDA approval and which 
has requested approval under the LPAD 
pathway may not know with certainty at 
the time it applies for new technology 
add-on payments under the proposed 
expanded alternative pathway for 
certain antimicrobial products whether 
it will qualify for approval under that 
pathway. Although we acknowledge, as 
we also discussed in the proposed rule, 
that a sponsor who seeks approval of a 
drug under the LPAD pathway may also 
seek designation, as applicable, for other 
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programs including QIDP or orphan 
drug designation, resulting in more than 
one FDA designation (LPAD and QIDP) 
for the same drug, there may also be 
instances where a drug receives only 
one of these two designations or one 
earlier than the other. Therefore, CMS 
believes this proposed expansion of the 
alternative new technology add-on 
payment pathway for QIDPs to include 
products approved under the LPAD 
pathway is a reasonable approach to 
broadening, rather than minimizing, 
access to antimicrobial products. 

Regarding the requests to expand the 
alternative new technology add-on 
payment pathway to include eligible 
products beyond LPAD and QIDP such 
as biologics, other non-traditional 
therapies that treat or prevent infections 
caused by a qualifying pathogen, as well 
as drugs that are approved by FDA to 
treat COVID–19, while we recognize 
that the goal of facilitating access to 
antimicrobial products for Medicare 
beneficiaries could also apply to other 
designations, similar to our discussion 
previously, in general we believe it is 
prudent to gain experience under this 
newly expanded alternative pathway for 
certain antimicrobial products, before 
further expanding it to other special 
designations, to allow us to evaluate the 
benefits of this expansion to facilitate 
beneficiary access to antimicrobial 
products as well as any other 
considerations that may come to light 
after implementation of this expanded 
pathway. We will keep these 
suggestions in mind for consideration in 
future rulemaking. 

After consideration of the comments 
received and for the reasons explained 
previously, we are finalizing our 
proposal to expand our current 
alternative new technology add-on 
payment pathway for certain 
antimicrobial products to include 
products approved under the LPAD 
pathway. Under this final policy, for 
applications received for new 
technology add-on payments for FY 
2022 and subsequent fiscal years, if an 
antimicrobial drug receives market 
authorization from FDA under the 
LPAD pathway it will be considered 
new and not substantially similar to an 
existing technology for purposes of the 
new technology add-on payment under 
the IPPS, and not need to meet the 
requirement that it represent an advance 
that substantially improves, relative to 
technologies previously available, the 
diagnosis or treatment of Medicare 
beneficiaries. Under this final policy, an 
antimicrobial product that receives 
market authorization by FDA under the 
LPAD pathway will need to meet the 
cost criterion under § 412.87(b)(3). 

We received no comments on our 
proposed amendments to the 
regulations to reflect this policy. 
Therefore we are finalizing our proposal 
to revise § 412.87(d)(1) to reflect this 
final policy, by adding drugs approved 
under FDA’s LPAD pathway to the 
current alternative new technology add- 
on payment pathway for QIDPs at new 
§ 412.87(d)(1)(ii), beginning with 
discharges occurring on or after October 
1, 2021. We are also finalizing our 
proposal to revise the title of existing 
§ 412.87(d) to refer more broadly to 
‘‘certain antimicrobial products’’ rather 
than specifying in this title the 
particular FDA programs for 
antimicrobial products (that is, QIDPs 
and LPADs) that are the subject of this 
alternative new technology add-on 
payment pathway. 

We also proposed to increase the 
maximum new technology add-on 
payment percentage for a product 
approved under FDA’s LPAD pathway, 
from 65 percent to 75 percent, 
consistent with the new technology add- 
on payment percentage that currently 
applies for a product that is designated 
by FDA as a QIDP. As previously noted, 
an antibacterial or antifungal drug 
approved under the LPAD pathway is 
used to treat a serious or life-threatening 
infection in a limited population of 
patients with unmet needs, and 
therefore we stated in the proposed rule 
that we believe increasing the add-on 
payment amount for these products 
would further the goal of helping secure 
access to antibiotics and improving 
health outcomes for Medicare 
beneficiaries to address the continued 
significant concerns related to 
antimicrobial resistance as discussed 
previously. Therefore, we proposed to 
revise § 412.88(a)(2)(ii)(B) and (b)(2) by 
adding products approved under FDA’s 
LPAD pathway, beginning with 
discharges occurring on or after October 
1, 2020. 

We did not receive any comments on 
our proposal to increase the maximum 
new technology add-on payment 
percentage for products approved under 
FDA’s LPAD pathway. Therefore, we are 
also finalizing our proposal to increase 
the maximum new technology add-on 
payment percentage for a product 
approved under FDA’s LPAD pathway, 
from 65 percent to 75 percent, 
consistent with the new technology add- 
on payment percentage that currently 
applies for a product that is designated 
by FDA as a QIDP. Therefore, we are 
revising § 412.88(a)(2)(ii)(B) and (b)(2) 
by adding products approved under 
FDA’s LPAD pathway, beginning with 
discharges occurring on or after October 
1, 2020. 

In addition to adding drugs approved 
under FDA’s LPAD pathway to the 
alternative new technology add-on 
payment pathway for certain 
antimicrobial products, we stated in the 
proposed rule that we are clarifying our 
policy regarding marketing 
authorization for QIDPs. As discussed 
previously, we stated that we have 
received questions from the public 
regarding the ‘‘marketing authorization’’ 
required for purposes of approval under 
the alternative pathway for certain 
transformative new devices, and are 
therefore clarifying our policy regarding 
the marketing authorization requirement 
under this pathway and proposing 
conforming amendments to the 
regulations at § 412.87(c)(1). We refer 
the reader to the previous discussion in 
section II.G.8. of this preamble of this 
final rule for complete details regarding 
this clarification. 

The current regulations at 
§ 412.87(d)(1) regarding the alternative 
pathway for new technology add-on 
payments for certain antimicrobial 
products also require marketing 
authorization for a QIDP to be eligible 
for approval under this pathway. 
Therefore, similar to the clarification 
regarding the transformative new 
devices alternative pathway, we stated 
in the proposed rule that we are 
clarifying that a new medical product 
seeking approval for the new technology 
add-on payment under the alternative 
pathway for QIDPs must receive 
marketing authorization for the 
indication covered by the QIDP 
designation. We proposed to amend the 
regulations at § 412.87(d)(1) describing 
the alternative pathway for QIDPs 
(which, as amended, would appear at 
§ 412.87(d)(1)(i)) to state that ‘‘A new 
medical product is designated by FDA 
as a Qualified Infectious Disease 
Product and has received marketing 
authorization for the indication covered 
by the Qualified Infectious Disease 
Product designation.’’ 

We did not receive comments on our 
proposal to amend the regulations at 
§ 412.87(d)(1) to clarify that a new 
medical product seeking approval for 
the new technology add-on payment 
under the alternative pathway for QIDPs 
must receive marketing authorization 
for the indication covered by the QIDP 
designation. Therefore, we are finalizing 
this amendment as proposed. 

c. Change to Announcement of 
Determinations and Deadline for 
Consideration of New Medical Service 
or Technology Applications for Certain 
Antimicrobial Products 

As noted previously, in the FY 2009 
IPPS final rule (73 FR 48562), we 
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amended § 412.87(c) (now § 412.87(e) of 
the existing regulations) to specify that 
all applicants for new technology add- 
on payments must have FDA approval 
or clearance by July 1 of the year prior 
to the beginning of the fiscal year for 
which the application is being 
considered. We stated that this deadline 
would provide us with enough time to 
fully consider all of the new medical 
service or technology add-on payment 
criteria for each application and 
maintain predictability in the IPPS for 
the coming fiscal year. We also stated 
and further explained that we believe 
that July 1 of each year provides an 
appropriate balance between the 
necessity for adequate time to fully 
evaluate the applications, the 
requirement to publish the IPPS final 
rule by August 1 of each year, and the 
commenters’ concerns that potential 
new technology applicants have some 
flexibility with respect to when their 
technology receives FDA approval or 
clearance. 

We continue to believe that our policy 
of requiring FDA approval or clearance 
by July 1 of the year prior to the 
beginning of the fiscal year for which 
the application is being considered 
appropriately balances the length of 
time required to fully consider all of the 
new medical service or technology add- 
on payment criteria for each application 
while also providing flexibility to 
potential new technology add-on 
payment applicants. As we stated in the 
proposed rule, at the same time, we also 
believe the significant ongoing concerns 
regarding antimicrobial resistance, and 
the need to help secure access to 
antibiotics for Medicare beneficiaries in 
a manner that is as expeditious as 
possible, may warrant additional 
flexibility with respect to applications 
for new technology add-on payments for 
certain antimicrobial products. Further, 
we noted that under the new alternative 
pathway for certain antimicrobial 
products, upon FDA marketing 
authorization, such products are 
considered new and not substantially 
similar to an existing technology and do 
not need to demonstrate substantial 
clinical improvement, resulting in a 
difference in the amount of information 
and time required for CMS to complete 
its evaluation as compared to 
technologies for which it must fully 
consider of all of the new medical 
service or technology add-on payment 
criteria. For these reasons, and for the 
reasons stated previously regarding the 
significant ongoing concerns related to 
the public health crisis represented by 
antimicrobial resistance, consistent with 
the Administration’s commitment to 

address issues related to antimicrobial 
resistance, and to continue to help 
secure access to antibiotics and improve 
health outcomes for Medicare 
beneficiaries in a manner that is as 
expeditious as possible, we proposed a 
process by which a technology that 
meets the new technology add-on 
payment criteria under the alternative 
pathway for products designated as 
QIDPs or, as proposed and finalized, 
approved under FDA’s LPAD pathway, 
would receive conditional approval for 
such payment even if the product has 
not been granted FDA marketing 
authorization by July 1 (the existing 
deadline by which any technology must 
be granted FDA marketing authorization 
in order to be eligible for a new 
technology add-on payment). (We note 
that for the remainder of this discussion, 
we refer to the alternative pathway at 
§ 412.87(d), which, as finalized, will 
also include products approved under 
the LPAD pathway beginning with 
applications submitted for new 
technology add-on payments for FY 
2022, as the ‘‘alternative pathway for 
certain antimicrobial products’’). 

Under our proposal, a technology 
eligible for the new technology add-on 
payment alternative pathway for certain 
antimicrobial products would begin 
receiving the new technology add-on 
payment effective for discharges the 
quarter after FDA marketing 
authorization is granted. We proposed 
that the cutoff or deadline for this 
conditional approval would be FDA 
marketing authorization by July 1 of the 
fiscal year for which the applicant is 
applying for new technology add-on 
payments. We would consider July 1 to 
be the cutoff for conditional approval 
because under this proposal, if the FDA 
marketing authorization is received on 
or after July 1, the new technology add- 
on payment would not be effective for 
discharges until the beginning of the 
next quarter on October 1, which would 
be the start of the next fiscal year. For 
example, an eligible antimicrobial 
product is conditionally approved for 
the new technology add-on payment in 
the FY 2021 IPPS final rule. However, 
FDA marketing authorization is not 
granted until February 1, 2021. The new 
technology add-on payment for such an 
antimicrobial product would be made 
for discharges that use the technology 
on or after April 1, 2021 (the beginning 
of the quarter after the FDA marketing 
authorization was granted). Using the 
same example, if the eligible 
antimicrobial product received FDA 
marketing authorization on or after July 
1, 2021, no new technology add-on 
payments would be made for FY 2021, 

because the beginning of the next 
quarter would be October 1, which is 
the beginning of FY 2022, the next fiscal 
year. As we discuss further, to be 
eligible for new technology add-on 
payments for FY 2022, the applicant 
would have needed to re-apply for such 
payments for FY 2022 by the applicable 
deadline. 

In the FY 2009 IPPS final rule (73 FR 
48562), we also stated that applications 
that receive FDA approval of the 
medical service or technology after July 
1 would be able to reapply for the new 
medical service or technology add-on 
payment the following year (at which 
time they would be given full 
consideration in both the IPPS proposed 
and final rules). Consistent with this 
policy, an applicant for an eligible 
antimicrobial product that does not 
receive FDA marketing authorization 
during the conditional approval period 
described previously would need to 
evaluate whether it believes it is 
necessary to re-apply for new 
technology add-on payments for the 
following fiscal year. For example, an 
applicant for an eligible antimicrobial 
product for FY 2021 that receives 
conditional approval for FY 2021 (with 
a conditional approval period of on or 
after July 1, 2020 and before July 1, 
2021) would still need to submit an 
application for FY 2022 in order to be 
eligible for new technology add-on 
payments in FY 2022. The applicant 
would need to evaluate whether it 
believes it is necessary to re-apply for 
new technology add-on payments for 
the next fiscal year based on when the 
applicant anticipates receiving FDA 
marketing authorization. However, we 
stated that we would encourage eligible 
antimicrobial product applicants to 
reapply for new technology add-on 
payments for the next fiscal year in case 
they do not receive FDA marketing 
authorization prior to July 1 of the fiscal 
year for which they initially applied. 
We also noted, as discussed previously, 
although FDA may provide advice on 
potential eligibility, FDA intends to 
make the determination of whether a 
drug meets the criteria for the LPAD 
pathway at the time of the drug’s 
approval. As such, an applicant may not 
know with certainty at the time it 
applies for new technology add on 
payments under the alternative pathway 
for certain antimicrobial products 
whether it qualifies for that pathway. If 
the applicant drug ultimately does not 
receive approval under the LPAD 
pathway (but receives FDA approval 
otherwise) and is not designated as a 
QIDP, the applicant would not be 
eligible for approval under the 
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alternative pathway for certain 
antimicrobial products, and therefore, 
even if the product received conditional 
approval under this proposal, no new 
technology add-on payments would be 
made for that fiscal year. As described 
previously, the applicant would need to 
re-apply for new technology add on 
payments under the traditional pathway 
at § 412.87(b) for the following fiscal 
year if the applicant wishes to continue 
to seek approval for new technology 
add-on payments. 

We proposed to revise § 412.87(e) to 
reflect this proposal by adding a new 
paragraph (3) which would provide for 
conditional approval for a technology 
for which an application is submitted 
under the alternative pathway for 
certain antimicrobial products at 
§ 412.87(d) that does not receive FDA 
marketing authorization by the July 1 
deadline specified in § 412.87(e)(2), 
provided that the technology receives 
FDA marketing authorization by July 1 
of the particular fiscal year for which 
the applicant applied for new 
technology add-on payments. We also 
proposed related revisions to the 
paragraph (e) introductory text and to 
paragraph (e)(2) to reflect this proposed 
new policy. 

Comment: We received supportive 
comments for this proposal. According 
to these commenters, the proposal will 
be beneficial to manufacturers because 
it will prevent circumstances where 
products approved shortly after the 
fiscal year deadline have to wait until 
the next fiscal year to receive the new 
technology add-on payment. These 
commenters also noted that the drug 
development process does not always 
follow a consistent schedule and this 
change would ensure that all QIDP- 
designated antibiotics receive the same 
benefits upon approval. 

Other commenters indicated the 
agency should consider establishing a 
subregulatory process to recognize 
products that qualify for a new 
technology add-on payment under the 
alternative pathway, rather than 
adopting the process for conditional 
approval described in the proposed rule. 
According to these commenters, 
providing conditional approval through 
an accelerated subregulatory process 
will allow alternative pathway products 
to rapidly receive new technology add- 
on payment designation after FDA 
approval and will maximize the new 
technology add-on payment eligibility 
period for those products. These 
commenters also stated that this access 
will be particularly important to drugs 
indicated for COVID–19 for which a 
new technology add-on payment 
application was most likely not 

submitted in the current year and that 
under the conditional approval process 
described in the proposed rule, could 
not receive new technology add-on 
payments until October 1, 2021 at the 
earliest. 

In recommending a faster review 
process for medical devices that are part 
of FDA’s Breakthrough Devices 
Program, commenters recommended 
that at a minimum, CMS should 
conduct a bi-annual review rather than 
the current annual review timeline. 
However, the commenters asserted that 
it is more appropriate that CMS instead 
review new technology add-on payment 
applications for medical devices that are 
part of FDA’s Breakthrough Devices 
Program on the same quarterly timeline 
as it reviews traditional pass-through 
(TPT) applications for Breakthrough 
Designated technologies. The 
commenters acknowledged that 
although there would be increased 
burden on CMS associated with holding 
required public meetings and soliciting 
public comment for a more frequent 
review cycle, the need for earlier access 
to medical devices that are part of FDA’s 
Breakthrough Devices Program 
outweighed considerations of 
administrative burden. 

Similar to the comments received in 
response to the proposal to expand our 
current alternative new technology add- 
on payment pathway for QIDPs to 
include products approved under the 
LPAD pathway, many commenters 
requested expansion of the proposal to 
include conditional new technology 
add-on payment approval for products 
outside of the QIDP definition, but that 
have received fast track designation, 
breakthrough therapy designation, 
RMAT designation, are intended to treat 
a serious or life-threatening infection 
caused by a qualifying pathogen as 
listed in Section 505E(f) of the FD&C 
Act and include innovative non- 
antibiotic treatments for serious or life- 
threatening infections. Another 
commenter requested expansion of this 
proposal to generally include novel 
therapies that address an unmet medical 
need—a condition whose treatment or 
diagnosis is not addressed adequately 
by available therapy. According to this 
commenter, an unmet medical need 
includes an immediate need for a 
defined population (that is, to treat a 
serious condition with no or limited 
treatment) or a longer-term need for 
society (for example, to address the 
development of resistance to 
antibacterial drugs). 

Finally, other commenters pointed to 
the justification CMS provided in the 
FY 2021 IPPS/LTCH PPS proposed rule 
for why certain antimicrobial products 

should receive conditional approval for 
NTAP, specifically the statement that, 
‘‘such products are considered new and 
not substantially similar to an existing 
technology and do not need to 
demonstrate substantial clinical 
improvement, resulting in a difference 
in the amount of information and time 
required for CMS to complete its 
evaluation as compared to technologies 
for which it must fully consider of all 
of the new medical service or 
technology add-on payment criteria.’’ 
According to the commenters, this 
justification also applies to medical 
devices that are part of FDA’s 
Breakthrough Devices Program. The 
commenters explained that while 
antimicrobial resistance is a critical 
need for the Medicare program, many 
products approved under FDA’s 
Breakthrough Devices Program also fill 
critical needs for the Medicare 
population and may reduce 
administrative burden on CMS. 
According to the commenters, based on 
this justification, CMS should expand 
the proposed policy to provide for 
conditional new technology add-on 
payment approval for certain 
antimicrobial products that do not 
receive FDA marketing authorization by 
July 1 but otherwise meet the applicable 
add-on payment criteria to also include 
medical devices that are part of FDA’s 
Breakthrough Devices Program that do 
not receive FDA marketing 
authorization by July 1 but otherwise 
meet the applicable add-on payment 
criteria. 

Response: We appreciate the 
commenters’ support for our proposal. 
We also appreciate the commenters’ 
suggestions for other modifications to 
the new technology add-on payment 
policy, such as developing a more 
frequent approval process, which we 
will consider for future rulemaking. 

In response to comments that 
requested expansion of the proposal to 
include conditional new technology 
add-on payment approval for products 
that fall outside of the QIDP definition, 
including products intended to treat a 
serious or life-threatening infection 
caused by a qualifying pathogen as 
listed in section 505E(f) of the FD&C 
Act, innovative non-antibiotic 
treatments for serious or life-threatening 
infections, novel therapies that address 
an unmet medical need and products 
that have received fast track 
designation, breakthrough therapy 
designation, or RMAT designation, as 
we discuss in section II.G.9.a. of this 
final rule with regard to our proposal to 
expand our current alternative new 
technology add-on payment pathway for 
QIDPs to include products approved 
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under the LPAD pathway, we continue 
to recognize that the goal of facilitating 
access to new technologies for Medicare 
beneficiaries could also apply to other 
special designations. We will continue 
to consider this issue for future 
rulemaking. As we stated in the 
proposed rule and previously in this 
final rule, we believe that in order to 
address the significant ongoing concerns 
related to the public health crisis 
represented by antimicrobial resistance, 
consistent with the Administration’s 
commitment to address issues related to 
antimicrobial resistance, and to 
continue to help secure access to 
antibiotics and improve health 
outcomes for Medicare beneficiaries in 
a manner that is as expeditious as 
possible, additional flexibility regarding 
new technology add-on payment 
applications for certain antimicrobial 
products is warranted and should be 
considered. We believe the alternative 
pathway for certain antimicrobials 
allows for this additional flexibility. 
Therefore, for the reasons discussed in 
this final rule, at this time we believe it 
would be appropriate to limit this 
proposed process for conditional 
approval to products designated as 
QIDPs or approved under FDA’s LPAD 
pathway. 

In response to the commenters that 
suggested expansion of the proposed 
policy to also include medical devices 
that are part of FDA’s Breakthrough 
Devices Program that do not receive 
FDA marketing authorization by July 1 
but otherwise meet the applicable add- 
on payment criteria, we agree that, as 
noted by the commenter, medical 
devices that are part of FDA’s 
Breakthrough Device Program are 
evaluated under the alternative pathway 
for certain transformative new devices 
similar to how antimicrobial products 
are evaluated under the alternative 
pathway for certain antimicrobials with 
respect to the newness and substantial 
clinical improvement criteria. However, 
as we discussed in the proposed rule 
and in this final rule, in order to 
continue to help secure access to 
antibiotics and improve health 
outcomes for Medicare beneficiaries in 
a manner that is as expeditious as 
possible, we believe that additional 
flexibility is warranted with respect to 
the new technology payment 
applications for antimicrobial products 
to address the particular ongoing 
concerns relating to antimicrobial 
resistance. For these reasons, at this 
time we are not expanding our proposed 
process for conditional approval to 
include medical devices that are part of 
FDA’s Breakthrough Devices Program 

that do not receive FDA marketing 
authorization by July 1 but otherwise 
meet the applicable add-on payment 
criteria. We may consider this further in 
the future as we gain more experience 
with this conditional approval process 
for a technology for which an 
application is submitted under the 
alternative pathway for certain 
antimicrobial products that does not 
receive FDA marketing authorization by 
the July 1 deadline. 

After consideration of the comments 
received and for the reasons stated 
previously, we are finalizing our policy, 
as proposed, to establish a process by 
which a technology that meets the new 
technology add-on payment criteria 
under the alternative pathway for 
products designated as QIDPs or, as 
finalized in this final rule, approved 
under FDA’s LPAD pathway, would 
receive conditional approval for such 
payment even if the product has not 
been granted FDA marketing 
authorization by July 1 but otherwise 
meets the applicable add-on payment 
criteria. Under this final policy, cases 
involving eligible antimicrobial 
products would begin receiving the new 
technology add-on payment effective for 
discharges the quarter after the date of 
FDA marketing authorization provided 
that the technology receives FDA 
marketing authorization by July 1 of the 
particular fiscal year for which the 
applicant applied for new technology 
add-on payments. 

We received no comments on our 
proposed amendments to the 
regulations to reflect this policy. 
Therefore, we are finalizing our 
proposal to revise 412.87(e) by adding a 
new paragraph (3) which provides for 
conditional approval for a technology 
for which an application is submitted 
under the alternative pathway for 
certain antimicrobial products at 
§ 412.87(d) that does not receive FDA 
marketing authorization by the July 1 
deadline specified in § 412.87(e)(2), 
provided that the technology receives 
FDA marketing authorization by July 1 
of the particular fiscal year for which 
the applicant applied for new 
technology add-on payments. We are 
also finalizing our proposal to make 
related revisions to the paragraph (e) 
introductory text and to paragraph (e)(2) 
to reflect this new policy. 

In addition, we proposed to make 
technical clarifications to the 
regulations in paragraph (e)(2) of 
§ 412.87 by replacing the words ‘‘FDA 
approval or clearance’’ with ‘‘FDA 
marketing authorization’’ which 
conforms to the existing regulations in 
paragraphs (c)(1) and (d)(1) of § 412.87. 
We believe this more precisely describes 

the current policy and does not change 
or modify the policy set forth in existing 
§ 412.87(e)(2). For example, under our 
current policy, in evaluating whether a 
technology is eligible for new 
technology add-on payment for a given 
fiscal year, we consider whether the 
technology has received marketing 
authorization by July 1 (such as 
Premarket Approval (PMA); 510(k) 
clearance; the granting of a De Novo 
classification request; or approval of a 
New Drug Application (NDA)). 
Therefore, we believe the term 
‘‘marketing authorization’’ would more 
precisely describe the various types of 
potential FDA approvals, clearances and 
classifications that we currently 
consider under our new technology add- 
on payment policy. 

We received no comments on our 
proposal to make technical clarifications 
to the regulations in paragraph (e)(2) of 
§ 412.87 by replacing the words ‘‘FDA 
approval or clearance’’ with ‘‘FDA 
marketing authorization’’. Therefore, we 
are finalizing as proposed. 

III. Changes to the Hospital Wage Index 
for Acute Care Hospitals 

A. Background 

1. Legislative Authority 
Section 1886(d)(3)(E) of the Act 

requires that, as part of the methodology 
for determining prospective payments to 
hospitals, the Secretary adjust the 
standardized amounts for area 
differences in hospital wage levels by a 
factor (established by the Secretary) 
reflecting the relative hospital wage 
level in the geographic area of the 
hospital compared to the national 
average hospital wage level. We 
currently define hospital labor market 
areas based on the delineations of 
statistical areas established by the Office 
of Management and Budget (OMB). A 
discussion of the FY 2021 hospital wage 
index based on the statistical areas 
appears under section III.A.2. of the 
preamble of this final rule. 

Section 1886(d)(3)(E) of the Act 
requires the Secretary to update the 
wage index annually and to base the 
update on a survey of wages and wage- 
related costs of short-term, acute care 
hospitals. (CMS collects these data on 
the Medicare cost report, CMS Form 
2552–10, Worksheet S–3, Parts II, III, 
and IV. The OMB control number for 
approved collection of this information 
is 0938–0050, which expires on March 
31, 2022.) This provision also requires 
that any updates or adjustments to the 
wage index be made in a manner that 
ensures that aggregate payments to 
hospitals are not affected by the change 
in the wage index. The adjustment for 
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FY 2021 is discussed in section II.B. of 
the Addendum to this final rule. 

As discussed in section III.I. of the 
preamble of this final rule, we also take 
into account the geographic 
reclassification of hospitals in 
accordance with sections 1886(d)(8)(B) 
and 1886(d)(10) of the Act when 
calculating IPPS payment amounts. 
Under section 1886(d)(8)(D) of the Act, 
the Secretary is required to adjust the 
standardized amounts so as to ensure 
that aggregate payments under the IPPS 
after implementation of the provisions 
of sections 1886(d)(8)(B), 1886(d)(8)(C), 
and 1886(d)(10) of the Act are equal to 
the aggregate prospective payments that 
would have been made absent these 
provisions. The budget neutrality 
adjustment for FY 2021 is discussed in 
section II.A.4.b. of the Addendum to 
this final rule. 

Section 1886(d)(3)(E) of the Act also 
provides for the collection of data every 
3 years on the occupational mix of 
employees for short-term, acute care 
hospitals participating in the Medicare 
program, in order to construct an 
occupational mix adjustment to the 
wage index. A discussion of the 
occupational mix adjustment that we 
proposed to apply to the FY 2021 wage 
index appears under sections III.E.3. 
and F. of the preamble of this final rule. 

2. Core-Based Statistical Areas (CBSAs) 
for the FY 2021 Hospital Wage Index 

a. General 

The wage index is calculated and 
assigned to hospitals on the basis of the 
labor market area in which the hospital 
is located. Under section 1886(d)(3)(E) 
of the Act, beginning with FY 2005, we 
delineate hospital labor market areas 
based on OMB-established Core-Based 
Statistical Areas (CBSAs). The current 
statistical areas (which were 
implemented beginning with FY 2015) 
are based on revised OMB delineations 
issued on February 28, 2013, in OMB 
Bulletin No. 13–01. OMB Bulletin No. 
13–01 established revised delineations 
for Metropolitan Statistical Areas, 
Micropolitan Statistical Areas, and 
Combined Statistical Areas in the 
United States and Puerto Rico based on 
the 2010 Census, and provided guidance 
on the use of the delineations of these 
statistical areas using standards 
published in the June 28, 2010 Federal 
Register (75 FR 37246 through 37252). 
We refer readers to the FY 2015 IPPS/ 
LTCH PPS final rule (79 FR 49951 
through 49963 and 49973 through 
49982) for a full discussion of our 
implementation of the OMB statistical 
area delineations beginning with the FY 
2015 wage index. 

Generally, OMB issues major 
revisions to statistical areas every 10 
years, based on the results of the 
decennial census. However, OMB 
occasionally issues minor updates and 
revisions to statistical areas in the years 
between the decennial censuses through 
OMB Bulletins. On July 15, 2015, OMB 
issued OMB Bulletin No. 15–01, which 
provided updates to and superseded 
OMB Bulletin No. 13–01 that was issued 
on February 28, 2013. The attachment to 
OMB Bulletin No. 15–01 provided 
detailed information on the update to 
statistical areas since February 28, 2013. 
The updates provided in OMB Bulletin 
No. 15–01 were based on the 
application of the 2010 Standards for 
Delineating Metropolitan and 
Micropolitan Statistical Areas to Census 
Bureau population estimates for July 1, 
2012 and July 1, 2013. In the FY 2017 
IPPS/LTCH PPS final rule (81 FR 
56913), we adopted the updates set forth 
in OMB Bulletin No. 15–01 effective 
October 1, 2016, beginning with the FY 
2017 wage index. For a complete 
discussion of the adoption of the 
updates set forth in OMB Bulletin No. 
15–01, we refer readers to the FY 2017 
IPPS/LTCH PPS final rule. In the FY 
2018 IPPS/LTCH PPS final rule (82 FR 
38130), we continued to use the OMB 
delineations that were adopted 
beginning with FY 2015 to calculate the 
area wage indexes, with updates as 
reflected in OMB Bulletin No. 15–01 
specified in the FY 2017 IPPS/LTCH 
PPS final rule. 

On August 15, 2017, OMB issued 
OMB Bulletin No. 17–01, which 
provided updates to and superseded 
OMB Bulletin No. 15–01 that was issued 
on July 15, 2015. The attachments to 
OMB Bulletin No. 17–01 provided 
detailed information on the update to 
statistical areas since July 15, 2015, and 
were based on the application of the 
2010 Standards for Delineating 
Metropolitan and Micropolitan 
Statistical Areas to Census Bureau 
population estimates for July 1, 2014 
and July 1, 2015. In the FY 2019 IPPS/ 
LTCH PPS final rule (83 FR 41362 
through 41363), we adopted the updates 
set forth in OMB Bulletin No. 17–01 
effective October 1, 2018, beginning 
with the FY 2019 wage index. For a 
complete discussion of the adoption of 
the updates set forth in OMB Bulletin 
No. 17–01, we refer readers to the FY 
2019 IPPS/LTCH PPS final rule. In the 
FY 2020 IPPS/LTCH PPS final rule (84 
FR 42300 through 42301), we continued 
to use the OMB delineations that were 
adopted beginning with FY 2015 (based 
on the revised delineations issued in 
OMB Bulletin No. 13–01) to calculate 

the area wage indexes, with updates as 
reflected in OMB Bulletin Nos. 15–01 
and 17–01. 

On April 10, 2018 OMB issued OMB 
Bulletin No. 18–03 which superseded 
the August 15, 2017 OMB Bulletin No. 
17–01. On September 14, 2018, OMB 
issued OMB Bulletin No. 18–04 which 
superseded the April 10, 2018 OMB 
Bulletin No. 18–03. Typically, interim 
OMB bulletins (those issued between 
decennial censuses) have only 
contained minor modifications to labor 
market delineations. However the April 
10, 2018 OMB Bulletin No. 18–03 and 
the September 14, 2018 OMB Bulletin 
No. 18–04 included more modifications 
to the labor market areas than are 
typical for OMB bulletins issued 
between decennial censuses, including 
some material modifications that have a 
number of downstream effects, such as 
reclassification changes (as discussed 
later in this preamble). CMS was unable 
to complete an extensive review and 
verification of the changes made by 
these bulletins until after the 
development of the FY 2020 IPPS/LTCH 
PPS proposed rule. These bulletins 
established revised delineations for 
Metropolitan Statistical Areas, 
Micropolitan Statistical Areas, and 
Combined Statistical Areas, and 
provided guidance on the use of the 
delineations of these statistical areas. A 
copy of OMB Bulletin No. 18–04 may be 
obtained at https://
www.whitehouse.gov/wp-content/ 
uploads/2018/09/Bulletin-18-04.pdf. 
According to OMB, ‘‘[t]his bulletin 
provides the delineations of all 
Metropolitan Statistical Areas, 
Metropolitan Divisions, Micropolitan 
Statistical Areas, Combined Statistical 
Areas, and New England City and Town 
Areas in the United States and Puerto 
Rico based on the standards published 
on June 28, 2010 (75 FR 37246), and 
Census Bureau data.’’ (We noted in the 
proposed rule that, on March 6, 2020, 
OMB issued OMB Bulletin 20–01 
(available on the web at https://
www.whitehouse.gov/wp-content/ 
uploads/2020/03/Bulletin-20-01.pdf), 
but that it was not issued in time for 
development of the FY 2021 IPPS/LTCH 
PPS proposed rule.) 

As noted previously and in the FY 
2021 IPPS/LTCH PPS proposed rule (85 
FR 32967), while OMB Bulletin No. 18– 
04 is not based on new census data, it 
includes some material changes to the 
OMB statistical area delineations. 
Specifically, under the revised OMB 
delineations, there would be some new 
CBSAs, urban counties that would 
become rural, rural counties that would 
become urban, and some existing 
CBSAs would be split apart. In addition, 
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as we stated in the proposed rule, the 
revised OMB delineations would affect 
various hospital reclassifications, the 
out-migration adjustment (established 
by section 505 of Pub. L. 108–173), and 
treatment of hospitals located in certain 
rural counties (that is, ‘‘Lugar’’ 
hospitals) under section 1886(d)(8)(B) of 
the Act. We discuss the revised OMB 
delineations and the effects of these 
revisions in this section of this rule. As 
previously noted, the March 6, 2020 
OMB Bulletin 20–01 was not issued in 
time for development of the proposed 
rule. We stated in the proposed rule that 
we did not believe the updates included 
in OMB Bulletin 20–01 would impact 
the changes discussed in the proposed 
rule, and that if appropriate, we would 
propose any updates from this bulletin 
in the FY 2022 IPPS/LTCH PPS 
proposed rule. 

b. Implementation of Revised Labor 
Market Area Delineations 

We stated in the proposed rule (85 FR 
32697) that we believe that using the 
revised delineations based on OMB 
Bulletin No. 18–04 will increase the 
integrity of the IPPS wage index system 
by creating a more accurate 
representation of geographic variations 
in wage levels. Therefore, we proposed 
to implement the revised OMB 
delineations as described in the 
September 14, 2018 OMB Bulletin No. 
18–04, effective October 1, 2020 
beginning with the FY 2021 IPPS wage 
index. We proposed to use these revised 
delineations to calculate area wage 
indexes in a manner that is generally 
consistent with the CBSA-based 
methodologies. Because of the 
previously described material changes, 
we also proposed a wage index 
transition applicable to hospitals that 
experience a significant decrease in 
their FY 2021 wage index compared to 
their final FY 2020 wage index. This 
transition is discussed in more detail in 
this section of this rule. 

Comment: We received multiple 
comments supporting CMS’s proposed 
adoption of the revised OMB 
delineations. MedPAC supported the 
adoption of the revised delineations in 
conjunction with the continuation of 
policies to reduce wage index 
disparities and mitigate the impact of 
changes to the wage index. 

Several commenters opposed CMS’s 
proposed implementation of the revised 
OMB delineations. Several commenters 
argued the CMS is not bound to adopt 
the revised delineations, and urged CMS 
to delay adoption of the revised 
delineations until the completion of the 
2020 decennial census. Several 
comments specifically cited the lack of 

advance notice and the significant 
negative financial impacts to hospitals 
in several counties in the New York- 
Newark-Jersey City MSA resulting from 
the adoption of the revised delineations. 
These commenters cited past examples 
where CMS exercised discretion in 
modifying or delaying the 
implementation of OMB definitions and 
delineations in order to review and 
verify the impacts and ramifications. 
For instance, the revised delineations 
posted in February of 2012 (OMB 
Bulletin No: 13–01) were not adopted by 
CMS until FY 2015. One commenter 
presented the following considerations 
they consider compelling reasons for 
CMS to alter or postpone the adoption 
of the revised delineations. First, the 
commenter cites the effect of the 
COVID–19 pandemic, which has caused 
extraordinary increases in costs and 
revenue losses, particularly for hospitals 
in this New York-Newark-Jersey City, 
NY-NY MSA. The commenter contends 
that, given the timing of when the FY 
2021 IPPS/LTCH proposed rule was in 
development, the proposed policies 
could not have fully considered the 
effect of the crisis. Second, the 
commenter contends that adopting the 
proposed delineation changes is 
inconsistent with prior agency action 
because, as referenced by the agency in 
the proposed rule, CMS has typically 
only made minor changes to 
delineations between decennial census 
periods. The commenter stated that it is 
unprecedented for CMS to establish a 
new CBSA (the New Brunswick- 
Lakewood, NJ CBSA) based on OMB’s 
delineation of a new Metropolitan 
Division outside of a decennial census. 
The commenter contends that OMB 
Bulletin 18–04 warned that comparing 
Metropolitan Divisions with entire 
MSAs would be inappropriate and 
further contend that neither CMS, nor 
OMB, have presented any evidence that 
the counties that constitute the New 
Brunswick-Lakewood, NJ CBSA 
function as a distinct area within the 
larger New York-Newark-Jersey City, 
NY-NJ MSA. Third, the commenter 
contends that while CMS cites an 
increase in the integrity of the IPPS 
wage index system as a rationale for 
implementing the revised OMB 
delineations, CMS has neither provided 
an explanation as to the integrity 
shortcomings within the current 
delineations, nor how they would be 
corrected by implementing the new 
delineations. The commenter highlights 
OMB’s statement in Bulletin 18–04 
instructing any agency using these 
delineations to seek public comment on 
their proposed use. They further explain 

that the New Brunswick-Lakewood 
Metropolitan Division was created 
because an OMB commuting threshold 
between Monmouth and Middlesex 
Counties was narrowly exceeded, 
meeting the criteria for Middlesex, 
Monmouth, and Ocean Counties to be 
deemed a separate division within the 
larger New York-Newark-Jersey City 
MSA, leading to their fourth point that 
the underlying commuting data used to 
create the delineations is fundamentally 
flawed. They specifically cite the effects 
of Superstorm Sandy, which came 
ashore in New York and New Jersey in 
late October of 2012 and caused many 
months of severe disruption to the area. 
Since the commuting patterns data 
utilized by OMB were based on the 
2011–2015 5-Year ACS Commuting 
Flows dataset, the commenter states it is 
unreasonable to assume that Superstorm 
Sandy did not affect the commute-to- 
work data that OMB used to create 
Bulletin No. 18–04. Given this event, 
they believe relying on the commuting 
data used by OMB actually distorts the 
integrity of wage index system, rather 
than improving it. 

Given these considerations discussed 
by this commenter and generally cited 
by several additional commenters, 
commenters urged CMS to delay 
implementation of the revised OMB 
delineations. Commenters warned that 
the adoption would create a ‘‘downward 
spiral’’ effect when hospitals may not 
have sufficient Medicare payments to 
meet future wage costs. One commenter 
specifically cited CMS’s FY 2020 wage 
index ‘‘compression’’ policy as an 
additional financial challenge placed on 
hospitals the New York City 
metropolitan area, which will only be 
compounded through adopting the 
revised delineations. Another 
commenter stated, that while some 
affected hospitals may be eligible to 
obtain MGCRB reclassifications as early 
as FY 2022, the negative financial 
impacts for hospitals unable to 
reclassify would only further create 
competitive inequalities between 
hospitals within the same labor market 
area. Additional commenters urged 
CMS to engage further with stakeholders 
to develop a more comprehensive wage 
index reform to address the disparities 
that exist within the current wage index 
system. 

Response: We appreciate the 
comments supporting adoption of the 
revised OMB delineations, including the 
supportive comment from MedPAC, and 
refer commenters to section III.G.3 of 
this final rule for additional discussion 
of the continuation of the policies CMS 
finalized in the FY 2020 IPPS/LTCH 
PPS final rule to reduce wage index 
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disparities, including the low wage 
index hospital policy. In response to 
commenters who urged CMS to engage 
further with stakeholders to develop a 
more comprehensive wage index reform 
to address wage index disparities, we 
appreciate the continued interest in 
wage index reform. We note that, as a 
first step toward comprehensive wage 
index reform, the FY 2021 President’s 
Budget proposes the Secretary conduct 
and report on a demonstration to 
improve the Medicare inpatient hospital 
wage index. 

We have closely reviewed all the 
comments received. While we 
understand implementing revisions to 
labor market area delineations may have 
either positive or negative effects on 
payment rates for some hospitals, we 
believe it is important for the IPPS to 
use the updated labor market area 
delineations in order to maintain a more 
accurate and up-to date payment system 
that reflects the reality of current labor 
market conditions. We believe that the 
updated OMB delineations increase the 
integrity of the IPPS wage index by 
creating a more accurate, updated 
representation of variations in area wage 
levels as compared to the current OMB 
delineations. In particular, while the 
revised delineations do not reflect the 
results of a new decennial census, they 
do incorporate the results from updated 
commuting survey data, the 2011–2015 
American Commuting Survey (ACS). As 
such, we believe that the revised OMB 
delineations would help ensure more 
accurate and appropriate payments as 
compared to the current OMB 
delineations. We concur with 
commenters that CMS is not bound by 
statute to adhere to OMB definitions or 
delineations in calculating the IPPS 
wage index. However, because we 
believe we have broad authority under 
section 1886(d)(3)(E) of the Act to 
determine the labor market areas used 
for the IPPS wage index, and because 
we believe the updated delineations 
reflected in OMB Bulletin No. 18–04 
better reflect the local economies and 
wage levels of the areas in which 
hospitals are currently located, we 
believe it is appropriate to implement 
the revised OMB delineations as 
described in the September 14, 2018 
OMB Bulletin No. 18–04, for the IPPS 
wage index effective beginning in FY 
2021. In response to commenters who 
stated that we have in the past delayed 
implementation of revised delineations 
in order to better evaluate their impacts 
on the IPPS wage index, we note that we 
have reviewed our findings and impacts 
relating to the revised OMB delineations 
set forth in OMB Bulletin No. 18–04, 

and for the reasons discussed above, we 
find no compelling reason to further 
delay implementation. Furthermore, as 
explained in section III.A.2.c of this 
final rule, we are implementing a wage 
index transition for FY 2021 under 
which we will apply a 5 percent cap on 
any decrease in a hospital’s wage index 
compared to its wage index for FY 2020 
to mitigate significant negative impacts 
of, and provide time for hospitals to 
adapt to, the revised OMB delineations. 
We believe that the transition described 
in Section III.A.2.c will provide 
negatively affected hospitals the 
necessary time to adjust and explore 
newly available reclassification options 
(please note, we address comments 
regarding this proposed transition in 
section III.A.2.c). Thus, for these 
reasons, we do not believe it is 
necessary or appropriate to delay or 
alter implementation of the revised 
delineations. 

With regard to the comments that 
would seek a delay in adopting the 
revised delineations given the effects of 
the COVID–19 related public health 
emergency, because the revised OMB 
delineations would help ensure more 
accurate payments than under the 
current OMB delineations, we believe it 
is important to adopt the revised 
delineations as soon as possible. 
Nothing about the COVID–19 related 
public health emergency would 
diminish the importance of ensuring 
that payments are as accurate as 
possible. In addition, we note that CMS 
has taken unprecedented steps to 
provide the healthcare community, 
including hospitals, with flexibilities 
and support to respond to the COVID– 
19 public health emergency (for 
example, see https://www.cms.gov/files/ 
document/covid-accomplishments.pdf). 
While we continue our critical work in 
this area, for the reasons discussed 
previously, we believe it is appropriate 
to implement the updated OMB 
delineations effective beginning in FY 
2021. 

In response to the comment that 
contends that adopting the revised 
delineations would be inconsistent with 
prior agency action because CMS has 
typically only made minor changes to 
labor market areas between decennial 
censuses, we note that CMS has 
routinely adopted revised delineations 
issued by OMB between decennial 
censuses (for example, the revised 
delineations issued in OMB Bulletin 
Nos. 15–01 and 17–01). Thus, consistent 
with past agency practice, we proposed 
to adopt the revised delineations in 
OMB Bulletin No. 18–04. As stated in 
the proposed rule (85 FR 32696 through 
32697), we acknowledge that the 

changes outlined in OMB Bulletin No. 
18–04 are more significant than typical 
OMB delineation revisions issued 
between decennial censuses; however, 
the overall impacts of these revised 
delineations are still more limited in 
scope than revisions that accompany the 
release of decennial censuses. In 
addition, as we discuss earlier, we 
believe that the updated OMB 
delineations increase the integrity and 
accuracy of the IPPS wage index by 
creating a more accurate, updated 
representation of variations in area wage 
levels as compared to the current OMB 
delineations. 

In response to commenters that 
contend that CMS should not establish 
a new CBSA based on OMB’s 
delineation of a new Metropolitan 
Division between decennial census 
results and that comparing Metropolitan 
Divisions with entire MSAs would be 
inappropriate, we acknowledge that 
when OMB implemented the Statistical 
Area Definitions, including the 
‘‘Metropolitan Division’’ definitions, 
OMB included guidance in Bulletin 04– 
02 and subsequent updates that these 
delineations should be evaluated by any 
Agency before use in program funding 
formulas. As we stated in the FY 2005 
IPPS/LTCH final rule (69 FR 49027), 
while we recognize that CBSA-based 
delineations were not specifically 
designed to define labor market areas, 
we believe they do serve as useful 
proxies for this purpose. In that rule (69 
FR 49029), we further articulated our 
finding that Metropolitan Divisions of 
MSAs most closely resembled the labor 
market configuration of the previous 
OMB ‘‘Primary Metropolitan Statistical 
Areas’’ delineations. That is, by treating 
Metropolitan Divisions of MSAs as 
separate labor market areas, the 
resulting configuration in FY 2005 
would more closely resemble the labor 
market map in place prior to FY 2005. 
Therefore, we finalized our current 
policy to treat Metropolitan Divisions of 
MSAs as separate labor market areas 
when calculating wage index values. 
For sake of consistency, it has been 
CMS’s longstanding practice to refer to 
Metropolitan Divisions, undivided 
MSAs, and State’s rural area as CBSAs. 
Because, as discussed above, we believe 
that OMB’s Statistical Area Definitions, 
including Metropolitan Division 
definitions, serve as useful proxies in 
defining labor market areas for purposes 
of the IPPS wage index, and that the 
revised OMB delineations, including 
Metropolitan Division delineations, 
based on updated commuting data 
create a more accurate representation of 
variations in area wage levels, and given 
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our long history of adopting updated 
OMB revisions to Metropolitan Division 
delineations, and our consistent 
treatment of Metropolitan Divisions as 
separate labor market areas, we believe 
it is appropriate to adopt the revised 
delineations in OMB Bulletin No. 18– 
04, including the revised Metropolitan 
Division definitions, beginning with the 
FY 2021 wage index. 

We note that the configuration of the 
New York-Newark-Jersey City MSA in 
2005 (then titled New York-Northern 
New Jersey, Long Island) consisted of 5 
metropolitan divisions. Broadly 
speaking, the divisions consisted of a 
New York City division (New York- 
White Plains-Wayne), a Long Island 
division (Nassau-Suffolk), a Mid- 
Hudson NY division (Poughkeepsie- 
Newburgh-Middletown), a North- 
Central, NJ division (Newark-Union), 
and a Central NJ-NJ Shore division 
(Edison). These delineations remained 
in effect until FY 2015 when CMS 
adopted revised delineations based 
OMB Bulletin No.13–01 (published 
February 28, 2013). This bulletin 
eliminated the Edison, NJ division, 
moving 3 of its 4 counties to the New 
York City division, and one to the 
North-Central, NJ division. Also in this 
bulletin, Orange County, NY (in the 
New York City division) and Putnam 
County, NY (in the Mid-Hudson 
division) swapped division 
assignments. Under the revised 
delineations in OMB Bulletin No. 18– 
04, the changes adopted in FY 2015 to 
the New York-Newark-Jersey City MSA 
have reverted back to the CBSA 
delineations in place from FY 2005 
through FY 2014. The 4 counties of the 
former Edison, NJ metropolitan division 
are again joined together in the New 
Brunswick-Lakewood, NJ metropolitan 
division, and Orange and Putnam 
County, NY once again swapped 
division assignment. We note that, prior 
to FY 2005, CMS used OMB ‘‘Primary 
Metropolitan Statistical Areas’’ 
delineations (OMB Bulletin 95–04) to 
define labor market areas. Under those 
delineations, none of the 4 counties of 
the Edison, NJ/New Brunswick- 
Lakewood, NJ metropolitan division nor 
Orange County, NY were considered 
part the same labor market area as any 
county in the New York City labor 
market. Per OMB definitions, it is true 
that relatively small deviations in 
commuting interchange statistics may 
cause some counties to move between 
CBSAs if they are close to a specific 
threshold definition; however, we 
believe that including such changes in 
defining labor market areas would allow 
the wage index to more accurately 

reflect variations in area wage levels. 
Based upon our analysis of the 2011– 
2015 5-Year ACS Commuting Flows and 
Employment dataset and the 2010 OMB 
Standards for Delineating Metropolitan 
and Micropolitan Statistical Areas (75 
FR 37249–37252), the New Brunswick- 
Lakewood, NJ metropolitan division 
was created from the larger New York- 
Newark-Jersey City NY-NJ MSA because 
two contiguous ‘‘secondary counties’’ 
(Middlesex County and Monmouth 
County) had an Employment 
Interchange Measure (EIM) greater than 
15. The EIM, as defined by OMB (75 FR 
37251), between these two counties was 
14.8 based of the previous 2006–2010 
ACS Commuting Flow dataset, and 
therefore did not qualify as a separate 
metropolitan division. In the updated 
2011–2015 commuting dataset, the EIM 
between these two counties is 16.1. 
While the commenters claimed the 
2011–2015 dataset results in these 
counties only narrowly meeting the 
threshold to be defined as a separate 
metropolitan division, because the EIM 
(16.1) based on the updated commuting 
dataset does clearly exceed the 
threshold, we believe it is appropriate to 
take this into account in updating the 
labor market area delineations. We note 
that the EIM measure of 14.8 based on 
the older 2006–2010 commuting dataset 
was far closer to the threshold. We are 
not convinced that the proposed 
delineation changes are unwarranted or 
that there is evidence of any distortion 
or exceptional statistical anomaly, such 
as the impacts of Superstorm Sandy, as 
suggested by commenters. In fact, by 
comparing the most recent combined 
three year average hourly wages for all 
hospitals in the counties being removed 
from the New York-Jersey City-White 
Plains, NY-NJ CBSA ($47.79) to the 
hospitals remaining in the proposed 
New York City-Jersey City-White Plains, 
NY-NJ CBSA ($59.21), it is evident that 
labor costs are significantly lower for 
most hospitals in the counties removed 
from the CBSA. 

As far as comments regarding the lack 
of notice provided to hospitals regarding 
the proposed adoption of the revised 
delineations, we note that the 
delineation files produced by OMB have 
been public for nearly 2 years, and OMB 
definitions and criteria are subject to 
separate notice and comment 
rulemaking. In the past, we have 
delayed implementation of delineations 
in order to fully evaluate their impacts 
on IPPS wage index values, and as 
previously discussed, we have fully 
assessed the impacts of the revised 
delineations in OMB Bulletin No. 18– 
04. As discussed previously, we believe 

it would be appropriate to adopt the 
revised delineations to reflect a more 
accurate, updated representation of 
variations in area wage levels as 
compared to the current OMB 
delineations. 

After consideration of the public 
comments we received, for the reasons 
set forth in this final rule and in the FY 
2021 IPPS/LTCH PPS proposed rule, we 
are finalizing, without modification, our 
proposed implementation of the revised 
OMB delineations as described in the 
September 14, 2018 OMB Bulletin No. 
18–04, effective beginning with the FY 
2021 IPPS wage index. 

i. Micropolitan Statistical Areas 
As discussed in the FY 2005 IPPS 

final rule (69 FR 49029 through 49032), 
OMB defines a ‘‘Micropolitan Statistical 
Area’’ as a CBSA ‘‘associated with at 
least one urban cluster that has a 
population of at least 10,000, but less 
than 50,000’’ (75 FR 37252). We refer to 
these areas as Micropolitan Areas. Since 
FY 2005, we have treated Micropolitan 
Areas as rural and include hospitals 
located in Micropolitan Areas in each 
State’s rural wage index. We refer the 
reader to the FY 2005 IPPS final rule (69 
FR 49029 through 19032) and the FY 
2015 IPPS/LTCH PPS final rule (79 FR 
49952) for a complete discussion 
regarding this policy and our rationale 
for treating Micropolitan Areas as rural. 
We stated in the proposed rule (85 FR 
32967) that, for the reasons discussed in 
the FY 2005 IPPS final rule and in the 
FY 2015 IPPS final rule, we believed 
that the best course of action would be 
to continue this policy and include 
hospitals located in Micropolitan Areas 
in each State’s rural wage index. 
Therefore, in conjunction with our 
proposal to implement the new OMB 
statistical area delineations beginning in 
FY 2021, we proposed to continue to 
treat Micropolitan Areas as ‘‘rural’’ and 
to include Micropolitan Areas in the 
calculation of each state’s rural wage 
index. We did not receive any 
comments specific to this proposal, and 
therefore, for the reasons set forth in this 
final rule and in the FY 2021 IPPS/ 
LTCH PPS proposed rule, we are 
finalizing our proposal, without 
modification, to continue to treat 
Micropolitan Areas as ‘‘rural’’ and to 
include Micropolitan Areas in the 
calculation of each state’s rural wage 
index. 

ii. Urban Counties That Would Become 
Rural Under the Revised OMB 
Delineations 

As previously discussed, we proposed 
to implement the revised OMB 
statistical area delineations (based upon 
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OMB Bulletin No. 18–04) beginning in 
FY 2021. In the FY 2021 IPPS/LTCH 
PPS proposed rule (85 FR 32697), we 
stated that our analysis shows that a 
total of 34 counties (and county 
equivalents) and 10 hospitals that were 

once considered part of an urban CBSA 
would be considered to be located in a 
rural area, beginning in FY 2021, under 
these revised OMB delineations. In the 
proposed rule (85 FR 32698 through 
32699), we included the following chart 

listing the 34 urban counties that would 
be rural if we finalized our proposal to 
implement the revised OMB 
delineations. 

We proposed that the wage data for all 
hospitals located in the counties listed 
in this chart would now be considered 
rural when calculating their respective 
State’s rural wage index. We stated in 
the proposed rule (85 FR 32699) that we 
recognize that rural areas typically have 
lower area wage index values than 

urban areas, and hospitals located in 
these counties may experience a 
negative impact in their IPPS payment 
due to the adoption of the revised OMB 
delineations. We referred readers to our 
discussion of our proposed wage index 
transition policy to apply a 5 percent 
cap in FY 2021 for hospitals that may 

experience any decrease in their final 
wage index from the prior fiscal year. 
We also referred readers to the 
discussion of our proposed revisions to 
the list of counties deemed urban under 
section 1886(d)(8)(B) of the Act that 
would affect the hospitals located in 
these proposed rural counties. 
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In addition, we noted in the proposed 
rule that the provisions of § 412.102 of 
the regulations would continue to apply 
with respect to determining DSH 
payments. Specifically, we stated that in 
the first year after a hospital loses urban 
status, the hospital will receive an 
adjustment to its DSH payment that 
equals two-thirds of the difference 
between the urban DSH payments 
applicable to the hospital before its 
redesignation from urban to rural and 
the rural DSH payments applicable to 
the hospital subsequent to its 
redesignation from urban to rural. In the 
second year after a hospital loses urban 
status, the hospital will receive an 
adjustment to its DSH payment that 
equals one third of the difference 
between the urban DSH payments 
applicable to the hospital before its 

redesignation from urban to rural and 
the rural DSH payments applicable to 
the hospital subsequent to its 
redesignation from urban to rural. 

We did not receive any comments 
specific to the proposed list of counties 
that would become rural under the 
revised OMB delineations. Thus, for the 
reasons set forth in this final rule and 
in the FY 2021 IPPS/LTCH PPS 
proposed rule, we are finalizing, 
without modification, our proposed 
reassignment of the 34 counties set forth 
in the chart from urban areas to rural 
areas for purposes of the IPPS wage 
index based on the revised OMB 
delineations in OMB Bulletin No. 18– 
04, effective beginning with the FY 2021 
IPPS wage index. 

iii. Rural Counties That Would Become 
Urban Under the Revised OMB 
Delineations 

As previously discussed, we proposed 
to implement the revised OMB 
statistical area delineations (based upon 
OMB Bulletin No. 18–04) beginning in 
FY 2021. In the FY 2021 IPPS/LTCH 
PPS proposed rule (85 FR 32699), we 
indicated that analysis of these OMB 
statistical area delineations shows that a 
total of 47 counties (and county 
equivalents) and 17 hospitals that were 
located in rural areas would be located 
in urban areas under the revised OMB 
delineations. In the proposed rule, we 
included the following chart listing the 
47 rural counties that would be urban if 
we finalized our proposal to implement 
the revised OMB delineations. 
BILLING CODE 4120–01–P 
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BILLING CODE 4120–01–C 

We proposed that when calculating 
the area wage index, the wage data for 
hospitals located in these counties 

would be included in their new 
respective urban CBSAs. We stated in 
the proposed rule (85 FR 32701) that, 

typically, hospitals located in an urban 
area would receive a wage index value 
higher than or equal to hospitals located 
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in their State’s rural area. We referred 
readers to our discussion of our 
proposed wage index transition policy 
to apply a 5 percent cap in FY 2021 for 
hospitals that may experience any 
decrease in their final wage index from 
the prior fiscal year. 

In the proposed rule, we also noted 
that due to the adoption of the revised 
OMB delineations, some CAHs that 
were previously located in rural areas 
may be located in urban areas. The 
regulations at §§ 412.103(a)(6) and 
485.610(b)(5) provide affected CAHs 
with a two-year transition period that 
begins from the date the redesignation 
becomes effective. We stated that the 
affected CAHs must reclassify as rural 
during this transition period in order to 
retain their CAH status after the two- 
year transition period ends. We referred 
readers to the FY 2015 IPPS/LTCH final 
rule (79 FR 50162 and 50163) for further 
discussion of the two-year transition 
period for CAHs. 

Comment: We received a comment 
regarding a hospital in Harnett County, 
NC. Harnett County is a rural county 
under the current OMB delineations. 
Under the ‘‘Lugar’’ policy at section 
1886(d)(8)(B) of the Act, all hospitals in 
the county are currently deemed to be 
reclassified as urban to Raleigh, NC 
(CBSA 39580). Under the revised OMB 
delineations, Harnett County would be 
considered urban, part of Fayetteville, 
NC (CBSA 22180). The commenters 
stated that this change in status will 
have a significant financial impact on 
the hospital. The commenter questions 
how the county-based commuting 
patterns, which supported the county’s 
continued Lugar status in the FY 2019 
IPPS/LTCH proposed rule, could have 
changed in such a manner that Harnett 
is now considered an outlying county of 
the Fayetteville, NC CBSA. The 
commenter requested CMS reconsider 
the placement of Harnett County, NC in 
the Fayetteville, NC CBSA, believing the 
data included in the upcoming 2020 
decennial census would appropriately 
place Harnett County in the Raleigh- 
Cary, NC CBSA. 

Response: As the commenter 
recognizes, based on the updated OMB 
delineations in OMB Bulletin No. 18– 
04, Harnett County is considered urban, 
part of Fayetteville, NC (CBSA 22180). 
In OMB Bulletin No. 18–04, OMB is 
using an updated commuting data set to 
determine statistical area delineations, 
specifically the 2011–2015 5-Year ACS 
Commuting Flows and Employment, 
which is available on the internet at 
https://www.census.gov/topics/ 
employment/commuting/guidance/ 
flows.html. As discussed earlier, we 
believe the updated OMB delineations 

in OMB Bulletin No. 18–04, which are 
based on this updated commuting data, 
provide a more updated and accurate 
representation of variations in area wage 
levels. As such, we believe that 
adoption of the revised OMB 
delineations would increase the 
integrity of the IPPS wage index and 
help ensure more accurate and 
appropriate payments as compared to 
the current OMB delineations. Under 
section 1886(d)(8)(B) of the Act, only 
hospitals located in rural counties (that 
meet the criteria in section 
1886(d)(8)(b)) can be designated as 
‘‘Lugar’’ hospitals. Since Harnett 
County, NC would be considered an 
urban county located in the Fayetteville, 
NC CBSA under the updated OMB 
delineations, hospitals located in 
Harnett County would no longer be 
considered ‘‘Lugar’’ hospitals under 
section 1886(d)(8)(b) of the Act and 
would no longer be considered 
reclassified under that statute to the 
Raleigh-Cary, NC (CBSA 39580). Based 
on the updated delineations in OMB 
Bulletin No. 18–04, we believe that 
Harnett County is appropriately 
classified as urban, part of the 
Fayetteville, NC CBSA; however, we 
may consider proposing future revisions 
to the county’s geographic classification 
if warranted based on future updates to 
the OMB delineations. 

Comment: One commenter requested 
CMS consider a 2-year extension of 
rural status for Medicare Dependent 
Hospitals (MDH) and Sole Community 
Hospitals (SCH) located in counties that 
are gaining urban status. Since SCH and 
MDH statuses are dependent upon a 
hospital being considered rural, the 
commenter states they should be 
allotted additional time to obtain a rural 
status. The commenter suggested CMS 
adopt a similar transition period policy 
for SCHs and MDHs as what is granted 
to Critical Access Hospitals at 
§ 412.103(a)(6). 

Response: We appreciate these 
comments. However, we do not believe 
it would be appropriate to extend rural 
status for MDHs and SCHs for a period 
of time after implementation of the 
revised OMB delineations to provide 
additional time to obtain rural 
reclassification through § 412.103. As 
discussed in the FY 2015 IPPS/LTCH 
final rule (79 FR 49983), we believe the 
payment consequences for CAHs of 
losing rural status are generally greater 
than for other provider types. In 
addition, given the different Conditions 
of Participation (CoPs) for CAHs, and 
that it would be generally more difficult 
for a CAH to have to meet the hospital 
CoPs instead of the CAH CoPs, only a 
CAH also faces the potential loss of its 

ability to continue to participate in the 
Medicare and Medicaid programs if 
such rural status is lost. We believe that 
the combination of the generally greater 
payment consequences for CAHs 
relative to other provider types 
combined with the unique 
consequences for CAHs with respect to 
the CoPs make it appropriate for CAHs 
to be afforded a 2-year transition period 
in which to reclassify not afforded to 
other provider types. Furthermore, of 
the 17 hospitals located in newly urban 
counties, fewer than half appear to have 
either SCH or MDH status. We believe 
all could readily obtain rural 
reclassification under the current 
criteria in § 412.103 in order to retain 
their status as MDHs and SCHs. We 
remind hospitals that § 412.103 
reclassification requests are effective as 
of the date of application. If the 
application is filed with the appropriate 
regional office by October 1, 2020, when 
approved, the hospital would 
experience no gap in rural status. We 
believe that the relatively few SCHs and 
MDHs affected by the revised 
delineations will have adequate time to 
submit a complete application. 
Therefore, for the reasons explained 
above, we are not modifying existing 
regulations to extend rural status for 
MDHs and SCHs for a period of time 
after implementation of the revised 
OMB delineations. 

After consideration of the public 
comments we received, for the reasons 
set forth in this final rule and in the FY 
2021 IPPS/LTCH PPS proposed rule, we 
are finalizing, without modification, our 
proposed reassignment of the 47 
counties (and county equivalents) listed 
in the chart from rural areas to urban 
areas for purposes of the IPPS wage 
index based on the revised OMB 
delineations in OMB Bulletin No. 18– 
04, effective beginning with the FY 2021 
IPPS wage index. 

iv. Urban Counties That Would Move to 
a Different Urban CBSA Under the 
Revised OMB Delineations 

As we stated in the FY 2021 IPPS/ 
LTCH PPS proposed rule (85 FR 32702), 
in addition to rural counties becoming 
urban and urban counties becoming 
rural, some urban counties would shift 
from one urban CBSA to another urban 
CBSA under our proposal to adopt the 
new OMB delineations. We stated that, 
in other cases, adopting the revised 
OMB delineations would involve a 
change only in CBSA name and/or 
number, while the CBSA continues to 
encompass the same constituent 
counties. For example, we noted that 
CBSA 19380 (Dayton, OH) would 
experience both a change to its number 
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and its name, and become CBSA 19430 
(Dayton-Kettering, OH), while all of its 
three constituent counties would remain 
the same. In other cases, only the name 

of the CBSA would be modified, and 
none of the currently assigned counties 
would be reassigned to a different urban 
CBSA. In the proposed rule (85 FR 

32703 through 32704), we provided the 
following list of such CBSAs where we 
proposed to change the name and/or 
CBSA number only. 

In the proposed rule, we did not 
further discuss these changes because 
we stated that they were 
inconsequential changes with respect to 
the IPPS wage index. However, we 
stated that in other cases, if we adopted 
the revised OMB delineations, counties 
would shift between existing and new 
CBSAs, changing the constituent 
makeup of the CBSAs. For example, we 
noted that Kendall County, IL would be 
moved from the current CBSA 16974 
(Chicago-Naperville-Arlington Height, 

IL) into CBSA 20994 (Elgin, IL). We 
further noted that the remaining 
counties in the current CBSA 16974 
would be assigned to the CBSA 16984 
(Chicago-Naperville-Evanston, IL). The 
constituent counties of CBSA 16974 
would therefore be split into two 
different urban CBSAs. We also stated 
that there would be a significant 
rearrangement in the constituent 
counties among the New York City Area 
Metropolitan Divisions. Most notably, 
Monmouth, Middlesex, and Ocean 

Counties in NJ would move from the 
current CBSA 35614 (New York-Jersey 
City-White Plains, NY-NJ) to the CBSA 
35154 (New Brunswick-Lakewood, NJ). 
Also, Somerset County, NJ would move 
from current CBSA 35084 (Newark, NJ- 
PA) to CBSA 35154. In the proposed 
rule, we included the following chart 
listing the urban counties that would 
move from one urban CBSA to a new or 
modified CBSA if we adopted the 
revised OMB delineations. 
BILLING CODE 4120–01–P 
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BILLING CODE 4120–01–C In the proposed rule (85 FR 32705), 
we stated that if hospitals located in 

these counties move from one CBSA to 
another under the revised OMB 
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delineations, there may be impacts, both 
negative and positive, upon their 
specific wage index values. We referred 
readers to our discussion of our 
proposed wage index transition policy 
to apply a 5 percent cap in FY 2021 for 
hospitals that may experience any 
decrease in their final wage index from 
the prior fiscal year. We also referred 
readers to our discussion of our 
proposals to reassign MGCRB wage 
index reclassifications for hospitals 
currently assigned to these modified 
CBSAs. 

We did not receive any comments on 
the CBSAs that would undergo a change 
in name and/or CBSA number only. The 
comments we received regarding the list 
of urban counties that would move from 
one urban CBSA to a new or modified 
CBSA are discussed in section 
III.I.2.c.(1) of this final rule. As 
discussed in that section, we are 
finalizing, without modification, our 
proposal to implement the revised OMB 
delineations as described in the 
September 14, 2018 OMB Bulletin No. 
18–04, effective beginning with the FY 
2021 IPPS wage index. After 
consideration of the public comments 
we received, for the reasons set forth in 
this final rule and in the FY 2021 IPPS/ 
LTCH PPS proposed rule, we are 
finalizing, without modification, our 
proposed list of CBSAs that would move 
from one urban CBSA to a new or 
modified CBSA for purposes of the IPPS 
wage index based on the revised OMB 
delineations in OMB Bulletin No. 18– 
04, effective beginning with the FY 2021 
IPPS wage index. 

c. Transition for Hospitals Negatively 
Impacted 

We stated in the proposed rule (85 FR 
32706) that, overall, we believe 
implementing the revised OMB 
statistical area delineations would result 
in wage index values being more 
representative of the actual costs of 
labor in a given area. However, we 
recognized that some hospitals would 
experience decreases in wage index 
values as a result of our implementation 
of the revised labor market area 
delineations. We also stated that we 
realize that some hospitals would have 
higher wage index values due to our 
implementation of the new labor market 
area delineations. 

In the past, we have proposed and 
finalized budget neutral transition 
policies to help mitigate negative 
impacts on hospitals of certain wage 
index proposals. For example, in the FY 
2015 IPPS/LTCH PPS final rule (79 FR 
49960 through 49963) when we 
implemented new OMB delineations 
based on the 2010 decennial census 

data, we finalized budget neutral 
transitions for certain situations. 
Specifically, in the FY 2015 IPPS/LTCH 
PPS final rule, for a period of 3 fiscal 
years, we allowed urban hospitals that 
became rural under the new 
delineations (and that had no form of 
wage index reclassification or 
redesignation) to maintain the wage 
index value of the CBSA in which they 
were physically located for FY 2014; 
and for hospitals that experienced a 
decrease in wage index values due to 
the change in labor market area 
definitions, we implemented a 1-year 
blended wage index where hospitals 
received 50 percent of their wage index 
based on the new OMB delineations that 
went into effect in FY 2015, and 50 
percent of their wage index based on 
their FY 2014 labor market area. As we 
stated in the proposed rule, this blended 
wage index required us to calculate 
wage indexes for all hospitals using 
both old and new labor market 
definitions even though it only applied 
to hospitals that experienced a decrease 
in wage index values due to a change in 
labor market area definitions. More 
recently, in the FY 2020 IPPS/LTCH 
PPS final rule (84 FR 42336 through 
42338), we finalized a wage index 
transition to help mitigate any 
significant decreases in the wage index 
values of hospitals compared to their 
final wage index value from the prior 
fiscal year due to the combined effect of 
the changes to the FY 2020 wage index. 
Specifically, for FY 2020, we 
implemented a 5-percent cap on any 
decrease in a hospital’s wage index from 
the hospital’s final wage index in FY 
2019. 

As previously mentioned in this final 
rule and in the proposed rule (85 FR 
32706), while the revised OMB 
delineations in OMB Bulletin 18–04 are 
not based on new census data, there 
were some material changes in the OMB 
delineations. Also, as previously 
mentioned, the revisions in this OMB 
bulletin are updates to the CBSA 
delineations already adopted in FY 2015 
based on the 2010 census data. For these 
reasons, we stated in the proposed rule 
that, for FY 2021, we do not believe it 
is necessary to implement the 
multifaceted transitions we established 
in FY 2015 for the adoption of the new 
OMB delineations based on the new 
decennial census data. However, in 
accordance with our past practice of 
implementing transition policies to help 
mitigate negative impacts on hospitals 
of certain wage index proposals, we 
stated in the proposed rule that if we 
adopt the revised OMB delineations, we 
believe it would be appropriate to 

implement a transition policy since, as 
previously mentioned, some of these 
revisions are material, and may 
negatively impact payments to 
hospitals. For example, we explained 
that changes in the county makeup of a 
CBSA, by adding or removing a 
constituent county, may change the pool 
of hospitals contributing average hourly 
wage data, potentially resulting in lower 
wage index values for certain areas. We 
noted that when CMS implemented 
various changes to the hospital wage 
index in prior rulemaking, commenters 
frequently supported transition policies 
that ensured wage index values 
maintain a degree of year-to-year 
consistency (see comments to our FY 
2015 IPPS/LTCH PPS final rule 
transition policies at 79 FR 49959 
through 49961). Thus, we stated in the 
proposed rule that we believe applying 
a 5-percent cap on any decrease in a 
hospital’s wage index from the 
hospital’s final wage index from the 
prior fiscal year, as we did for FY 2020, 
would be an appropriate transition for 
FY 2021 for the revised OMB 
delineations as it provides predictability 
in payment levels from FY 2020 to the 
upcoming FY 2021. We stated that the 
FY 2021 5-percent cap on wage index 
decreases would be applied to all 
hospitals that have any decrease in their 
wage indexes, mitigating significant 
negative decrease in wage index values. 
Given the significant portion of 
Medicare IPPS payments that are 
adjusted by the wage index and how 
relatively few hospitals generally see 
wage index declines in excess of 5 
percent, hospitals may have difficulty 
adapting to changes in the wage index 
of this magnitude all at once. For these 
reasons, we proposed that, for FY 2021, 
we would place a 5 percent cap on any 
decrease in a hospital’s wage index from 
the hospital’s final wage index for FY 
2020, such that a hospital’s final wage 
index for FY 2021 would not be less 
than 95 percent of its final wage index 
for FY 2020. We stated that this 
transition would allow the effects of our 
adoption of the revised CBSA 
delineations to be phased in over 2 
years with no estimated reduction in the 
wage index of more than 5 percent in 
FY 2021 (that is, no cap would be 
applied the second year). As we 
explained in the proposed rule, we 
continue to believe 5 percent is a 
reasonable level for the cap because it 
would effectively mitigate any 
significant decreases in the wage index 
for FY 2021. We also stated that we 
believe this transition would afford 
hospitals adequate time to fully assess 
any additional reclassification options 
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available to them (we refer the reader to 
section III.I.2.c. of the preamble of this 
final rule for a complete discussion 
regarding the revised OMB delineations 
and their effects regarding hospital 
reclassification). Therefore, for FY 2021, 
we proposed to again provide for a 
transition of a 5-percent cap on any 
decrease in a hospital’s wage index from 
the hospital’s final wage index from the 
prior fiscal year (FY 2020). We stated 
that, consistent with the application of 
the 5 percent cap in FY 2020, the FY 
2021 5-percent cap on wage index 
decreases would be applied to all 
hospitals that have any decrease in their 
wage indexes, regardless of the 
circumstance causing the decline, so 
that a hospital’s final wage index for FY 
2021 would not be less than 95 percent 
of its final wage index for FY 2020. As 
we explained in the proposed rule, we 
believe applying the cap on wage index 
decreases for all hospitals, regardless of 
the circumstance causing the decrease, 
allows CMS to mitigate any significant 
negative impacts of adopting the new 
OMB delineations in a manner that is 
readily identifiable in the wage index 
tables and promotes greater wage index 
predictability. 

Comment: We received several 
comments regarding the proposed 5 
percent cap transition policy. Some 
commenters, while opposing the 
proposed adoption of revised OMB 
delineations, generally supported the 
concept of the transition cap for FY 
2021 (if the delineations are finalized). 
Another commenter supported the 5 
percent transition cap as a means to 
reduce overall wage index volatility. 
Several commenters requested that CMS 
reduce the amount of potential 
reduction in FY 2021, and extend 
transition adjustments to affected 
hospitals in future years. Other 
commenters, citing CMS’ FY 2015 
policy of phasing in transitions when 
adopting revised OMB delineations, 
suggested a multiple year transition 
period. One set of commenters, citing 
the significant financial losses faced by 
hospitals and the limited amount of 
time hospitals have had to prepare, 
suggested CMS adopt the transition over 
a multiple year period, with no 
reduction in 2021, a 2.5 percent cap on 
losses in FY2022, and a 5 percent cap 
for FY 2022. Other commenters 
requested CMS limit individual 
hospitals’ potential losses to 3 percent 
in FY 2021 and again in FY 2022 to give 
hospitals a fairer chance to adjust to this 
unexpected proposal. 

Response: We thank all commenters 
for their suggestions. We note that the 
last time we adopted significantly 
revised OMB delineations in FY 2015, 

CMS finalized an extended transition 
policy (79 FR 49957–49960) for certain 
hospitals. We allowed urban hospitals 
that became rural under the new 
delineations (and that had no form of 
wage index reclassification or 
redesignation) to maintain the wage 
index value of the CBSA in which they 
were physically located for FY 2014 for 
a period of 3 years. A similar policy was 
adopted for rural hospitals located in 
counties that lost ‘‘Lugar’’ status under 
section 1886(d)(8)(B) of the Act that 
would no longer be deemed urban and 
would revert back to rural status. Since 
rural areas of States typically have lower 
wage index values, and given the 
potentially significant payment impacts 
for these hospitals, we believed 
additional considerations should be 
extended to this limited number of 
hospitals. However, as described in 
section III.I.3.b of the preamble of this 
final rule, all the hospitals that would 
shift from urban to rural in FY 2021 
under the revised delineations would 
also be deemed reclassified as urban 
under section 1886(d)(8)(B) of the Act to 
the urban area they currently are 
assigned. Under the revised OMB 
delineations, no hospital located in a 
rural county is losing its ‘‘Lugar’’ status 
under section 1886(d)(8)(B) of the Act 
and reverting back to rural status. 
Therefore, the special considerations 
granted to urban hospitals that became 
rural in FY 2015 would not be 
applicable to any hospital in FY 2021. 

The other transition adjustment we 
finalized in FY 2015 was for hospitals 
that experienced a decrease in wage 
index values due to the change in labor 
market area definitions. We 
implemented a 1-year blended wage 
index where hospitals received 50 
percent of their wage index based on the 
new OMB delineations that went into 
effect in FY 2015, and 50 percent of 
their wage index based on their FY 2014 
labor market area. We believe our 
proposed 5 percent cap transition policy 
for FY 2021 accomplishes the same 
policy goal as the transition policy we 
finalized in FY 2015; limiting potential 
losses for the upcoming fiscal year, 
while providing adequate time adjust 
and evaluate reclassification options. 
We believe the level of the cap amount, 
providing that FY 2021 wage index 
values are at least 95 percent of a 
hospital’s FY 2020 wage index value, 
would adequately mitigate significant 
wage index decreases and provide wage 
index stability for affected hospitals for 
FY 2021. While we acknowledge that 
some providers will see negative 
impacts based upon the adoption of the 
revised OMB delineations, we also point 

out that some providers will experience 
increases in their wage index values due 
to the adoption of the revised OMB 
delineations. As we stated previously, 
CMS has in the past provided temporary 
adjustments to mitigate significant 
negative impacts from the adoption of 
new policies or procedures. However, 
we do not think it is necessary or 
appropriate to extend the transition 
period to additional years, as suggested 
by some commenters, to allow 
additional time to adjust to the revised 
OMB delineations in OMB Bulletin No. 
18–04. The revised delineations adopted 
in FY 2015 were significantly more 
complex and wide ranging than those 
we proposed for FY 2021. Although the 
changes outlined in OMB Bulletin No. 
18–04 are more significant than typical 
OMB delineation revisions issued 
between decennial censuses, the overall 
impacts of these revised delineations are 
still more limited in scope than 
revisions that accompany the release of 
decennial censuses. Given this, we do 
not think it is necessary or appropriate 
extend the transition period to 
additional years. 

Comment: Another commenter, while 
supportive of the proposed 5 percent 
cap for FY 2021, cited that some 
hospitals obtained rural reclassifications 
during FY 2020 and requested that that 
CMS apply the 5 percent cap using the 
wage index being paid in FY 2020 
(which would be based on any such 
mid-year reclassifications) rather than 
the one that was included in the FY 
2020 IPPS final rule. 

Response: We appreciate the 
commenter’s support of the proposed 5 
percent cap on wage index decreases for 
FY 2021. Similar to the policy we 
applied for the 5 percent cap in FY 2020 
(see discussion in the FY 2020 IPPS/ 
LTCH PPS final rule (84 FR 42337)), for 
purposes of applying the 5 percent cap 
for FY 2021, we are clarifying that the 
prior year ‘‘final’’ wage index value 
refers to the final amount published in 
the FY 2020 IPPS/LTCH PPS final rule. 
We believe that using the publicly 
available wage indexes from the FY 
2020 IPPS final rule facilitates 
transparency. A hospital can contact its 
MAC for assistance if it believes the 
incorrect wage index value was used as 
the basis for its transition and the MAC 
can make any appropriate correction. 

After consideration of the public 
comments we received, for the reasons 
discussed in this final rule and the FY 
2021 IPPS/LTCH PPS proposed rule, we 
are finalizing, without modification, our 
proposal to place a 5 percent cap, for FY 
2021, on any decrease in a hospital’s 
wage index from the hospital’s final 
wage index in FY 2020 so that a 
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hospital’s final wage index for FY 2021 
will not be less than 95 percent of its 
final wage index for FY 2020. 

d. Transition Budget Neutrality 
For FY 2021, we proposed to apply a 

budget neutrality adjustment to the 
standardized amount so that our 
transition described in section III.A.2.c. 
is implemented in a budget neutral 
manner under our authority in section 
1886(d)(5)(I) of the Act. In the proposed 
rule (85 FR 32706), we noted that 
implementing the transition wage index 
in a budget neutral manner is consistent 
with past practice (for example, 79 FR 
50372 and 84 FR 42338) where CMS has 
used its exceptions and adjustments 
authority under section 1886(d)(5)(I)(i) 
of the Act to budget neutralize transition 
wage index policies when such policies 
allow for the application of a 
transitional wage index only when it 
benefits the hospital. We stated that we 
believed, and continue to believe, that it 
would be appropriate to ensure that 
such policies do not increase estimated 
aggregate Medicare payments beyond 
the payments that would be made had 
we never proposed these transition 
policies (79 FR 50372 and 84 FR 42337 
through 42338). Therefore, for FY 2021, 
we proposed to use our exceptions and 
adjustments authority under section 
1886(d)(5)(I)(i) of the Act to apply a 
budget neutrality adjustment to the 
standardized amount so that our 
transition (described in section 
III.A.2.c.) is implemented in a budget 
neutral manner. 

Specifically, we proposed to apply a 
budget neutrality adjustment to ensure 
that estimated aggregate payments 
under our transition (described in 
section III.A.2.c. of the preamble of this 
final rule) for hospitals that have any 
decrease in their wage indexes for FY 
2021 would equal what estimated 
aggregate payments would have been 
without the transition. To determine the 
associated budget neutrality factor, we 
compared estimated aggregate IPPS 
payments with and without the 
transition. 

In the proposed rule, we calculated a 
budget neutrality adjustment factor 
(0.998580) based on proposed rule data 
that we stated would be applied to the 
FY 2021 standardized amount to 
achieve budget neutrality for the 
proposed transition. We noted that this 
number would be updated, as 
appropriate, based on final rule data. 

We noted in the proposed rule that, 
consistent with past practice (69 FR 
49034 and 79 FR 49963), we were not 
adopting the revised OMB delineations 
themselves in a budget neutral manner. 
We do not believe that the revision to 

the labor market areas in and of itself 
constitutes an ‘‘adjustment or update’’ 
to the adjustment for area wage 
differences, as provided under section 
1886(d)(3)(E) of the Act. 

We did not receive any comments 
regarding our proposal to apply a budget 
neutrality adjustment to the FY 2021 
standardized amount to achieve budget 
neutrality for the transition described in 
section III.A.2.c. of the preamble of this 
final rule. Thus, for the reasons set forth 
in the final rule and in the FY 2021 
IPPS/LTCH PPS proposed rule, we are 
finalizing this proposal without 
modification. Please see the table in 
section II.4.h. of the addendum of this 
final rule which contains the final 
transition budget neutrality factor 
(which is based on final rule data) that 
will be applied to the FY 2021 
standardized amount to achieve budget 
neutrality for the transition. 

3. Codes for Constituent Counties in 
CBSAs 

CBSAs are made up of one or more 
constituent counties. Each CBSA and 
constituent county has its own unique 
identifying codes. There are two 
different lists of codes associated with 
counties: Social Security 
Administration (SSA) codes and Federal 
Information Processing Standard (FIPS) 
codes. Historically, CMS has listed and 
used SSA and FIPS county codes to 
identify and crosswalk counties to 
CBSA codes for purposes of the hospital 
wage index. As we discussed in the FY 
2018 IPPS/LTCH PPS final rule (82 FR 
38129 through 38130), we have learned 
that SSA county codes are no longer 
being maintained and updated. 
However, the FIPS codes continue to be 
maintained by the U.S. Census Bureau. 
We believe that using the latest FIPS 
codes will allow us to maintain a more 
accurate and up-to-date payment system 
that reflects the reality of population 
shifts and labor market conditions. 

The Census Bureau’s most current 
statistical area information is derived 
from ongoing census data received since 
2010; the most recent data are from 
2015. The Census Bureau maintains a 
complete list of changes to counties or 
county equivalent entities on the 
website at: https://www.census.gov/geo/ 
reference/county-changes.html. We 
believe that it is important to use the 
latest counties or county equivalent 
entities in order to properly crosswalk 
hospitals from a county to a CBSA for 
purposes of the hospital wage index 
used under the IPPS. 

In the FY 2018 IPPS/LTCH PPS final 
rule (82 FR 38129 through 38130), we 
adopted a policy to discontinue the use 
of the SSA county codes and began 

using only the FIPS county codes for 
purposes of crosswalking counties to 
CBSAs. In addition, in the same rule, we 
implemented the latest FIPS code 
updates which were effective October 1, 
2017, beginning with the FY 2018 wage 
indexes. These updates have been used 
to calculate the wage indexes in a 
manner generally consistent with the 
CBSA-based methodologies finalized in 
the FY 2005 IPPS final rule and the FY 
2015 IPPS/LTCH PPS final rule. 

For FY 2021, we are continuing to use 
only the FIPS county codes for purposes 
of crosswalking counties to CBSAs. For 
FY 2021, Tables 2 and 3 associated with 
this final rule and the County to CBSA 
Crosswalk File and Urban CBSAs and 
Constituent Counties for Acute Care 
Hospitals File posted on the CMS 
website reflect the latest FIPS code 
updates. 

B. Worksheet S–3 Wage Data for the FY 
2021 Wage Index 

The FY 2021 wage index values are 
based on the data collected from the 
Medicare cost reports submitted by 
hospitals for cost reporting periods 
beginning in FY 2017 (the FY 2020 wage 
indexes were based on data from cost 
reporting periods beginning during FY 
2016). 

1. Included Categories of Costs 

The FY 2021 wage index includes all 
of the following categories of data 
associated with costs paid under the 
IPPS (as well as outpatient costs): 

• Salaries and hours from short-term, 
acute care hospitals (including paid 
lunch hours and hours associated with 
military leave and jury duty); 

• Home office costs and hours; 
• Certain contract labor costs and 

hours, which include direct patient 
care, certain top management, 
pharmacy, laboratory, and nonteaching 
physician Part A services, and certain 
contract indirect patient care services 
(as discussed in the FY 2008 final rule 
with comment period (72 FR 47315 
through 47317)); and 

• Wage-related costs, including 
pension costs (based on policies 
adopted in the FY 2012 IPPS/LTCH PPS 
final rule (76 FR 51586 through 51590)) 
and other deferred compensation costs. 

2. Excluded Categories of Costs 

Consistent with the wage index 
methodology for FY 2020, the wage 
index for FY 2021 also excludes the 
direct and overhead salaries and hours 
for services not subject to IPPS payment, 
such as skilled nursing facility (SNF) 
services, home health services, costs 
related to GME (teaching physicians and 
residents) and certified registered nurse 
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anesthetists (CRNAs), and other 
subprovider components that are not 
paid under the IPPS. The FY 2021 wage 
index also excludes the salaries, hours, 
and wage-related costs of hospital-based 
rural health clinics (RHCs), and 
Federally qualified health centers 
(FQHCs) because Medicare pays for 
these costs outside of the IPPS (68 FR 
45395). In addition, salaries, hours, and 
wage-related costs of CAHs are excluded 
from the wage index for the reasons 
explained in the FY 2004 IPPS final rule 
(68 FR 45397 through 45398). For FY 
2020 and subsequent years, other wage- 
related costs are also excluded from the 
calculation of the wage index. As 
discussed in the FY 2019 IPPS/LTCH 
final rule (83 FR 41365 through 41369), 
other wage-related costs reported on 
Worksheet S–3, Part II, Line 18 and 
Worksheet S–3, Part IV, Line 25 and 
subscripts, as well as all other wage- 
related costs, such as contract labor 
costs, are excluded from the calculation 
of the wage index. 

3. Use of Wage Index Data by Suppliers 
and Providers Other Than Acute Care 
Hospitals Under the IPPS 

Data collected for the IPPS wage 
index also are currently used to 
calculate wage indexes applicable to 
suppliers and other providers, such as 
SNFs, home health agencies (HHAs), 
ambulatory surgical centers (ASCs), and 
hospices. In addition, they are used for 
prospective payments to IRFs, IPFs, and 
LTCHs, and for hospital outpatient 
services. We note that, in the IPPS rules, 
we do not address comments pertaining 
to the wage indexes of any supplier or 
provider except IPPS providers and 
LTCHs. Such comments should be made 
in response to separate proposed rules 
for those suppliers and providers. 

4. Proper Documentation of Physician 
Time Spent in Part A Administrative 
Versus Part B Billable Activities 

In the last few years, we have received 
wage index data appeals related to 
MACs’ disallowances of wages and 
hours that hospitals believe are 
associated with Part A administrative 
physician time, but the MACs believe 
are not properly documented as such, or 
are in fact, associated with Part B 
billable activities, which are not 
included in the wage index. For 
physicians employed by a hospital, their 
salaries and hours associated with Part 
A administrative time, which are 
included in the wage index, are reported 
on CMS–2552–10 Worksheet S–3, Part 
II, line 4, and the salaries and hours of 
hospital employed physicians 
associated with billable Part B patient 
care activities, which are NOT included 

in the wage index, are reported on 
Worksheet S–3, Part II, line 5. 
Specifically, the instructions for lines 4 
and 5 state the following: 

• Line 4—Enter the physician Part A 
administrative salaries, (excluding 
teaching physician salaries), that are 
included in line 1. Also do not include 
intern and resident (I & R) salary on this 
line. Report I & R salary on line 7. 
Subscript this line and report salaries 
for Part A teaching physicians on line 
4.01. 

• Line 5—Enter the total physician, 
physician assistant, nurse practitioner 
and clinical nurse specialist on-call 
salaries and salaries billed under Part B 
that are included in line 1. Under 
Medicare, these services are related to 
direct patient care and billed separately 
under Part B. Also include physician 
salaries for patient care services 
reported for rural health clinics (RHC) 
and FQHCs included on Worksheet A, 
column 1, lines 88 and/or 89 as 
applicable. Do not include on this line 
amounts that are included on lines 9 
and 10 for the SNF or excluded area 
salaries. Refer to CMS Pub. 15–1, 
sections 2313.2.E. and 2182.3.E., for 
instructions related to keeping time 
studies to track time spent in Part A 
versus Part B activities. However, 
although section 2313.2.E.2. states that, 
‘‘A minimally acceptable time study 
must encompass at least one full week 
per month of the cost reporting period,’’ 
the contractor makes the final 
determination on the adequacy of the 
records maintained. A 2-week semi- 
annual (every 6 months) time study can 
be adequate unless the contractor 
believes that a significant change in the 
pattern of physician time is likely to 
occur from one quarter to the next, in 
which case, the contractor may require 
more frequent time studies. Adequate 
documentation must be maintained to 
support total hours in a manner that is 
verifiable, and to serve as a condition of 
payment under Part A. 

In addition, for physicians that are not 
employed by the hospital but are under 
contract, the wages and hours associated 
with contract Physician Part A 
administrative activities are reported on 
Worksheet S–3, Part II, line 13. No 
salaries and hours related to Part B 
activities are allowed. Line 13 states the 
following: 

Line 13—Enter from your records the 
amount paid under contract (in 
accordance with the general instructions 
for contract labor) for Part A physician 
services—administrative, excluding 
teaching physician services. DO NOT 
include contract I & R services (to be 
included on line 7). DO NOT include 
the costs for Part A physician services 

from the home office allocation and/or 
from related organizations (to be 
reported on line 15). Do not include 
wages or hours associated with Part B 
services. As stated in the General 
Instructions for Contract Labor, ‘‘the 
minimum requirement for supporting 
documentation is the contract itself. If 
the wage costs, hours, and non-labor 
costs are not clearly specified in the 
contract, other supporting 
documentation is required, such as a 
representative sample of invoices that 
specify the wage costs, hours, and non- 
labor costs.’’ Refer to CMS Pub. 15–1, 
sections 2313.2E and 2182.3.E, for 
instructions related to keeping time 
studies to track time spent in Part A 
versus Part B activities. Adequate 
documentation must be maintained to 
support total hours in a manner that is 
verifiable. 

In order to accurately report the wages 
and hours associated with Part A and 
Part B activities on lines 4 and 5 and 13 
respectively, the providers are required 
to maintain records as to the allocation 
of physicians’ time between various 
services to keep track of the amount of 
time the physicians spend on Part A 
versus Part B activities. 42 CFR 
415.60(b) and CMS Pub. 15–1, chapter 
21, section 2182.3.B. Specifically, 42 
CFR 415.60(b) states, except as provided 
in paragraph (d) of the section, each 
provider that incurs physician 
compensation costs must allocate those 
costs, in proportion to the percentage of 
total time that is spent in furnishing 
each category of services, among— 

• Physician services to the provider 
(as described in § 415.55); 

• Physician services to patients (as 
described in § 415.102); and 

• Activities of the physician, such as 
funded research, that are not paid under 
either Part A or Part B of Medicare. 

To facilitate the MAC’s review of 
whether physician wages and hours 
have been reported correctly, hospitals 
must submit the physician allocation 
agreements to the MAC. (See CMS Pub. 
15–1, Section 2182.3.E.3. which states 
that allocation agreements are to be 
submitted annually as part of the cost 
report filing process.) In the absence of 
a written allocation agreement (such as 
Exhibit 1 in CMS Pub. 15–II, Chapter 40, 
Section 4004.2 and related instructions 
for this exhibit on Line 34 of Section 
4004.2—that is, instructions for Form 
CMS–2552–10, Worksheet S–2, Part II, 
line 34), the MAC assumes that 100 
percent of the physician compensation 
cost is allocated to Part B services (see 
42 CFR 415.60(f)(2)). The hospital must 
maintain the information used to 
complete the physician allocation 
agreements as directed in CMS Pub. 15– 
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1 section 2182.3.E. in order to track time 
spent in Part A versus Part B activities. 
This section specifies that the hospital 
may choose to employ the methodology 
described in subsection 2313.2.E for a 
time study but may not be required by 
the MAC to utilize that specific 
methodology. Therefore, although 
section 2313.2.E. states that ‘‘a 
minimally acceptable time study must 
encompass at least one full week per 
month of the cost reporting period,’’ the 
MAC makes the final determination on 
the adequacy of the records maintained 
for the allocation of physicians’ 
compensation. A 2-week semi-annual 
(every 6 months) time study can be 
adequate unless the MAC believes that 
a significant change in the pattern of 
physician time is likely to occur from 
one quarter to the next, in which case, 
the MAC may require more frequent 
time studies (see CMS–2552–10, 
Worksheet S–3, Part II line 5 
instructions). Adequate documentation 
must be maintained to support total 
hours in a manner that is verifiable, and 
to serve as a condition of payment 
under Part A, that is, total hours worked 
by the physicians must be based on 
actual data accumulated during the cost 
reporting period and may not be 
imputed (consistent with 42 CFR 413.24 
and 415.60(f)(1) and (g)). Non-allowable 
services that are neither Part A nor Part 
B services (for example, research, 
teaching of residents in non-approved 
programs, teaching and supervision of 
medical students, writing for medical 
journals, reasonable availability services 
in departments/cost centers other than 
Emergency Room, etc.) are reported as 
non-reimbursable activities in the 
designated non-reimbursable cost 
centers of the Medicare cost report, 
CMS–2552–10 (for example, Worksheet 
A, lines 190–194, see 42 CFR 
415.60(b)(3)). Reasonable availability 
services for emergency rooms can be 
considered Part A in certain 
circumstances (see PRM–I, section 
2109.3.A. through C. for instances when 
emergency department physician 
availability services costs are allowable, 
and for the associated required 
documentation). 

We did not receive any comments on 
the discussion in this section. 

C. Verification of Worksheet S–3 Wage 
Data 

The wage data for the FY 2021 wage 
index were obtained from Worksheet S– 

3, Parts II and III of the Medicare cost 
report (Form CMS–2552–10, OMB 
Control Number 0938–0050 with 
expiration date March 31, 2022) for cost 
reporting periods beginning on or after 
October 1, 2016, and before October 1, 
2017. For wage index purposes, we refer 
to cost reports during this period as the 
‘‘FY 2017 cost report,’’ the ‘‘FY 2017 
wage data,’’ or the ‘‘FY 2017 data.’’ 
Instructions for completing the wage 
index sections of Worksheet S–3 are 
included in the Provider 
Reimbursement Manual (PRM), Part 2 
(Pub. 15–2), Chapter 40, Sections 4005.2 
through 4005.4. The data file used to 
construct the final FY 2021 wage index 
includes FY 2017 data submitted to us 
as of the end of June 2020. As in past 
years, we performed an extensive 
review of the wage data, mostly through 
the use of edits designed to identify 
aberrant data. 

We asked our MACs to revise or verify 
data elements that result in specific edit 
failures. For the proposed FY 2021 wage 
index, we identified and excluded 84 
providers with aberrant data that should 
not be included in the wage index. 
However, we stated that if data elements 
for some of these providers were 
corrected, we intended to include data 
from those providers in the final FY 
2021 wage index. We also adjusted 
certain aberrant data and included these 
data in the wage index. For example, in 
situations where a hospital did not have 
documentable salaries, wages, and 
hours for housekeeping and dietary 
services, we imputed estimates, in 
accordance with policies established in 
the FY 2015 IPPS/LTCH PPS final rule 
(79 FR 49965 through 49967). We 
instructed MACs to complete their data 
verification of questionable data 
elements and to transmit any changes to 
the wage data no later than March 19, 
2020. For the final FY 2021 wage index, 
we restored 29 hospitals to the wage 
index because their data was either 
verified or improved, but we also 
removed the data of one hospital for the 
first time after the proposed rule due to 
its data being aberrant. Thus, 56 
hospitals with aberrant data remain 
deleted from the final FY 2021 wage 
index (84¥29 + 1 = 56). 

In constructing the proposed FY 2021 
wage index, we included the wage data 
for facilities that were IPPS hospitals in 
FY 2017, inclusive of those facilities 
that have since terminated their 

participation in the program as 
hospitals, as long as those data did not 
fail any of our edits for reasonableness. 
We stated in the proposed rule (85 FR 
32709) that we believe including the 
wage data for these hospitals is, in 
general, appropriate to reflect the 
economic conditions in the various 
labor market areas during the relevant 
past period and to ensure that the 
current wage index represents the labor 
market area’s current wages as 
compared to the national average of 
wages. However, we excluded the wage 
data for CAHs as discussed in the FY 
2004 IPPS final rule (68 FR 45397 
through 45398); that is, any hospital that 
is designated as a CAH by 7 days prior 
to the publication of the preliminary 
wage index public use file (PUF) is 
excluded from the calculation of the 
wage index. For the proposed FY 2021 
wage index, we removed 8 hospitals 
that converted to CAH status on or after 
January 24, 2019, the cut-off date for 
CAH exclusion from the FY 2020 wage 
index, and through and including 
January 24, 2020, the cut-off date for 
CAH exclusion from the FY 2021 wage 
index. Since the proposed rule, we 
learned of 1 more hospital that 
converted to CAH status on or after 
January 24, 2019, and through and 
including January 24, 2020, the cut-off 
date for CAH exclusion from the FY 
2021 wage index, for a total of 9 
hospitals that were removed from the 
FY 2021 wage index due to conversion 
to CAH status. In summary, we 
calculated the final FY 2021 wage index 
using the Worksheet S–3, Parts II and III 
wage data of 3,222 hospitals. 

For the FY 2021 wage index, we 
allotted the wages and hours data for a 
multicampus hospital among the 
different labor market areas where its 
campuses are located using campus full- 
time equivalent (FTE) percentages as 
originally finalized in the FY 2012 IPPS/ 
LTCH PPS final rule (76 FR 51591). 
Table 2, which contains the FY 2021 
wage index associated with this final 
rule (available via the internet on the 
CMS website), includes separate wage 
data for the campuses of 16 
multicampus hospitals. The following 
chart lists the multicampus hospitals by 
CSA certification number (CCN) and the 
FTE percentages on which the wages 
and hours of each campus were allotted 
to their respective labor market areas: 
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We note that, in past years, in Table 
2, we have placed a ‘‘B’’ to designate the 
subordinate campus in the fourth 
position of the hospital CCN. However, 
for the FY 2019 IPPS/LTCH PPS 
proposed and final rules and subsequent 
rules, we have moved the ‘‘B’’ to the 

third position of the CCN. Because all 
IPPS hospitals have a ‘‘0’’ in the third 
position of the CCN, we believe that 
placement of the ‘‘B’’ in this third 
position, instead of the ‘‘0’’ for the 
subordinate campus, is the most 
efficient method of identification and 

interferes the least with the other, 
variable, digits in the CCN. 

D. Method for Computing the FY 2021 
Unadjusted Wage Index 

As we stated in the proposed rule (85 
FR 32710), the method used to compute 
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the FY 2021 wage index without an 
occupational mix adjustment follows 
the same methodology that we used to 
compute the wage indexes without an 
occupational mix adjustment in the FY 
2020 IPPS/LTCH PPS final rule (see 84 
FR 42304 through 42307, August 16, 
2019), and we did not propose any 
changes to this methodology. We have 
restated our methodology in this section 
of this rule. 

Step 1.—We gathered data from each 
of the non-Federal, short-term, acute 
care hospitals for which data were 
reported on the Worksheet S–3, Parts II 
and III of the Medicare cost report for 
the hospital’s cost reporting period 
relevant to the wage index (in this case, 
for FY 2021, these were data from cost 
reports for cost reporting periods 
beginning on or after October 1, 2016, 
and before October 1, 2017). In addition, 
we included data from some hospitals 
that had cost reporting periods 
beginning before October 2016 and 
reported a cost reporting period 
covering all of FY 2017. These data were 
included because no other data from 
these hospitals would be available for 
the cost reporting period as previously 
described, and because particular labor 
market areas might be affected due to 
the omission of these hospitals. 
However, we generally describe these 
wage data as FY 2017 data. We note 
that, if a hospital had more than one 
cost reporting period beginning during 
FY 2017 (for example, a hospital had 
two short cost reporting periods 
beginning on or after October 1, 2016, 
and before October 1, 2017), we include 
wage data from only one of the cost 
reporting periods, the longer, in the 
wage index calculation. If there was 
more than one cost reporting period and 
the periods were equal in length, we 
included the wage data from the later 
period in the wage index calculation. 

Step 2.—Salaries.—The method used 
to compute a hospital’s average hourly 
wage excludes certain costs that are not 
paid under the IPPS. (We note that, 
beginning with FY 2008 (72 FR 47315), 
we included what were then Lines 
22.01, 26.01, and 27.01 of Worksheet S– 
3, Part II of CMS Form 2552–96 for 
overhead services in the wage index. 
Currently, these lines are lines 28, 33, 
and 35 on CMS Form 2552–10. 
However, we note that the wages and 
hours on these lines are not 
incorporated into Line 101, Column 1 of 
Worksheet A, which, through the 
electronic cost reporting software, flows 
directly to Line 1 of Worksheet S–3, Part 
II. Therefore, the first step in the wage 
index calculation is to compute a 
‘‘revised’’ Line 1, by adding to the Line 
1 on Worksheet S–3, Part II (for wages 

and hours respectively) the amounts on 
Lines 28, 33, and 35.) In calculating a 
hospital’s Net Salaries (we note that we 
previously used the term ‘‘average’’ 
salaries in the FY 2012 IPPS/LTCH PPS 
final rule (76 FR 51592), but we now use 
the term ‘‘net’’ salaries) plus wage- 
related costs, we first compute the 
following: Subtract from Line 1 (total 
salaries) the GME and CRNA costs 
reported on CMS Form 2552–10, Lines 
2, 4.01, 7, and 7.01, the Part B salaries 
reported on Lines 3, 5 and 6, home 
office salaries reported on Line 8, and 
exclude salaries reported on Lines 9 and 
10 (that is, direct salaries attributable to 
SNF services, home health services, and 
other subprovider components not 
subject to the IPPS). We also subtract 
from Line 1 the salaries for which no 
hours were reported. Therefore, the 
formula for Net Salaries (from 
Worksheet S–3, Part II) is the following: 

((Line 1 + Line 28 + Line 33 + Line 
35)¥(Line 2 + Line 3 + Line 4.01 + Line 
5 + Line 6 + Line 7 + Line 7.01 + Line 
8 + Line 9 + Line 10)). 

To determine Total Salaries plus 
Wage-Related Costs, we add to the Net 
Salaries the costs of contract labor for 
direct patient care, certain top 
management, pharmacy, laboratory, and 
nonteaching physician Part A services 
(Lines 11, 12 and 13), home office 
salaries and wage-related costs reported 
by the hospital on Lines 14.01, 14.02, 
and 15, and nonexcluded area wage- 
related costs (Lines 17, 22, 25.50, 25.51, 
and 25.52). We note that contract labor 
and home office salaries for which no 
corresponding hours are reported are 
not included. In addition, wage-related 
costs for nonteaching physician Part A 
employees (Line 22) are excluded if no 
corresponding salaries are reported for 
those employees on Line 4. The formula 
for Total Salaries plus Wage-Related 
Costs (from Worksheet S–3, Part II) is 
the following: ((Line 1 + Line 28 + Line 
33 + Line 35)¥(Line 2 + Line 3 + Line 
4.01 + Line 5 + Line 6 + Line 7 + Line 
7.01 + Line 8 + Line 9 + Line 10)) + 
(Line 11 + Line 12 + Line 13 + Line 
14.01 + 14.02 + Line 15) + (Line 17 + 
Line 22 + 25.50 + 25.51 + 25.52). 

Step 3.—Hours.—With the exception 
of wage-related costs, for which there 
are no associated hours, we compute 
total hours using the same methods as 
described for salaries in Step 2. The 
formula for Total Hours (from 
Worksheet S–3, Part II) is the following: 

((Line 1 + Line 28 + Line 33 + Line 
35)¥(Line 2 + Line 3 + Line 4.01 + Line 
5 + Line 6 + Line 7 + Line 7.01 + Line 
8 + Line 9 + Line 10)) + (Line 11 + Line 
12 + Line 13 + Line 14.01 + 14.02 + Line 
15). 

Step 4.—For each hospital reporting 
both total overhead salaries and total 
overhead hours greater than zero, we 
then allocate overhead costs to areas of 
the hospital excluded from the wage 
index calculation. First, we determine 
the ‘‘excluded rate’’, which is the ratio 
of excluded area hours to Revised Total 
Hours (from Worksheet S–3, Part II) 
with the following formula: (Line 9 + 
Line 10)/(Line 1 + Line 28 + Line 33 + 
Line 35)¥(Lines 2, 3, 4.01, 5, 6, 7, 7.01, 
and 8 and Lines 26 through 43). We 
then compute the amounts of overhead 
salaries and hours to be allocated to 
excluded areas by multiplying the above 
ratio by the total overhead salaries and 
hours reported on Lines 26 through 43 
of Worksheet S–3, Part II. Next, we 
compute the amounts of overhead wage- 
related costs to be allocated to excluded 
areas using three steps: 

• We determine the ‘‘overhead rate’’ 
(from Worksheet S–3, Part II), which is 
the ratio of overhead hours (Lines 26 
through 43 minus the sum of Lines 28, 
33, and 35) to revised hours excluding 
the sum of lines 28, 33, and 35 (Line 1 
minus the sum of Lines 2, 3, 4.01, 5, 6, 
7, 7.01, 8, 9, 10, 28, 33, and 35). We note 
that, for the FY 2008 and subsequent 
wage index calculations, we have been 
excluding the overhead contract labor 
(Lines 28, 33, and 35) from the 
determination of the ratio of overhead 
hours to revised hours because hospitals 
typically do not provide fringe benefits 
(wage-related costs) to contract 
personnel. Therefore, it is not necessary 
for the wage index calculation to 
exclude overhead wage-related costs for 
contract personnel. Further, if a hospital 
does contribute to wage-related costs for 
contracted personnel, the instructions 
for Lines 28, 33, and 35 require that 
associated wage-related costs be 
combined with wages on the respective 
contract labor lines. The formula for the 
Overhead Rate (from Worksheet S–3, 
Part II) is the following: (Lines 26 
through 43¥Lines 28, 33 and 35)/ 
((((Line 1 + Lines 28, 33, 35)¥(Lines 2, 
3, 4.01, 5, 6, 7, 7.01, 8, and 26 through 
43))¥(Lines 9 and 10)) + (Lines 26 
through 43¥Lines 28, 33, and 35)). 

• We compute overhead wage-related 
costs by multiplying the overhead hours 
ratio by wage-related costs reported on 
Part II, Lines 17, 22, 25.50, 25.51, and 
25.52. 

• We multiply the computed 
overhead wage-related costs by the 
previously described excluded area 
hours ratio. 

Finally, we subtract the computed 
overhead salaries, wage-related costs, 
and hours associated with excluded 
areas from the total salaries (plus wage- 

VerDate Sep<11>2014 22:38 Sep 17, 2020 Jkt 250001 PO 00000 Frm 00329 Fmt 4701 Sfmt 4700 E:\FR\FM\18SER2.SGM 18SER2jb
el

l o
n 

D
S

K
JL

S
W

7X
2P

R
O

D
 w

ith
 R

U
LE

S
2



58760 Federal Register / Vol. 85, No. 182 / Friday, September 18, 2020 / Rules and Regulations 

related costs) and hours derived in 
Steps 2 and 3. 

Step 5.—For each hospital, we adjust 
the total salaries plus wage-related costs 
to a common period to determine total 
adjusted salaries plus wage-related 
costs. To make the wage adjustment, we 
estimate the percentage change in the 
employment cost index (ECI) for 
compensation for each 30-day 
increment from October 14, 2016 
through April 15, 2018, for private 
industry hospital workers from the BLS’ 
Compensation and Working Conditions. 
We use the ECI because it reflects the 
price increase associated with total 
compensation (salaries plus fringes) 
rather than just the increase in salaries. 
In addition, the ECI includes managers 
as well as other hospital workers. This 
methodology to compute the monthly 
update factors uses actual quarterly ECI 
data and assures that the update factors 
match the actual quarterly and annual 
percent changes. We also note that, 
since April 2006 with the publication of 
March 2006 data, the BLS’ ECI uses a 
different classification system, the North 
American Industrial Classification 
System (NAICS), instead of the Standard 
Industrial Codes (SICs), which no longer 
exist. We have consistently used the ECI 
as the data source for our wages and 
salaries and other price proxies in the 
IPPS market basket, and we did not 
propose to make any changes to the 
usage of the ECI for FY 2021. The factors 
used to adjust the hospital’s data are 
based on the midpoint of the cost 
reporting period, as indicated in this 
rule. 

Step 6.—Each hospital is assigned to 
its appropriate urban or rural labor 
market area before any reclassifications 
under section 1886(d)(8)(B), 
1886(d)(8)(E), or 1886(d)(10) of the Act. 
Within each urban or rural labor market 
area, we add the total adjusted salaries 
plus wage-related costs obtained in Step 
5 for all hospitals in that area to 
determine the total adjusted salaries 
plus wage-related costs for the labor 
market area. 

Step 7.—We divide the total adjusted 
salaries plus wage-related costs obtained 
under Step 6 by the sum of the 
corresponding total hours (from Step 4) 
for all hospitals in each labor market 
area to determine an average hourly 
wage for the area. 

Step 8.—We add the total adjusted 
salaries plus wage-related costs obtained 
in Step 5 for all hospitals in the Nation 
and then divide the sum by the national 
sum of total hours from Step 4 to arrive 
at a national average hourly wage. 

Step 9.—For each urban or rural labor 
market area, we calculate the hospital 
wage index value, unadjusted for 
occupational mix, by dividing the area 
average hourly wage obtained in Step 7 
by the national average hourly wage 
computed in Step 8. 

Step 10.—For each urban labor market 
area for which we do not have any 
hospital wage data (either because there 
are no IPPS hospitals in that labor 
market area, or there are IPPS hospitals 
in that area but their data are either too 
new to be reflected in the current year’s 
wage index calculation, or their data are 
aberrant and are deleted from the wage 
index), we finalized in the FY 2020 
IPPS/LTCH PPS final rule (84 FR 42305) 
that, for FY 2020 and subsequent years’ 
wage index calculations, such CBSA’s 
wage index would be equal to total 
urban salaries plus wage-related costs 
(from Step 5) in the State, divided by 
the total urban hours (from Step 4) in 
the State, divided by the national 
average hourly wage from Step 8 (see 84 
FR 42305 and 42306) August 16, 2019). 
We stated that we believe that, in the 
absence of wage data for an urban labor 
market area, it is reasonable to use a 
statewide urban average, which is based 
on actual, acceptable wage data of 
hospitals in that State, rather than 
impute some other type of value using 
a different methodology. For calculation 
of the FY 2021 wage index, we note 
there is one urban CBSA for which we 
do not have IPPS hospital wage data. In 
Table 3 (which is available via the 
internet on the CMS website) which 
contains the area wage indexes, we 
include a footnote to indicate to which 
CBSAs this policy applies. These 
CBSAs’ wage indexes would be equal to 
total urban salaries plus wage-related 
costs (from Step 5) in the respective 
State, divided by the total urban hours 
(from Step 4) in the respective State, 
divided by the national average hourly 
wage (from Step 8) (see 84 FR 42305 and 
42306) August 16, 2019). Under this 
step, we also apply our policy with 
regard to how dollar amounts, hours, 
and other numerical values in the wage 
index calculations are rounded, as 
discussed in this section of this rule. 

We refer readers to section II. of the 
Appendix of the final rule for the policy 
regarding rural areas that do not have 
IPPS hospitals. 

Step 11.—Section 4410 of Public Law 
105–33 provides that, for discharges on 
or after October 1, 1997, the area wage 
index applicable to any hospital that is 
located in an urban area of a State may 

not be less than the area wage index 
applicable to hospitals located in rural 
areas in that State. The areas affected by 
this provision are identified in Table 2 
listed in section VI. of the Addendum to 
the final rule and available via the 
internet on the CMS website. 

Following is our policy with regard to 
rounding of the wage data (dollar 
amounts, hours, and other numerical 
values) in the calculation of the 
unadjusted and adjusted wage index, as 
finalized in the FY 2020 IPPS/LTCH 
final rule (84 FR 42306; August 16, 
2019). For data that we consider to be 
‘‘raw data,’’ such as the cost report data 
on Worksheets S–3, Parts II and III, and 
the occupational mix survey data, we 
use such data ‘‘as is,’’ and do not round 
any of the individual line items or 
fields. However, for any dollar amounts 
within the wage index calculations, 
including any type of summed wage 
amount, average hourly wages, and the 
national average hourly wage (both the 
unadjusted and adjusted for 
occupational mix), we round the dollar 
amounts to 2 decimals. For any hour 
amounts within the wage index 
calculations, we round such hour 
amounts to the nearest whole number. 
For any numbers not expressed as 
dollars or hours within the wage index 
calculations, which could include 
ratios, percentages, or inflation factors, 
we round such numbers to 5 decimals. 
However, we continue rounding the 
actual unadjusted and adjusted wage 
indexes to 4 decimals, as we have done 
historically. 

As discussed in the FY 2012 IPPS/ 
LTCH PPS final rule, in ‘‘Step 5,’’ for 
each hospital, we adjust the total 
salaries plus wage-related costs to a 
common period to determine total 
adjusted salaries plus wage-related 
costs. To make the wage adjustment, we 
estimate the percentage change in the 
employment cost index (ECI) for 
compensation for each 30-day 
increment from October 14, 2016, 
through April 15, 2018, for private 
industry hospital workers from the BLS’ 
Compensation and Working Conditions. 
We have consistently used the ECI as 
the data source for our wages and 
salaries and other price proxies in the 
IPPS market basket, and we did not 
propose any changes to the usage of the 
ECI for FY 2021. The factors used to 
adjust the hospital’s data were based on 
the midpoint of the cost reporting 
period, as indicated in the following 
table. 
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For example, the midpoint of a cost 
reporting period beginning January 1, 
2017, and ending December 31, 2017, is 
June 30, 2017. An adjustment factor of 
1.01306 was applied to the wages of a 
hospital with such a cost reporting 
period. 

Previously, we also would provide a 
Puerto Rico overall average hourly 
wage. As discussed in the FY 2017 
IPPS/LTCH PPS final rule (81 FR 
56915), prior to January 1, 2017, Puerto 
Rico hospitals were paid based on 75 
percent of the national standardized 
amount and 25 percent of the Puerto 
Rico-specific standardized amount. As a 
result, we calculated a Puerto Rico 
specific wage index that was applied to 
the labor-related share of the Puerto 

Rico-specific standardized amount. 
Section 601 of the Consolidated 
Appropriations Act, 2016 (Pub. L. 114– 
113) amended section 1886(d)(9)(E) of 
the Act to specify that the payment 
calculation with respect to operating 
costs of inpatient hospital services of a 
subsection (d) Puerto Rico hospital for 
inpatient hospital discharges on or after 
January 1, 2016, shall use 100 percent 
of the national standardized amount. As 
we stated in the FY 2017 IPPS/LTCH 
PPS final rule (81 FR 56915 through 
56916), because Puerto Rico hospitals 
are no longer paid with a Puerto Rico 
specific standardized amount as of 
January 1, 2016, under section 
1886(d)(9)(E) of the Act, as amended by 
section 601 of the Consolidated 

Appropriations Act, 2016, there is no 
longer a need to calculate a Puerto Rico 
specific average hourly wage and wage 
index. Hospitals in Puerto Rico are now 
paid 100 percent of the national 
standardized amount and, therefore, are 
subject to the national average hourly 
wage (unadjusted for occupational mix) 
and the national wage index, which is 
applied to the national labor-related 
share of the national standardized 
amount. Therefore, for FY 2021, there is 
no Puerto Rico-specific overall average 
hourly wage or wage index. 

Based on the previously described 
methodology, we stated in the proposed 
rule (85 FR 32712) that the proposed FY 
2021 unadjusted national average 
hourly wage was the following: 

We did not receive any comments 
regarding the discussion of our method 
for computing the FY 2021 unadjusted 

wage index. Based on the previously 
described methodology, the final FY 

2021 unadjusted national average 
hourly wage is the following: 

E. Occupational Mix Adjustment to the 
FY 2021 Wage Index 

As stated earlier, section 1886(d)(3)(E) 
of the Act provides for the collection of 
data every 3 years on the occupational 

mix of employees for each short-term, 
acute care hospital participating in the 
Medicare program, in order to construct 
an occupational mix adjustment to the 
wage index, for application beginning 
October 1, 2004 (the FY 2005 wage 

index). The purpose of the occupational 
mix adjustment is to control for the 
effect of hospitals’ employment choices 
on the wage index. For example, 
hospitals may choose to employ 
different combinations of registered 
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nurses, licensed practical nurses, 
nursing aides, and medical assistants for 
the purpose of providing nursing care to 
their patients. The varying labor costs 
associated with these choices reflect 
hospital management decisions rather 
than geographic differences in the costs 
of labor. 

1. Use of 2016 Medicare Wage Index 
Occupational Mix Survey for the FY 
2019, FY 2020, and FY 2021 Wage 
Indexes 

Section 304(c) of the Consolidated 
Appropriations Act, 2001 (Pub. L. 106– 
554) amended section 1886(d)(3)(E) of 
the Act to require CMS to collect data 
every 3 years on the occupational mix 
of employees for each short-term, acute 
care hospital participating in the 
Medicare program. As discussed in the 
FY 2018 IPPS/LTCH PPS proposed rule 
(82 FR 19903) and final rule (82 FR 
38137), we collected data in 2016 to 
compute the occupational mix 
adjustment for the FY 2019, FY 2020, 
and FY 2021 wage indexes. 

The FY 2021 occupational mix 
adjustment is based on the calendar year 
(CY) 2016 survey. Hospitals were 
required to submit their completed 2016 
surveys (Form CMS–10079, OMB 
number 0938–0907, expiration date 
September 31, 2022) to their MACs by 
July 3, 2017. The preliminary, 
unaudited CY 2016 survey data were 
posted on the CMS website on July 12, 
2017. As with the Worksheet S–3, Parts 
II and III cost report wage data, as part 
of the FY 2021 desk review process, the 
MACs revised or verified data elements 
in hospitals’ occupational mix surveys 
that resulted in certain edit failures. 

2. Deadline for Submitting the 2019 
Medicare Wage Index Occupational Mix 
Survey for Use Beginning With the FY 
2022 Wage Index 

A new measurement of occupational 
mix is required for FY 2022. The FY 
2022 occupational mix adjustment will 
be based on a new calendar year (CY) 
2019 survey. The CY 2019 survey (CMS 
Form CMS–10079, OMB number 0938– 
0907, expiration date September 31, 
2022) received OMB approval on 
October 18, 2019. The final CY 2019 
Occupational Mix Survey Hospital 
Reporting Form is available on the CMS 
website at: https://www.cms.gov/ 
medicaremedicare-fee-service-payment
acuteinpatientppswage-index-files/ 
2019-occupational-mix-survey-hospital- 
reporting-form-cms-10079-wage-index- 
beginning-fy-2022. Hospitals were 
required to submit their completed 2019 
surveys to their MACs (not directly to 
CMS), on the Excel hospital reporting 
form, by July 1, 2020 via email 

attachment or overnight delivery. CMS 
granted an extension until August 3, 
2020 for hospitals nationwide that may 
be unable to meet the July 1, 2020 
deadline amidst the Novel Coronavirus 
Disease (COVID–19) national 
emergency. Hospitals should please see 
the CMS website at the previously 
mentioned link for information on this 
extension. As with the Worksheet S–3, 
Parts II and III cost report wage data, as 
part of the FY 2022 desk review process, 
the MACs will revise or verify data 
elements in hospitals’ occupational mix 
surveys that result in certain edit 
failures. 

Comments: We received comments 
concerning the deadline for submitting 
the CY 2019 Occupational Mix Survey. 
Commenters appreciated the extension 
but requested CMS further extend the 
deadline for submission of CY 2019 
Occupational Mix Surveys to assist 
hospitals amidst COVID–19. 
Commenters suggested various 
deadlines, including September 3rd or 
after to allow sufficient time for CMS to 
incorporate the 2019 occupational mix 
data into the FY 2022 IPPS rates while 
supporting accurate responses as 
hospitals dedicate resources to the 
ongoing public health emergency. Two 
commenters emphasized that it is vital 
to ensure accuracy since survey results 
will be used to adjust the wage index for 
three years. 

One commenter noted that the 
Occupational Mix Survey has 
historically been due one month after 
cost reports are due for hospitals with 
calendar year (CY) cost reporting year 
ends, and therefore should be extended 
consistent with the extension of the cost 
report due date until August 31 for 
hospitals with a December 31 Fiscal 
Year End (FYE). According to this 
commenter, requiring hospitals to 
complete the occupational mix survey 
before their cost reports are due would 
increase provider burden because 
hospitals with CY cost reporting periods 
use the process of completing their 
Medicare cost reports to complete the 
occupational mix survey. 

Two commenters also asked that if 
CMS further extends the August 3rd, 
2020 deadline, CMS should publicize 
the extension prior to the publication of 
the final rule via an update to the 
Emergency Declaration Blanket Waivers 
and other vehicles such as list-serve 
messages or the Tuesday ‘‘Office Hours’’ 
national teleconference. 

Response: We value the commenters’ 
input. Due to continued COVID–19 
related concerns from hospitals about 
meeting the August 3 deadline, CMS is 
further extending this deadline to 
September 3, 2020. Hospitals must 

submit their occupational mix surveys 
along with complete supporting 
documentation to their MACs by no 
later than September 3, 2020. The 
preliminary CY 2019 unaudited 
occupational mix survey data will be 
released on the CMS website by 
September 8, 2020. Hospitals should 
review their occupational mix survey 
data in the Public Use File (PUF) on the 
CMS website to confirm it is correct and 
may submit revisions to their 
occupational mix survey data to their 
MACs, if needed, by no later than 
September 10, 2020. These revised 
deadlines are contained in the updated 
FY 2022 Hospital Wage Index 
Development Time Table available at 
https://www.cms.gov/ 
medicaremedicare-fee-service-payment
acuteinpatientppswage-index-files/fy- 
2022-wage-index-home-page. 

We believe that this deadline, 
suggested by one commenter, is the 
most appropriate because it grants one 
additional month to the current 
extension, which will allow hospitals 
more time to accurately complete the 
survey while still allowing adequate 
time for CMS to review the data in time 
for inclusion in the FY 2022 wage 
index. Any further delay would 
jeopardize the FY 2022 wage index 
timeline and threaten timely 
implementation of the FY 2022 wage 
index. 

CMS publicized this additional 
extension prior to the display of the 
final rule by updating the Emergency 
Declaration Blanket Waivers at https:// 
www.cms.gov/files/document/summary- 
covid-19-emergency-declaration- 
waivers.pdf and the Hospitals: CMS 
Flexibilities to Fight COVID–19 Fact 
sheet at https://www.cms.gov/files/ 
document/covid-hospitals.pdf, by 
updating the final CY 2019 
Occupational Mix Survey Hospital 
Reporting Form on the CMS website at 
https://www.cms.gov/ 
medicaremedicare-fee-service-payment
acuteinpatientvppswage-index-files/ 
2019-occupational-mix-survey-hospital- 
reporting-form-cms-10079-wage-index- 
beginning-fy-2022, by instructing the 
MACs to contact their hospitals, and by 
notifying hospitals through a Medicare 
Learning Network (MLN) Connects list- 
serve message on July 30, 2020. 

In summary, hospitals must submit 
their occupational mix surveys along 
with complete supporting 
documentation to their MACs by no 
later than September 3, 2020. Hospitals 
may then submit revisions to their 
occupational mix survey data as set 
forth on the CMS website to their MACs, 
if needed, by no later than September 
10, 2020. 
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3. Calculation of the Occupational Mix 
Adjustment for FY 2021 

For FY 2021, we proposed to calculate 
the occupational mix adjustment factor 
using the same methodology that we 
have used since the FY 2012 wage index 
(76 FR 51582 through 51586) and to 
apply the occupational mix adjustment 
to 100 percent of the FY 2021 wage 
index. In the FY 2020 IPPS/LTCH PPS 
final rule (84 FR 42308), we modified 
our methodology with regard to how 
dollar amounts, hours, and other 
numerical values in the unadjusted and 
adjusted wage index calculation are 
rounded, in order to ensure consistency 
in the calculation. According to the 
policy finalized in the FY 2020 IPPS/ 
LTCH PPS final rule (84 FR 42308 and 
42309), for data that we consider to be 
‘‘raw data,’’ such as the cost report data 
on Worksheets S–3, Parts II and III, and 
the occupational mix survey data, we 
continue to use these data ‘‘as is’’, and 
not round any of the individual line 
items or fields. However, for any dollar 
amounts within the wage index 
calculations, including any type of 
summed wage amount, average hourly 
wages, and the national average hourly 
wage (both the unadjusted and adjusted 

for occupational mix), we round such 
dollar amounts to 2 decimals. We round 
any hour amounts within the wage 
index calculations to the nearest whole 
number. We round any numbers not 
expressed as dollars or hours in the 
wage index calculations, which could 
include ratios, percentages, or inflation 
factors, to 5 decimals. However, we 
continue rounding the actual 
unadjusted and adjusted wage indexes 
to 4 decimals, as we have done 
historically. 

Similar to the method we use for the 
calculation of the wage index without 
occupational mix, salaries and hours for 
a multicampus hospital are allotted 
among the different labor market areas 
where its campuses are located. Table 2 
associated with this final rule (which is 
available via the internet on the CMS 
website), which contains the final FY 
2021 occupational mix adjusted wage 
index, includes separate wage data for 
the campuses of multicampus hospitals. 
We refer readers to section III.C. of the 
preamble of this final rule for a chart 
listing the multicampus hospitals and 
the FTE percentages used to allot their 
occupational mix data. 

Because the statute requires that the 
Secretary measure the earnings and paid 
hours of employment by occupational 
category not less than once every 3 
years, all hospitals that are subject to 
payments under the IPPS, or any 
hospital that would be subject to the 
IPPS if not granted a waiver, must 
complete the occupational mix survey, 
unless the hospital has no associated 
cost report wage data that are included 
in the FY 2021 wage index. For the 
proposed FY 2021 wage index, we used 
the Worksheet S–3, Parts II and III wage 
data of 3,196 hospitals, and we used the 
occupational mix surveys of 3,113 
hospitals for which we also had 
Worksheet S–3 wage data, which 
represented a ‘‘response’’ rate of 97 
percent (3,113/3,196). For the proposed 
FY 2021 wage index, we applied proxy 
data for noncompliant hospitals, new 
hospitals, or hospitals that submitted 
erroneous or aberrant data in the same 
manner that we applied proxy data for 
such hospitals in the FY 2012 wage 
index occupational mix adjustment (76 
FR 51586). As a result of applying this 
methodology, the proposed FY 2021 
occupational mix adjusted national 
average hourly wage was the following: 

We did not receive any comments on 
our proposed calculation of the 
occupational mix adjustment to the FY 
2021 wage index. Thus, for the reasons 
discussed in this final rule and in the 
FY 2021 IPPS/LTCH PPS proposed rule, 
we are finalizing our proposal, without 
modification, to calculate the 
occupational mix adjustment factor 
using the same methodology that we 
have used since the FY 2012 wage index 

and to apply the occupational mix 
adjustment to 100 percent of the FY 
2021 wage index. 

For the final FY 2021 wage index, we 
are using the Worksheet S–3, Parts II 
and III wage data of 3,223 hospitals, and 
we are using the occupational mix 
surveys of 3,140 hospitals for which we 
also have Worksheet S–3 wage data, 
which represented a ‘‘response’’ rate of 
97 percent (3,140/3,223). For the final 
FY 2021 wage index, we are applying 

proxy data for noncompliant hospitals, 
new hospitals, or hospitals that 
submitted erroneous or aberrant data in 
the same manner that we applied proxy 
data for such hospitals in the FY 2012 
wage index occupational mix 
adjustment (76 FR 51586). As a result of 
applying this methodology, the final FY 
2021 occupational mix adjusted 
national average hourly wage is the 
following: 

F. Analysis and Implementation of the 
Occupational Mix Adjustment and the 
FY 2021 Occupational Mix Adjusted 
Wage Index 

As discussed in section III.E. of the 
preamble of this final rule, for FY 2021, 

we are applying the occupational mix 
adjustment to 100 percent of the FY 
2021 wage index. We calculated the 
occupational mix adjustment using data 
from the 2016 occupational mix survey 
data, using the methodology described 

in the FY 2012 IPPS/LTCH PPS final 
rule (76 FR 51582 through 51586). 

The FY 2021 national average hourly 
wages for each occupational mix 
nursing subcategory as calculated in 
Step 2 of the occupational mix 
calculation are as follows. 
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The national average hourly wage for 
the entire nurse category is computed in 
Step 5 of the occupational mix 
calculation. Hospitals with a nurse 
category average hourly wage (as 
calculated in Step 4) of greater than the 
national nurse category average hourly 
wage receive an occupational mix 
adjustment factor (as calculated in Step 
6) of less than 1.0. Hospitals with a 
nurse category average hourly wage (as 
calculated in Step 4) of less than the 

national nurse category average hourly 
wage receive an occupational mix 
adjustment factor (as calculated in Step 
6) of greater than 1.0. 

Based on the 2016 occupational mix 
survey data, we determined (in Step 7 
of the occupational mix calculation) that 
the national percentage of hospital 
employees in the nurse category is 42 
percent, and the national percentage of 
hospital employees in the all other 
occupations category is 58 percent. At 

the CBSA level, the percentage of 
hospital employees in the nurse 
category ranged from a low of 27 
percent in one CBSA to a high of 82 
percent in another CBSA. 

We compared the FY 2021 
occupational mix adjusted wage indexes 
for each CBSA to the unadjusted wage 
indexes for each CBSA. Applying the 
occupational mix adjustment to the 
wage data resulted in the following: 

These results indicate that a larger 
percentage of urban areas (57.5 percent) 

would benefit from the occupational mix adjustment than would rural areas 
(44.7 percent). 
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G. Application of the Rural Floor, 
Application of the State Frontier Floor, 
and Continuation of the Low Wage 
Index Hospital Policy 

1. Rural Floor 
Section 4410(a) of Public Law 105–33 

provides that, for discharges on or after 
October 1, 1997, the area wage index 
applicable to any hospital that is located 
in an urban area of a State may not be 
less than the area wage index applicable 
to hospitals located in rural areas in that 
State. This provision is referred to as the 
‘‘rural floor’’. Section 3141 of Public 
Law 111–148 also requires that a 
national budget neutrality adjustment be 
applied in implementing the rural floor. 
Based on the FY 2021 wage index 
associated with this final rule (which is 
available via the internet on the CMS 
website) and based on the calculation of 
the rural floor without the wage data of 
hospitals that have reclassified as rural 
under § 412.103, we estimate that 285 
hospitals would receive an increase in 
their FY 2021 wage index due to the 
application of the rural floor. 

Comments: Some commenters noted 
that several hospitals redesignated as 
rural under § 412.103 had a wage index 
in the proposed rule that was lower than 
the rural floor for their state. The 
commenters inquired whether this was 
the result of a calculation error, as CMS 
has never allowed a hospital within a 
State to be paid less than the rural floor. 
If this calculation was intentional, the 
commenters opposed this policy 
because (1) the rural reclassification 
provisions do not create the authority to 
create a lesser wage index for rural 
reclassified hospitals as opposed to 
physically rural hospitals, and (2) CMS 
did not subject this policy to notice-and- 
comment rulemaking as required by 
Azar v. Allina Health Services, 587 
USll, 139 S. Ct. 1804, 1811 (2019). 

Response: We thank the commenters 
for pointing out this inadvertent error 
and acknowledge that some wage 
indexes in Table 2 associated with the 
IPPS/LTCH PPS Proposed Rule were 
incorrect. We have fixed this error for 
the final rule so that Table 2 contains 
the corrected wage index values for FY 
2021. 

Comment: One commenter recognized 
the need for a rural floor that is 
calculated separately from a reclassified 
rural wage index, but disagreed with the 
current method of calculating the rural 
wage index because it could result in a 
§ 412.103 reclassified hospital receiving 
a rural wage index below that of their 
original CBSA. To address this issue, 
the commenter suggested that CMS 
should calculate each rural reclassified 
hospital wage index independently by 

excluding all other reclassified hospitals 
from the calculation instead of CMS 
blending the data of all § 412.103 
reclassified hospitals with data from 
geographically rural hospitals. 

Response: We agree with the 
commenter that there is a need for a 
rural floor that is calculated separately 
(without the data of hospitals with 
§ 412.103 redesignations) from a 
reclassified rural wage index, which is 
calculated including the data of 
hospitals with § 412.103 redesignations 
if including that wage data raises the 
state’s rural wage index. In response to 
the commenter’s concern that a hospital 
may receive a lower wage index as a 
result of its § 412.103 reclassification if 
the rural wage index is lower than the 
wage index of the hospital’s geographic 
CBSA, we note that obtaining a 
§ 412.103 redesignation is a completely 
voluntary process that hospitals may 
undertake for a variety of reasons. It 
behooves a hospital to consider all 
payment implications, including those 
on their wage index, prior to 
reclassifying under § 412.103. We 
further note that a hospital may mitigate 
the wage index impact of a § 412.103 
rural reclassification by obtaining an 
MGCRB reclassification, including to its 
geographic area, which it can decide to 
keep or withdraw depending on the 
proposed rule wage indexes for its 
reclassified or geographic area 
compared to their state’s rural area. 
Finally, we are aware of many hospitals 
that obtain § 412.103 redesignations in 
order to raise their state’s rural wage 
index. In such cases, it is a reasonable 
assumption that hospitals consider prior 
to reclassifying under § 412.103 whether 
potentially lowering their own wage 
indexes is worthwhile in order to raise 
the state’s rural wage index. For these 
reasons, we do not believe that it is 
necessary to change the calculation of 
the rural reclassified hospital wage 
index, as the commenter suggests, in an 
attempt to mitigate possible wage index 
reductions that hospitals may 
experience as a result of reclassifying 
under § 412.103. 

2. State Frontier Floor for FY 2021 
Section 10324 of Public Law 111–148 

requires that hospitals in frontier States 
cannot be assigned a wage index of less 
than 1.0000. (We refer readers to the 
regulations at 42 CFR 412.64(m) and to 
a discussion of the implementation of 
this provision in the FY 2011 IPPS/ 
LTCH PPS final rule (75 FR 50160 
through 50161).) In the FY 2021 IPPS/ 
LTCH PPS proposed rule (85 FR 32715), 
we did not propose any changes to the 
frontier floor policy for FY 2021. In the 
proposed rule, we stated that 45 

hospitals would receive the frontier 
floor value of 1.0000 for their FY 2021 
wage index. These hospitals are located 
in Montana, North Dakota, South 
Dakota, and Wyoming. 

We did not receive any public 
comments on the application of the 
State frontier floor for FY 2021. In this 
final rule, 44 hospitals will receive the 
frontier floor value of 1.0000 for their 
FY 2021 wage index. These hospitals 
are located in Montana, North Dakota, 
South Dakota, and Wyoming. We note 
that while Nevada meets the criteria of 
a frontier State, all hospitals within the 
State currently receive a wage index 
value greater than 1.0000. 

The areas affected by the rural and 
frontier floor policies for the final FY 
2021 wage index are identified in Table 
2 associated with this final rule, which 
is available via the internet on the CMS 
website. 

3. Continuation of the Low Wage Index 
Hospital Policy 

To help mitigate wage index 
disparities, including those resulting 
from the inclusion of hospitals with 
rural reclassifications under 42 CFR 
412.103 in the rural floor, in the FY 
2020 IPPS/LTCH PPS final rule (84 FR 
42325 through 42339), we finalized 
policies to reduce the disparity between 
high and low wage index hospitals by 
increasing the wage index values for 
certain hospitals with low wage index 
values and doing so in a budget neutral 
manner through an adjustment applied 
to the standardized amounts for all 
hospitals, as well as by changing the 
calculation of the rural floor. We also 
provided for a transition in FY 2020 for 
hospitals experiencing significant 
decreases in their wage index values as 
compared to their final FY 2019 wage 
index, and made these changes in a 
budget neutral manner. 

We increase the wage index for 
hospitals with a wage index value below 
the 25th percentile wage index value for 
a fiscal year by half the difference 
between the otherwise applicable final 
wage index value for a year for that 
hospital and the 25th percentile wage 
index value for that year across all 
hospitals. We stated in the FY 2020 
IPPS/LTCH PPS final rule (84 FR 42326 
through 42328) that this policy will be 
effective for at least 4 years, beginning 
in FY 2020, in order to allow employee 
compensation increases implemented 
by these hospitals sufficient time to be 
reflected in the wage index calculation. 
Therefore, we stated in the proposed 
rule that this policy will continue in FY 
2021. Based on data for the proposed 
rule, we stated that, for FY 2021, the 
25th percentile wage index value across 
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all hospitals would be 0.8420. In order 
to offset the estimated increase in IPPS 
payments to hospitals with wage index 
values below the 25th percentile wage 
index value, we proposed to apply the 
budget neutrality adjustment in the 
same manner as we applied it in FY 
2020, as a uniform budget neutrality 
factor applied to the standardized 
amount. 

In addition, in the FY 2020 IPPS/ 
LTCH PPS final rule (84 FR 42332 
through 42336), we removed urban to 
rural reclassifications from the 
calculation of the rural floor to prevent 
inappropriate payment increases under 
the rural floor due to rural 
reclassifications, such that, beginning in 
FY 2020, the rural floor is calculated 
without including the wage data of 
hospitals that have reclassified as rural 
under section 1886(d)(8)(E) of the Act 
(as implemented in the regulations at 
§ 412.103). Also, for the purposes of 
applying the provisions of section 
1886(d)(8)(C)(iii) of the Act, effective 
beginning in FY 2020, we remove the 
data of hospitals reclassified from urban 
to rural under section 1886(d)(8)(E) of 
the Act (as implemented in the 
regulations at § 412.103) from the 
calculation of ‘‘the wage index for rural 
areas in the State in which the county 
is located’’ as referred to in section 
1886(d)(8)(C)(iii) of the Act. As 
previously mentioned in section III.G.1. 
of this final rule, the rural floor for this 
FY 2021 final rule is calculated without 
the wage data of hospitals that have 
reclassified as rural under § 412.103. 

Lastly, for FY 2020, we placed a 5- 
percent cap on any decrease in a 
hospital’s wage index from the 
hospital’s final wage index in FY 2019 
(84 FR 42336 through 42338). We 
applied a budget neutrality adjustment 
to the standardized amount so that this 
transition policy was implemented in a 
budget neutral manner. We clarified in 
the FY 2020 IPPS/LTCH PPS final rule 
(84 FR 42337 through 42338) that this 
5-percent cap on wage index decreases 
applied to all hospitals that have any 
decrease in their wage indexes, 
regardless of the circumstance causing 
the decline, so that a hospital’s final 
wage index for FY 2020 will not be less 
than 95 percent of its final wage index 
for FY 2019. In light of the recent OMB 
updates described in section III.B.2. of 
this final rule, for FY 2021 we proposed 
to again cap any decreases in the wage 
index at 5 percent so that a hospital’s 
final wage index for FY 2021 will not be 
less than 95 percent of its final wage 
index for FY 2020, and to apply a 
budget neutrality adjustment for this 
transition policy in the same manner as 
in FY 2020. As previously mentioned, 

on September 14, 2018, OMB issued 
OMB Bulletin No. 18–04 which 
established revised delineations. 
Consistent with our past practice of 
implementing transition policies to help 
mitigate negative impacts on hospitals 
of certain wage index proposals, due to 
the revised OMB delineations, for FY 
2021 we proposed to again provide for 
a transition of a 5-percent cap on any 
decrease in a hospital’s wage index from 
the hospital’s final wage index from the 
prior fiscal year which would be FY 
2020. We refer readers to section 
III.B.2.c. and d. of the preamble of this 
final rule for a complete discussion of 
the wage index transition policy. 

Comments: We received comments 
supporting and opposing the 
continuation of the low wage index 
hospital policy. Many commenters 
thanked CMS for implementing this 
policy in FY 2020 in response to rural 
and other health care stakeholders’ 
requests that CMS address ‘‘circularity’’ 
in the wage index (the cyclical effect of 
hospitals with relatively high wages 
receiving higher reimbursement due to 
relatively high wage indexes, which 
allows them to afford paying higher 
wages) and halt the ‘‘death spiral’’ 
perpetuating wage index disparities 
where relatively low wage index 
hospitals are forced to keep wages low 
due to low Medicare reimbursements 
that lag behind areas with higher wage 
indexes. 

Other commenters opposed 
continuing the low wage index hospital 
policy in FY 2021. The commenters 
expressed that the policy fails to 
recognize the legitimate differences in 
geographic labor markets. Commenters 
also noted that there is no requirement 
for hospitals to use the increased 
reimbursement to boost employee 
compensation, and suggested CMS 
begin evaluating the cost report data 
filed by hospitals in the lowest quartile 
to ascertain whether the increased funds 
are being used to raise employee 
compensation in deciding whether to 
continue this policy for FY 2022. Some 
commenters stated that the data lag 
CMS described in its rationale applies 
equally to all hospitals, not only those 
in the lowest quartile. Commenters 
questioned CMS’s statutory authority to 
promulgate this policy under 42 U.S.C. 
1395ww(d)(3)(E), which requires the 
agency to adjust payments to reflect area 
difference in wages, because it 
artificially inflates wage index values 
and creates a wage index system not 
based on actual data. These commenters 
expressed that CMS is using the wage 
index as a policy vehicle, not as a 
technical correction, and needs 
Congressional authority to provide 

additional funding to low-wage 
hospitals. 

Response: We appreciate the many 
comments received in support of our 
policy to provide an increase in the 
wage index for hospitals with wage 
index values below the 25th percentile 
wage index value for a year (referred to 
as the low wage index hospital policy). 
We note that we did not propose any 
changes to this policy in the FY 2021 
IPPS/LTCH PPS proposed rule. As we 
stated in the FY 2020 IPPS/LTCH PPS 
final rule (84 FR 42331), the intent of 
the low wage index hospital policy is to 
increase the accuracy of the wage index 
as a technical adjustment and not to use 
the wage index as a policy vehicle. As 
we explained in the FY 2020 IPPS/ 
LTCH PPS final rule (84 FR 42327 
through 42328), we believe our low 
wage index hospital policy increases the 
accuracy of the wage index as a relative 
measure because it allows low wage 
index hospitals to increase their 
employee compensation in ways that we 
would expect if there were no lag in 
reflecting compensation adjustments in 
the wage index. 

In response to the commenters 
opposing our policy because the policy 
fails to recognize differences in 
geographic labor markets, we continue 
to believe, for the reasons stated in the 
FY 2020 IPPS/LTCH PPS final rule (84 
FR 42327–42328), that by preserving the 
rank order in wage index values, our 
policy continues to reflect meaningful 
distinctions between the employee 
compensation costs faced by hospitals 
in different geographic areas. 
Furthermore, as stated in the FY 2020 
IPPS/LTCH PPS final rule (84 FR 42327 
through 42328), and as noted above, we 
believe that the low wage index hospital 
policy increases the accuracy of the 
wage index as a relative measure of 
wages across different geographic 
regions because it allows low wage 
index hospitals to increase their 
employee compensation in ways that we 
would expect if there were no lag in 
reflecting compensation adjustments in 
the wage index. Thus, under the low 
wage index hospital policy, we believe 
the wage index for low wage index 
hospitals appropriately reflects the 
relative hospital wage level in those 
areas compared to the national average 
hospital wage level. As explained in the 
FY 2020 IPPS/LTCH PPS final rule (84 
FR 42331), because the low wage index 
hospital policy is based on the actual 
wages that we expect low wage 
hospitals to pay, it falls within the scope 
of the authority in section 1886(d)(3)(E) 
of the Act. We appreciate the 
commenters’ suggestions that CMS 
evaluate whether hospitals in the lowest 
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quartile increased employee 
compensation as a result of our low 
wage policy. As we stated in the FY 
2020 final rule (84 FR 42327), the future 
wage data from those hospitals will help 
us assess our reasonable expectation 
that low wage hospitals would increase 
employee compensation as a result of 
our low wage index hospital policy. We 
intend to assess whether the low wage 
index hospital policy has been effective 
in allowing hospitals to make 
adjustments in employee compensation, 
as the commenter suggested, based on 
wage data collected on hospitals’ cost 
reports for the years during which this 
policy is in effect. In response to the 
commenters asserting that the data lag 
applies equally to all hospitals, we agree 
that the 4 year data lag does not apply 
only to hospitals in the lowest quartile; 
however, we believe that circularity 
inherent in the data lag poses a 
particular problem for low wage 
hospitals. As we explained in the FY 
2020 IPPS/LTCH PPS final rule (84 FR 
42326 through 42328, 42331), we 
believe many low wage index hospitals 
have been prevented from increasing 
compensation because of the lag under 
our cost reporting process between the 
time hospitals increase employee 
compensation and the time these 
increases are reflected in the wage 
index. 

We refer readers to our discussion in 
the FY 2020 IPPS/LTCH PPS final rule 
(84 FR 42326–42332) for further 
discussion of the low wage index 
hospital policy and our responses to 
similar comments. 

Comment: Many commenters 
supported increasing the wage index 
values of low-wage hospitals, but urged 
CMS to do so in a non-budget-neutral 
manner. Commenters asserted that this 
redistribution is counterproductive to 
CMS’s larger goals of high quality care 
and healthcare access because it forces 
high-wage, mostly urban hospitals to 
bear the cost of supporting lower-wage 
hospitals. Some commenters stated that 
42 U.S.C. 1395ww(d)(5)(I) does not 
authorize budget neutrality adjustments 
to the national standardized amount, 
except for transfer cases. Commenters 
stated that the budget neutrality 
adjustment penalizes many hospitals, 
including rural hospitals. 

Other commenters asked that CMS 
ensure that the budget neutrality 
adjustment factor not apply to hospitals 
falling below the 25th percentile or 
revert to its FY 2020 proposal to 
decrease the wage index for hospitals 
with values above the 75th percentile. 
One commenter specifically pointed out 
that hospitals between the 22nd and the 
25th percentile are receiving an overall 

reduction because the amount of benefit 
received from the wage index boost is 
less than the reduction to the 
standardized rate. This commenter 
suggested CMS explore slightly 
reducing the labor share of those 
hospitals who have a wage index greater 
than 1.0000, or a graduated reduction to 
the standardized rate based on wage 
index percentile. 

Response: We disagree with the 
commenters that the low wage index 
hospital policy should be implemented 
in a non-budget neutral manner. As we 
stated in response to similar comments 
in the FY 2020 IPPS/LTCH PPS final 
rule, (84 FR 42331 and 42332), under 
section 1886(d)(3)(E) of the Act, the 
wage index adjustment is required to be 
implemented in a budget neutral 
manner. However, even if the wage 
index were not required to be budget 
neutral under section 1886(d)(3)(E) of 
the Act, we would consider it 
inappropriate to use the wage index to 
increase or decrease overall IPPS 
spending. As we stated in the FY 2020 
IPPS/LTCH PPS final rule (84 FR 
42331), the wage index is not a policy 
tool but rather a technical adjustment 
designed to be a relative measure of the 
wages and wage-related costs of 
subsection (d) hospitals. As a result, as 
we explained in the FY 2020 IPPS/ 
LTCH PPS final rule, if it were 
determined that section 1886(d)(3)(E) of 
the Act does not require the wage index 
to be budget neutral, we invoke our 
authority at section 1886(d)(5)(I) of the 
Act in support of such a budget 
neutrality adjustment. We have 
considered the commenters’ suggestion 
that we do not have authority under 
section 1886(d)(5)(I) of the Act to 
implement a budget neutrality 
adjustment to the national standardized 
amount, including the argument that 
such authority exists only with respect 
to transfer cases. Contrary to the 
commenters’ suggestion, and consistent 
with our response to a similar comment 
in the FY 2020 IPPS/LTCH PPS final 
rule, we believe that we have broad 
authority under section 1886(d)(5)(I) of 
the Act to promulgate a budget 
neutrality adjustment to the national 
standardized amount and that this 
authority is not limited to transfer cases. 
We refer readers to the full discussion 
of budget neutrality for the low wage 
index hospital policy in the FY 2020 
IPPS/LTCH PPS final rule (84 FR 
42328–42332). Regarding the 
commenters’ suggested alternatives, as 
we explained in the FY 2020 IPPS/ 
LTCH PPS final rule (84 FR 42331), 
stakeholders raised reasonable policy 
arguments that we think we should 

consider further regarding the 
relationship between a budget neutrality 
adjustment targeting high wage index 
hospitals and the design of the wage 
index to be a relative measure of the 
wages and wage-related costs of 
subsection (d) hospitals in the United 
States. For similar reasons, we believe 
the effects of other suggestions made by 
commenters, including suggestions to 
apply budget neutrality or to revise the 
labor related share or standardized 
amount in a way that targets certain 
subsets of hospitals, would need to be 
assessed further. With regard to the 
commenter’s assertion about a possible 
reduction to overall payment if the 
amount of benefit received from the 
wage index boost is less than the 
reduction to the standardized rate, we 
believe we have applied both the 
quartile policy and the budget neutrality 
policy appropriately. The quartile 
adjustment is applied to the wage index, 
which resulted in an increase to the 
wage index for hospitals below the 25th 
percentile. The budget neutrality 
adjustment is applied to the 
standardized amount in order to ensure 
that the low wage index hospital policy 
is implemented in a budget neutral 
manner. Thus, consistent with our 
current methodology for implementing 
wage index budget neutrality under 
section 1886(d)(3)(E) of the Act and 
with how we implemented budget 
neutrality for the low wage index 
hospital policy in FY 2020, we think it 
is appropriate to continue to apply a 
budget neutrality adjustment to the 
national standardized amount for all 
hospitals so that the low wage index 
hospital policy is implemented in a 
budget neutral manner for FY 2021. 

Comment: Many commenters urged 
CMS to develop a comprehensive, long- 
term approach to wage index reform in 
place of the policy finalized in the FY 
2020 rule. Several commenters 
suggested alternative solutions to 
address wage index disparities, 
including: Solutions to help hospitals 
with wages that are not rising at the 
pace of the national average; a national 
wage index floor for all hospitals; an 
urban wage index floor of 1.0000 for 
CBSAs located in a metropolitan area 
with a population of at least 5 million 
(funded by an adjustment to wage 
indexes of other similar metropolitan 
areas with substantially higher wage 
indexes); wage data audits to verify 
local labor prices; and limiting 
‘‘reclassification stacking’’ so that 
hospitals cannot reclassify as rural and 
then use the more relaxed requirements 
afforded to rural hospitals to reclassify 
to a higher wage index. Other 
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commenters recommended that CMS 
proactively address the effects of 
COVID–19, which the commenters 
believed would exacerbate wage index 
disparities, by excluding wage data 
collected during the public health 
emergency from future wage index 
calculations. Another commenter asked 
that an imputed rural floor be included 
in any effort to address disparities in the 
wage index, and that CMS reinstate the 
imputed floor immediately to more 
equitably reimburse hospitals in all- 
urban states considering the extensive 
time and effort involved in broader 
wage index reform. 

Response: We appreciate the 
commenters’ suggested alternatives. 
Because we consider these comments to 
be outside the scope of the FY 2021 
IPPS/LTCH PPS proposed rule, we are 
not addressing them in this final rule 
but may consider them in future 
rulemaking. 

Comment: Several commenters 
specifically supported CMS’s 
continuation of the policy from FY 2020 
to exclude the wage data of urban 
hospitals that reclassify to rural when 
calculating each state’s rural floor. 
Commenters expressed that the change 
to the calculation of the rural floor 
limits the ability of hospitals to game 
the system and supports the overall goal 
of making the wage index reflective of 
variances in labor markets. One 
commenter stated that excluding 
hospitals reclassified under § 412.103 
from the rural floor calculation narrows 
a loophole used by hospitals in some 
states to artificially increase the rural 
floor, which is paid for by hospitals in 
all states, and urged CMS to find more 
ways to use regulations to curtail the 
adverse effects of section 3141 of the 
Affordable Care Act. This commenter 
also requested that CMS publish an 
assessment of the state-specific effects of 
the rural floor on the IPPS wage index 
and on all prospective payment systems 
that are affected by the rural floor. 

Response: We appreciate the 
commenters’ support of our policy to 
exclude the wage data of hospitals 
reclassified under § 412.103 from the 
rural floor calculation. As stated in the 
FY 2020 IPPS/LTCH PPS final rule, we 
believe this policy is necessary and 
appropriate to address the unanticipated 
effects of rural reclassifications on the 
rural floor and the resulting wage index 
disparities, including the effects of the 
manipulation of the rural floor by 
certain hospitals (84 FR 42333 through 
42334). Regarding the commenter’s 
suggestion that CMS find ways to use 
regulations to curtail the adverse effects 
of nationwide budget neutrality, we 
believe this would be difficult to 

achieve without legislative action, as 
section 3141 of Public Law 111–148 
requires a national budget neutrality 
adjustment in implementing the rural 
floor. Finally, in response to the 
commenter’s request that CMS publish 
an assessment of the state-specific 
effects of the rural floor on the IPPS 
wage index and on all prospective 
payment systems that are affected by the 
rural floor, we refer the commenter to 
the impact analysis in Appendix A to 
this FY 2021 IPPS/LTCH PPS final rule. 
CMS specifically provides the impacts 
of the rural floor in section I.G.2 of 
Appendix A of this final rule, in Table 
1 ‘‘Impact Analysis of Final Changes to 
the IPPS for Operating Costs for FY 
2021’’ in Column (5) ‘‘Rural Floor with 
Application of National Rural Floor 
Budget Neutrality’’, including the 
impact by geographic region separately 
for rural and urban hospitals. In 
addition, CMS provides the rural floor 
wage index value for each state in Table 
3 of the proposed and final rules, as 
well as the national rural floor budget 
neutrality factor so that hospitals and 
public are aware of the impact of the 
rural floor on individual hospitals. CMS 
also provides public use data files in 
conjunction with the proposed and final 
rules that allow for additional analyses 
by different hospital characteristics, 
including at the state level. Analysis of 
the effects of the rural floor for all other 
payment systems besides IPPS and 
LTCH that are affected by the rural floor 
is outside the scope of the IPPS/LTCH 
PPS final rule. After consideration of the 
public comments received, for the 
reasons discussed in this final rule and 
in the FY 2021 IPPS/LTCH PPS 
proposed rule, we are finalizing our 
proposal, without modification, to apply 
a budget neutrality adjustment for our 
low wage index hospital policy in the 
same manner as we applied it in FY 
2020, as a uniform budget neutrality 
factor applied to the standardized 
amount. 

As we stated in the FY 2021 IPPS/ 
LTCH PPS proposed rule (85 FR 32715), 
we will continue to apply the policies 
we finalized in the FY 2020 IPPS/LTCH 
PPS final rule (84 FR 32715) to address 
wage index disparities—that is, the low 
wage index hospital policy, and the 
exclusion of the wage data of hospitals 
reclassified under section 1886(d)(8)(E) 
of the Act (as implemented in § 412.103) 
from the rural floor and from the 
calculation of ‘‘the wage index for rural 
areas in the State in which the county 
is located’’ as referred to in section 
1886(d)(8)(C)(iii) of the Act. For 
purposes of the low wage index hospital 
policy, based on the data for this final 

rule, for FY 2021, the 25th percentile 
wage index value across all hospitals is 
0.8465. 

H. FY 2021 Wage Index Tables 

In the FY 2016 IPPS/LTCH PPS final 
rule (80 FR 49498 and 49807 through 
49808), we finalized a proposal to 
streamline and consolidate the wage 
index tables associated with the IPPS 
proposed and final rules for FY 2016 
and subsequent fiscal years. Prior to FY 
2016, the wage index tables had 
consisted of 12 tables (Tables 2, 3A, 3B, 
4A, 4B, 4C, 4D, 4E, 4F, 4J, 9A, and 9C) 
that were made available via the 
internet on the CMS website. Effective 
beginning FY 2016, with the exception 
of Table 4E, we streamlined and 
consolidated 11 tables (Tables 2, 3A, 3B, 
4A, 4B, 4C, 4D, 4F, 4J, 9A, and 9C) into 
2 tables (Tables 2 and 3). As discussed 
in the FY 2019 IPPS/LTCH PPS final 
rule (83 FR 41380), beginning with FY 
2019, we added Table 4 which was 
titled and included a ‘‘List of Counties 
Eligible for the Out-Migration 
Adjustment under Section 1886(d)(13) 
of the Act’’ for the relevant fiscal year. 
In this FY 2021 IPPS/LTCH PPS final 
rule, we have included Table 4A which 
is titled ‘‘List of Counties Eligible for the 
Out-Migration Adjustment under 
Section 1886(d)(13) of the Act’’ and 
Table 4B titled ‘‘Counties redesignated 
under section 1886(d)(8)(B) of the Act 
(Lugar Counties).’’ We refer readers to 
section VI. of the Addendum to this 
final rule for a discussion of the wage 
index tables for FY 2021. 

I. Revisions to the Wage Index Based on 
Hospital Redesignations and 
Reclassifications 

1. General Policies and Effects of 
Reclassification and Redesignation 

Under section 1886(d)(10) of the Act, 
the Medicare Geographic Classification 
Review Board (MGCRB) considers 
applications by hospitals for geographic 
reclassification for purposes of payment 
under the IPPS. Hospitals must apply to 
the MGCRB to reclassify not later than 
13 months prior to the start of the fiscal 
year for which reclassification is sought 
(usually by September 1). However, we 
note that this deadline has been 
extended for applications for FY 2022 
reclassifications to 15 days after the 
public display date of the FY 2021 IPPS/ 
LTCH final rule at the Office of the 
Federal Register, using our authority 
under Section 1135(b)(5) the Act due to 
the COVID–19 Public Health 
Emergency. Generally, hospitals must be 
proximate to the labor market area to 
which they are seeking reclassification 
and must demonstrate characteristics 
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similar to hospitals located in that area. 
The MGCRB issues its decisions by the 
end of February for reclassifications that 
become effective for the following fiscal 
year (beginning October 1). The 
regulations applicable to 
reclassifications by the MGCRB are 
located in 42 CFR 412.230 through 
412.280. (We refer readers to a 
discussion in the FY 2002 IPPS final 
rule (66 FR 39874 and 39875) regarding 
how the MGCRB defines mileage for 
purposes of the proximity 
requirements.) The general policies for 
reclassifications and redesignations and 
the policies for the effects of hospitals’ 
reclassifications and redesignations on 
the wage index are discussed in the FY 
2012 IPPS/LTCH PPS final rule for the 
FY 2012 final wage index (76 FR 51595 
and 51596). We note that rural hospitals 
reclassifying under the MGCRB to 
another state’s rural area are not eligible 
for the rural floor, because the rural 
floor may apply to urban, not rural, 
hospitals. 

In addition, in the FY 2012 IPPS/ 
LTCH PPS final rule, we discussed the 
effects on the wage index of urban 
hospitals reclassifying to rural areas 
under 42 CFR 412.103. In the FY 2020 
IPPS/LTCH PPS final rule (84 FR 42332 
through 42336), we finalized a policy to 
exclude the wage data of urban 
hospitals reclassifying to rural areas 
under 42 CFR 412.103 from the 
calculation of the rural floor. Hospitals 
that are geographically located in States 
without any rural areas are ineligible to 
apply for rural reclassification in 
accordance with the provisions of 42 
CFR 412.103. 

On April 21, 2016, we published an 
interim final rule with comment period 
(IFC) in the Federal Register (81 FR 
23428 through 23438) that included 
provisions amending our regulations to 
allow hospitals nationwide to have 
simultaneous § 412.103 and MGCRB 
reclassifications. For reclassifications 
effective beginning FY 2018, a hospital 
may acquire rural status under § 412.103 
and subsequently apply for a 
reclassification under the MGCRB using 
distance and average hourly wage 
criteria designated for rural hospitals. In 
addition, we provided that a hospital 
that has an active MGCRB 
reclassification and is then approved for 
redesignation under § 412.103 will not 
lose its MGCRB reclassification; such a 
hospital receives a reclassified urban 
wage index during the years of its active 
MGCRB reclassification and is still 
considered rural under section 1886(d) 
of the Act and for other purposes. 

We discussed that when there is both 
a § 412.103 redesignation and an 
MGCRB reclassification, the MGCRB 

reclassification controls for wage index 
calculation and payment purposes. We 
exclude hospitals with § 412.103 
redesignations from the calculation of 
the reclassified rural wage index if they 
also have an active MGCRB 
reclassification to another area. That is, 
if an application for urban 
reclassification through the MGCRB is 
approved, and is not withdrawn or 
terminated by the hospital within the 
established timelines, we consider the 
hospital’s geographic CBSA and the 
urban CBSA to which the hospital is 
reclassified under the MGCRB for the 
wage index calculation. We refer readers 
to the April 21, 2016 IFC (81 FR 23428 
through 23438) and the FY 2017 IPPS/ 
LTCH PPS final rule (81 FR 56922 
through 56930) for a full discussion of 
the effect of simultaneous 
reclassifications under both the 
§ 412.103 and the MGCRB processes on 
wage index calculations. For a 
discussion on the effects of 
reclassifications under § 412.103 on the 
rural area wage index and the 
calculation of the rural floor, we refer 
readers to the FY 2020 IPPS/LTCH PPS 
final rule (84 FR 42332 through 42336). 

2. MGCRB Reclassification and 
Redesignation Issues for FY 2021 

a. FY 2021 Reclassification Application 
Requirements and Approvals 

As previously stated, under section 
1886(d)(10) of the Act, the MGCRB 
considers applications by hospitals for 
geographic reclassification for purposes 
of payment under the IPPS. The specific 
procedures and rules that apply to the 
geographic reclassification process are 
outlined in regulations under 42 CFR 
412.230 through 412.280. At the time 
this final rule was constructed, the 
MGCRB had completed its review of FY 
2021 reclassification requests. Based on 
such reviews, there are 392 hospitals 
approved for wage index 
reclassifications by the MGCRB starting 
in FY 2021. Because MGCRB wage 
index reclassifications are effective for 3 
years, for FY 2021, hospitals reclassified 
beginning in FY 2019 or FY 2020 are 
eligible to continue to be reclassified to 
a particular labor market area based on 
such prior reclassifications for the 
remainder of their 3-year period. There 
were 245 hospitals approved for wage 
index reclassifications in FY 2019 that 
will continue for FY 2021, and 269 
hospitals approved for wage index 
reclassifications in FY 2020 that will 
continue for FY 2021. Of all the 
hospitals approved for reclassification 
for FY 2019, FY 2020, and FY 2021, 
based upon the review at the time of 
this final rule, 895 hospitals are in a 

MGCRB reclassification status for FY 
2021 (with 90 of these hospitals 
reclassified back to their geographic 
location). 

Under the regulations at 42 CFR 
412.273, hospitals that have been 
reclassified by the MGCRB are 
permitted to withdraw their 
applications if the request for 
withdrawal is received by the MGCRB 
any time before the MGCRB issues a 
decision on the application, or after the 
MGCRB issues a decision, provided the 
request for withdrawal is received by 
the MGCRB within 45 days of the date 
that CMS’ annual notice of rulemaking 
is issued in the Federal Register 
concerning changes to the inpatient 
hospital prospective payment system 
and payment rates for the fiscal year for 
which the application has been filed. 
For information about withdrawing, 
terminating, or canceling a previous 
withdrawal or termination of a 3-year 
reclassification for wage index 
purposes, we refer readers to § 412.273, 
as well as the FY 2002 IPPS final rule 
(66 FR 39887 through 39888) and the FY 
2003 IPPS final rule (67 FR 50065 
through 50066). Additional discussion 
on withdrawals and terminations, and 
clarifications regarding reinstating 
reclassifications and ‘‘fallback’’ 
reclassifications were included in the 
FY 2008 IPPS final rule (72 FR 47333) 
and the FY 2018 IPPS/LTCH PPS final 
rule (82 FR 38148 through 38150). 

Comment: Several commenters 
requested additional time or an 
additional opportunity for hospitals to 
revise decisions to withdraw an 
approved MGCRB reclassification. The 
commenters explained that if the 
proposed labor market changes are not 
finalized, the provider may have 
inadvertently reduced the wage index 
that they would receive for FY 2021. 
One commenter acknowledged that this 
is a challenge every year as providers 
may or may not know the actions of 
other providers, however, the 
commenter asked for more time for 
hospitals to make MGCRB elections 
after the final rule given the challenges 
that many providers are currently facing 
financially and the potential for CMS to 
not finalize the revised labor markets. 

Response: We maintain that 
information provided in the proposed 
rule constitutes the best available data 
to assist hospitals in making 
reclassification decisions. In addition, 
section 1886(d)(8)(D) of the Act requires 
the Secretary to adjust the standardized 
amounts to ensure that aggregate 
payments under the IPPS after 
implementation of the provisions of 
certain sections of the Act, including 
section 1886(d)(10) of the Act for 
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geographic reclassifications by the 
MGCRB, are equal to the aggregate 
prospective payments that would have 
been made absent these provisions. If 
hospitals were to withdraw or terminate 
reclassification statuses after the 
publication of the final rule, as the 
commenter suggested CMS permit, any 
resulting changes in the wage index 
would not have been taken into account 
when calculating the IPPS standardized 
amounts in the final rule in accordance 
with the statutory budget neutrality 
requirement. Therefore, it is necessary 
that the values published in the final 
rule represent the final wage index 
values reflective of reclassification 
decisions. 

Comment: Commenters pointed out 
that if CMS does not publish the IPPS 
final rule until September 1, 2020, the 
3-year average hourly wage information 
that hospitals will need to submit an FY 
2022 MGCRB application will be 
unavailable by the statutory deadline of 
September 1, 2020 for applications to be 
submitted for FY 2022 to the MGCRB. 
The commenters urged CMS to make the 
final rule data available by August 1 or 
provide guidance by that date, use its 
authority under section 1135 of the Act 
to extend the deadline for hospitals to 
submit geographic reclassification 
applications, or allow hospitals to 
submit incomplete applications to the 
MGCRB by September 1 that could be 
supplemented later when the final 3- 
year average hourly wage data is 
available. 

Response: The commenters are correct 
that under section 1886(d)(10)(C)(ii) of 
the Act, geographic reclassification 
applications for FY 2022 are due to the 
Medicare Geographic Classification 
Review Board (MGCRB) by September 1, 
2020. Under 42 CFR 412.230(d)(2), the 
3-year average hourly wage provided in 
the FY 2021 IPPS final rule is used for 
FY 2022 geographic reclassification 
applications. We understand that 
hospitals need the 3-year average hourly 
wage data to complete their MGCRB 
reclassification applications. Therefore, 
we made the 3-year average hourly wage 
file available on August 5, 2020, in 
advance of the final rule at https://
www.cms.gov/Medicare/Medicare-Fee- 
for-Service-Payment/ 
AcuteInpatientPPS/Wage-Index-Files 
and notified hospitals that this file is 
available via a Medicare Learning 
Network (MLN) Connects list-serve 
message on August 13, 2020 as well as 
by contacting national hospital 
associations. 

Additionally, we used our authority 
under section 1135 of the Act to extend 
the deadline for hospitals to submit 
geographic reclassification applications 

for reclassifications beginning in FY 
2022, as the commenters suggested. Due 
to the COVID–19 Public Health 
Emergency (PHE), under the authority of 
section 1135(b)(5) the Act, CMS 
modified the September 1 deadline to be 
15 days after the public display date of 
the FY 2021 IPPS/LTCH final rule at the 
Office of the Federal Register. We 
notified hospitals about this extension 
via the CMS MGCRB Application 
website, https://www.cms.gov/ 
Regulations-and-Guidance/Review- 
Boards/MGCRB, and by updating the 
Emergency Declaration Blanket Waivers 
at https://www.cms.gov/files/document/ 
summary-covid-19-emergency- 
declaration-waivers.pdf. 

Comment: We received a comment 
requesting CMS to revise its 
interpretation of section 
1886(d)(8)(C)(ii) of the Act. Section 
1886(d)(8)(C)(ii) of the Act requires CMS 
to evaluate the effects of wage index 
reclassification on a State’s rural wage 
index, and to not exclude the data of 
hospitals reclassified under section 
1886(d)(8)(B) or (d)(10) of the Act from 
the calculation of the rural wage index 
if excluding such data would reduce the 
rural wage index. The commenter 
pointed to the FY 2010 IPPS/LTCH PPS 
final rule (74 FR 43838) in which CMS 
states that its longstanding policy is to 
consider reclassified hospitals as a 
group in deciding whether to include or 
exclude their data from the rural wage 
index calculation pursuant to section 
1886(d)(8)(C)(ii) of the Act. The 
commenter claimed that CMS’s 
interpretation of section 
1886(d)(8)(C)(ii) of the Act is 
inconsistent with the plain reading of 
the statute, and results in the reduction 
of wage index values for rural hospitals 
in the State of New Hampshire. The 
commenter contended that the statute’s 
use of ‘‘or’’ in listing the types of 
reclassification considered under the 
statute requires CMS to evaluate the 
effects of MGCRB reclassifications 
under section 1886(d)(10) of the Act 
separately and independently from the 
effects of reclassifications under section 
1886(d)(8)(B) of the Act before 
determining whether any hospital’s data 
should or should not be excluded from 
the rural wage index. The commenter 
stated that excluding rural hospitals 
with MGCRB reclassifications and not 
excluding ‘‘Lugar’’ hospitals (including 
hospitals deemed urban under section 
601(g) of Pub. L. 98–21) from the rural 
wage index would result in a greater 
wage index value than would be 
calculated by excluding all reclassified 
rural hospitals. Therefore, the 
commenter contended that the rural 

wage index should be based on average 
hourly wage data for three hospitals 
(two rural hospitals with no form of 
reclassification, and one deemed urban 
hospital) while excluding the data for a 
fourth geographically rural hospital 
with an active MGCRB reclassification. 
The commenter also questioned CMS’ 
wage index calculation methodologies 
in response to an email exchange with 
CMS earlier in the year. 

Response: We do not agree that our 
interpretation of section 
1886(d)(8)(C)(ii) of the Act is 
inconsistent with the plain reading of 
the statute. As we stated in the FY 2010 
IPPS/LTCH PPS final rule (74 FR 
43838), given the statutory language 
referring to ‘‘hospitals’’ in the plural 
under section 1886(d)(8)(C)(i) and 
1886(d)(8)(C)(ii) of the Act, our 
longstanding policy is to consider 
reclassified hospitals as a group in 
deciding whether to include or exclude 
their data from both the urban and rural 
wage index calculations. For the FY 
2021 New Hampshire rural wage index 
calculation, we excluded the wage 
index for the two reclassified hospitals 
located in rural counties, since doing so 
would not reduce the rural wage index. 
We believe that CMS’s longstanding 
policy in applying this statute is both a 
permissible and reasonable 
interpretation of the statute. Both 
reclassification under sections 
1886(d)(10) and 1886(d)(8)(B) of the Act 
serve the same essential wage index 
functions, that is, assigning a hospital a 
wage index value for a nearby labor 
market area, and thus we think our 
current application of section 
1886(d)(8)(C)(ii) of the Act is reasonable. 
We do not believe section 
1886(d)(8)(C)(ii) of the Act requires that 
such reclassifications be considered 
separately and independently for 
purposes of applying the rural wage 
index ‘‘hold harmless’’ policy in that 
section. Therefore, we are not altering 
our current application of that statute. 
Finally, in regards to the commenter’s 
questions in response to an email 
exchange with CMS earlier in the year, 
CMS previously clarified an error 
included in that initial email exchange, 
which we believe resolved the 
commenter’s question regarding the 
rural wage index calculation 
methodology. 

b. Hospitals With One or Two Years of 
Wage Data Seeking MGCRB 
Reclassification 

We proposed to modify the regulation 
at § 412.230(d)(2)(ii)(A) to clarify that a 
hospital may qualify for an individual 
wage index reclassification by the 
MGCRB under § 412.230 to another 
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labor market area if the hospital only 
has 1 or 2 years of wage data. Section 
412.230(d)(2)(ii)(A) provides that, for 
hospital-specific wage data, a hospital 
must provide a weighted 3-year average 
of its average hourly wages using data 
from the CMS hospital wage survey 
used to construct the wage index. In the 
proposed rule (85 FR 32717), we noted 
that in certain circumstances, such as 
that of a new hospital, a hospital may 
not have 3 years of published wage data 
within the applicable 3-year average 
hourly wage period used by the 
MGCRB. In such cases, it has been 
CMS’s longstanding policy that a 
hospital must accumulate at least 1 year 
of wage data within the applicable 3- 
year average hourly wage period used 
by the MGCRB, in order to apply for 
individual reclassification. In the 
proposed rule, we stated that we were 
concerned that this policy may not be 
clear in the current regulation text at 
§ 412.230(d)(2)(ii)(A), and we proposed 
to revise § 412.230(d)(2)(ii)(A) to clarify 
this. For hospitals that have 
accumulated fewer than 3 years of wage 
data within the applicable 3-year 
average hourly wage period used by the 
MGCRB, the appropriate hospital- 
specific wage data to be used by an 
applicant under § 412.230(d) is either 
the single year of published wage data 
(if the hospital has accumulated just 1 
year of wage data), or, if applicable, the 
weighted average of its 2 years of wage 
data within the 3-year period reviewed 
by the MGCRB. Although 
§ 412.230(d)(2)(iv) reflects this 
longstanding policy as it pertains to new 
providers, we noted that this policy has 
not been limited to new providers. 
Section 412.230(d)(2)(iv) specifies that if 
a new owner does not accept 
assignment of the hospital’s provider 
agreement, the hospital is considered a 
new provider with a new provider 
number, and the wage data associated 
with the previous hospital’s provider 
number cannot be used to calculate the 
new hospital’s 3-year average hourly 
wage. Section 412.230(d)(2)(iv) further 
states that, in this case, the new hospital 
would be eligible to apply for an 
individual MGCRB reclassification after 
accumulating at least 1 year of wage 
data (we refer readers to the FY 2003 
IPPS/LTCH final rule (67 FR 50066) for 
further discussion of this policy). As 
previously noted, however, we have not 
limited this wage data policy to new 
providers, and thus we proposed to 
revise § 412.230(d)(2)(ii)(A) to clarify 
this. Specifically, we proposed to 
reformat § 412.230(d)(2)(ii)(A) so that it 
consists of two paragraphs (paragraphs 
(d)(2)(ii)(A)(1) and (2)), and to include 

new language in new 
§ 412.230(d)(2)(ii)(A)(2) stating that once 
a hospital has accumulated at least 1 
year of wage data in the applicable 3- 
year average hourly wage period used 
by the MGCRB, the hospital is eligible 
to apply for reclassification based on 
those data. We further stated in the 
proposed rule that, consistent with our 
current policy, hospitals without wage 
data or that have accumulated less than 
1 year of wage data would not be 
eligible for individual wage index 
reclassification. 

Comment: We received multiple 
comments in support of this proposal. 

Response: We appreciate commenters’ 
support of our proposed revisions to 
§ 412.230(d)(2)(ii)(A). 

After consideration of comments 
received, for the reasons discussed in 
this final rule and in the FY 2021 IPPS/ 
LTCH PPS proposed rule, we are 
finalizing our proposed revisions to 
§ 412.230(d)(2)(ii)(A) without 
modification. Specifically, we are 
reformatting § 412.230(d)(2)(ii)(A) so 
that it consists of two paragraphs 
(paragraphs (d)(2)(ii)(A)(1) and (2)), and 
including new language in new 
§ 412.230(d)(2)(ii)(A)(2) stating that once 
a hospital has accumulated at least 1 
year of wage data in the applicable 3- 
year average hourly wage period used 
by the MGCRB, the hospital is eligible 
to apply for reclassification based on 
those data. 

c. Effects of Implementation of Revised 
OMB Labor Market Area Delineations 
on Reclassified Hospitals 

(1) Assignment Policy for Hospitals 
Reclassified to CBSAs Where One or 
More Counties Move to a New or 
Different Urban CBSA 

We stated in the proposed rule (85 FR 
32717) that because hospitals that have 
been reclassified beginning in FY 2019, 
2020, or 2021 were reclassified based on 
the current labor market delineations, if 
we adopt the revised OMB delineations 
based on the OMB Bulletin No. 18–04 
beginning in FY 2021, the areas to 
which they have been reclassified, or 
the areas where they are located, may 
change. We stated that under the revised 
OMB delineations, some existing CBSAs 
would be reconfigured. Hospitals with 
current reclassifications were 
encouraged to verify area wage indexes 
on Table 2 in the appendix of proposed 
rule, and confirm that the areas to 
which they have been reclassified for 
FY 2021 would continue to provide a 
higher wage index than their geographic 
area wage index. We stated that 
hospitals could withdraw or terminate 
their FY 2021 reclassifications by 

contacting the MGCRB within 45 days 
from the date the proposed rule was 
issued in the Federal Register 
(§ 412.273(c)). 

As we stated in the proposed rule, in 
some cases, adopting the revised OMB 
delineations would result in counties 
splitting apart from CBSAs to form new 
CBSAs, or counties shifting from one 
CBSA designation to another CBSA. We 
noted that reclassifications granted 
under section 1886(d)(10) of the Act are 
effective for 3 fiscal years so that a 
hospital or county group of hospitals 
would be assigned a wage index based 
upon the wage data of hospitals in a 
nearby labor market area for a 3-year 
period. We explained that if CBSAs are 
split apart, or if counties shift from one 
CBSA to another under the revised OMB 
delineations, we must determine which 
reclassified area to assign to the hospital 
for the remainder of a hospital’s 3-year 
reclassification period if the area to 
which the hospital reclassified split or 
had counties shift to another new or 
modified urban CBSA. 

Consistent with the policy CMS 
implemented in the FY 2005 IPPS final 
rule (69 FR 49054 through 49056) and 
in the FY 2015 IPPS final rule (79 FR 
49973 through 49977), for FY 2021, we 
stated in the proposed rule (85 FR 
32717) that if a CBSA would be 
reconfigured due to adoption of the 
revised OMB delineations and it would 
not be possible for the reclassification to 
continue seamlessly to the reconfigured 
CBSA, we believe it would be 
appropriate for us to determine the best 
alternative location to reassign current 
reclassifications for the remaining 3 
years. Therefore, to maintain the 
integrity of a hospital’s 3-year 
reclassification period, we proposed 
that current geographic reclassifications 
(applications approved effective for FY 
2019, FY 2020, or FY 2021) that would 
be affected by CBSAs that are split apart 
or counties that shift to another CBSA 
under the revised OMB delineations, 
would ultimately be assigned to a CBSA 
under the revised OMB delineations 
that contains at least one county from 
the reclassified CBSA under the current 
FY 2020 definitions, and would be 
generally consistent with rules that 
govern geographic reclassification. That 
is, consistent with the policy finalized 
in FY 2015 (79 FR 49973), we proposed 
a policy that affected reclassified 
hospitals be assigned to a CBSA that 
would contain the most proximate 
county that—(1) is located outside of the 
hospital’s FY 2021 geographic labor 
market area, and (2) is part of the 
original CBSA (as of FY 2020) to which 
the hospital is reclassified. (We also 
noted that we made a minor 
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modification to this proposed 
assignment policy for certain hospitals 
currently reclassified to their current 
geographic CBSA (that is, we stated that 
we would not require these 
reclassifications to be assigned to a 
CBSA outside the hospital’s FY 2021 
geographic labor market area)). As we 
explained in the proposed rule, we 
believe that assigning reclassifications 
to the CBSA that contains the nearest 
county that meets the aforementioned 
criteria satisfies the statutory 
requirement at section 1886(d)(10)(v) of 
the Act by maintaining reclassification 
status for a period of 3 fiscal years, 
while generally respecting the 
longstanding principle of geographic 
proximity in the labor market 
reclassification process. For county 
group reclassifications, we stated that 
we would follow our proposed policy, 
as previously discussed, except that, for 
county group reclassifications, we 
proposed to reassign hospitals in a 
county group reclassification to the 
CBSA under the revised OMB 
delineations that contains the county to 
which the majority of hospitals in the 
group reclassification are geographically 
closest. We also proposed to allow such 
hospitals, or county groups of hospitals, 
to submit a request to the wageindex@
cms.hhs.gov mailbox for reassignment to 
another CBSA that would contain a 
county that is part of the current FY 

2020 CBSA to which it is reclassified if 
the hospital or county group of hospitals 
can demonstrate compliance with 
applicable reclassification proximity 
rules, as described later in this section. 

In the proposed rule (85 FR 32718), 
we recognized that the proposed 
reclassification reassignment policy, as 
previously described, for hospitals that 
are reclassified to CBSAs that would 
split apart or to counties that would 
shift to another CBSA under the revised 
OMB delineations may result in the 
reassignment of the hospital for the 
remainder of its 3-year reclassification 
period to a CBSA having a lower wage 
index than the wage index that would 
have been assigned for the reclassified 
hospital in the absence of the adoption 
of the revised OMB delineations. 
Therefore, as discussed in section 
III.B.2.e. of the preamble of the 
proposed rule, as a transition, we 
proposed to continue to apply for FY 
2021 a 5-percent cap on any decrease in 
a hospital’s wage index from the 
hospital’s final wage index for the prior 
fiscal year. In other words, we stated we 
would apply a 5 percent cap in FY 2021 
on any decrease in a hospital’s wage 
index compared to its final wage index 
for FY 2020. We explained that we 
believe that this transitional wage index 
would mitigate significant negative 
payment impacts for FY 2021, and 
would afford hospitals adequate time to 

fully assess any additional 
reclassification options available to 
them. 

We noted that if the CBSA to which 
a hospital is reclassified experiences 
only a change in name and/or number, 
(in other words, a county (or county 
equivalent) did not move to a new or 
different CBSA), we considered the 
CBSA, and associated reclassifications, 
to remain unchanged. For example, we 
noted that any hospital reclassified to 
current CBSA 19380 (Dayton, OH), 
39140 (Prescott, AZ) or 43524 (Silver 
Spring-Frederick-Rockville, MD) would 
have its reclassification transferred to 
the equivalent CBSA 19430 (Dayton- 
Kettering, OH), 39150 (Prescott Valley- 
Prescott, AZ), and 23224 (Frederick- 
Gaithersburg-Rockville, MD), 
respectively. 

In the proposed rule (85 FR 32718), 
we provided the following Table 1 
which sets forth a list of current FY 
2020 CBSAs (column 1) where one or 
more counties would be relocated to a 
new or different urban CBSA. We stated 
that hospitals with MGCRB 
reclassifications into the CBSAs in 
column 1 would be subject to the 
proposed reclassification assignment 
policy. The third column of ‘‘eligible’’ 
CBSAs lists all revised CBSAs that 
contain at least one county that is part 
of the current FY 2020 CBSA (in column 
1). 

In the proposed rule, we provided the 
following Table 2 which lists all 
hospitals subject to our proposed 
reclassification assignment policy and 
where their reclassifications would be 
assigned for FY 2021 under this policy. 
We stated in the proposed rule that the 
table lists reclassifications that would be 
in effect for FY 2021 under our 

proposed policy, and included in Table 
2 in the addendum of the proposed rule. 
We stated that the table also includes 
reclassifications (noted by an asterisk on 
the ‘‘MGCRB Case Number’’) that were 
approved in FY 2019 or FY 2020 and are 
superseded by a new FY 2021 
reclassification. We explained that these 
prior year reclassifications, frequently 

referred to as ‘‘fallback’’ 
reclassifications, may become active if 
the subsequent FY 2021 reclassification 
is withdrawn. (We noted that the table 
did not include hospitals currently 
reclassified to their ‘‘home’’ geographic 
area, which were discussed in a separate 
section of the proposed rule). 
BILLING CODE 4120–01–P 
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BILLING CODE 4120–01–C 

We stated in the proposed rule (85 FR 
32720) that if a hospital that is subject 
to the proposed reclassification 
assignment policy discussed earlier in 
this section wished to be reassigned to 
another eligible CBSA (that is, to a 
CBSA other than the CBSA to which 
their reclassification would be assigned 
under the proposed reclassification 
assignment policy and that contains at 
least one county from the CBSA to 
which they are reclassified for FY 2020) 
for which they meet the applicable 
proximity criteria, they could request 
reassignment within 45 days from the 
date the proposed rule is placed on 
display at the Federal Register. We 
stated that hospitals must send a request 
to WageIndex@cms.hhs.gov and provide 
documentation establishing that they 
meet the requisite proximity criteria for 
reassignment to an another eligible 
CBSA that contains one or more 
counties from the CBSA to which they 
are currently reclassified for FY 2020. 
For purposes of clarification, we note 
that the phrase ‘‘CBSA to which they are 
currently reclassified for FY 2020’’ 
refers to the CBSA to which the hospital 
currently has an approved 
reclassification as that CBSA was 
configured in FY 2020. We explained 
that we believe this option of allowing 
these hospitals to submit a request to 
CMS would provide hospitals with 
greater flexibility with respect to their 
reclassification reassignment, while 

ensuring that the proximity 
requirements are met. We further 
explained that we believe that where the 
proximity requirements are met, the 
reclassified wage index would be 
consistent with the labor market area to 
which the hospitals were originally 
approved for reclassification. Thus, we 
stated that a hospital that is subject to 
our proposed reclassification 
assignment policy may request to 
reassign an individual reclassification to 
any CBSA that contains a county from 
the CBSA to which it is currently 
reclassified. However, we noted that to 
be reassigned to an area that is not the 
most proximate to the hospital, we 
believe it is necessary that the hospital 
demonstrates that it complies with the 
applicable proximity criteria. We stated 
that if a hospital cannot demonstrate 
proximity to a different eligible CBSA, 
the hospital would not be considered for 
reclassification to that labor market area, 
and the reclassification would remain 
with the CBSA assigned under the 
proposed reclassification assignment 
policy described earlier in this section. 
We stated that in the case of a county 
group reclassification, all requests for 
reassignment must include all active 
hospitals (that is, excluding any hospital 
that has since closed or converted to a 
different provider type) included on the 
original MGCRB reclassification 
application. We further explained that 
county groups must also demonstrate 

that they meet the appropriate 
proximity requirements, including, for 
rural county groups, being adjacent to 
the MSA to which they seek 
redesignation (§ 412.232(a)(1)(ii)), and 
for urban county groups, being in the 
same Combined Statistical Area or Core- 
Based Statistical Area as the urban area 
to which they seek redesignation 
(§ 412.234(a)(3)(iv)). 

We stated that all hospital requests for 
reassignment should contain the 
hospital’s name, address, CCN, and 
point of contact information, and all 
requests must be sent to WageIndex@
cms.hhs.gov. We stated that changes to 
a hospital’s CBSA assignment on the 
basis of a hospital’s disagreement with 
our determination of closest county, or 
on the basis of being granted a 
reassignment due to meeting applicable 
proximity criteria to an alternate eligible 
CBSA would be announced in the FY 
2021 IPPS/LTCH PPS final rule. 

We received three timely requests for 
reassignment to the WageIndex@
cms.hhs.gov mailbox. CCN 310051 
requested reassignment of MGCRB case 
19C0135 from CBSA 35154 to 35614. 
CCN 390162 requested reassignment of 
MGCRB case 21C0350 from CBSA 35084 
to 35154. Both these requests included 
adequate documentation to determine 
that the hospitals met the applicable 
proximity requirements for 
reassignment to an eligible CBSA. These 
requests are approved, and are listed in 
final Table 2 provided later in this 
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section and reflected in Table 2 of the 
addendum to the this final rule. We note 
these reassignments will be in effect for 
FY 2021 and any remaining years the 
reclassification. A third request was 
received from CCN 390027 (MGCRB 
case number 21C0393) to be reassigned 
to either CBSA 35614 or to CBSA 12100. 
The request did not provide adequate 
documentation to determine that the 
hospital met applicable proximity 
requirements to CBSA 35614, and as 
described in final Table 1 provided later 
in this section, CBSA 12100 is not an 
eligible CBSA for a reclassification 
approved to CBSA 35614. Therefore, 
this request is denied. 

Comment: Multiple commenters 
noted that hospitals that were approved 
for reclassification to the current CBSA 
35614 (New York City-Jersey City-White 
Plains, NY-NJ) were assigned to a 
different CBSA under CMS’s proposed 
reclassification assignment policy. 
These commenters contended that if the 
revised delineations are finalized, the 
approved reclassifications to CBSA 
35614 would be inappropriately 
modified by CMS. The commenters 
further contended that hospitals that 
have been approved for reclassification 
to that CBSA must be reclassified to that 
specific CBSA. The commenters stated 
that section 1886(d)(10)(D)(v) of the Act, 
requires that a reclassification ‘‘shall be 
effective for a period of 3 fiscal years.’’ 
A commenter stated that through this 
provision, Congress specifically 
removed CMS’ discretion to terminate 
or modify the approved reclassification. 
Another commenter stated that by 
assigning an approved reclassification 
from CBSA 35614 to the CBSA 35154 
(New Brunswick-Lakewood, NJ), CMS is 
violating its own regulations since 
§ 412.230(a)(5)(i) prohibits hospitals 
from reclassifying to a CBSA with a 
lower 3-year hourly wage. Citing the 
severe financial implications for these 
hospitals, commenters requested CMS 
to reinstate the reclassifications to CBSA 
35614 or provide hospitals with the 
opportunity to reapply to a different 
CBSA, effective for FY 2021. 

Response: As we discussed in the 
proposed rule, under the revised OMB 
delineations, some existing CBSAs 
would be reconfigured by counties 
splitting apart from CBSAs to form new 
CBSAs, or counties shifting from one 
CBSA designation to another CBSA. As 
we further explained in the proposed 
rule, if a hospital is reclassified to a 
CBSA that would be reconfigured in this 
manner under the revised delineations, 
such that the CBSA, as configured in FY 
2020, no longer exists, we must 
determine which reclassified area to 
assign to the hospital for the remainder 

of the hospital’s 3 year reclassification 
period. We believe that our proposal to 
assign affected reclassified hospitals to 
the CBSA that would contain the most 
proximate county that (1) is located 
outside the hospital’s proposed FY 2021 
geographic labor market area, and (2) is 
part of the CBSA to which the hospital 
currently has an approved 
reclassification (as configured in FY 
2020) satisfies the requirement of 
section 1886(d)(10)(D)(v) of the Act by 
allowing the hospital to retain 
reclassification status for a period of 
three fiscal years, while generally 
respecting the longstanding principle of 
geographic proximity in the geographic 
reclassification process. The New York- 
Jersey City-White Plains, NY-NJ 
metropolitan division of the New York- 
Newark-Jersey City, NY-NJ MSA is 
listed as CBSA 35614 in both the 
current and the revised labor market 
delineations. However, CMS has 
determined that the configuration of the 
CBSA would be fundamentally altered 
between FY 2020 and FY 2021 under 
the revised OMB delineations. As 
discussed in section III.A.2.b of this 
final rule, under the revised OMB 
delineations, three counties in New 
Jersey (Ocean, Monmouth, and 
Middlesex Counties) and one county in 
NY (Orange County, NY) were split off 
from CBSA 35614 into a different urban 
CBSA. While the modifications to CBSA 
35614 did not result in a name or 
number change, as discussed previously 
in this section, CBSA names and 
identification numbers are not the basis 
for determining whether the proposed 
reclassification assignment policy 
applies. Because the configuration of 
CBSA 35614 would be altered under the 
revised OMB delineations, we believe 
current reclassifications to this CBSA 
are appropriately subject to our 
proposed reclassification assignment 
policy as discussed above. We agree 
with commenters that CMS is obligated 
by the statute to maintain 
reclassification status for a period of 3 
years after approval. However, since the 
CBSA to which the hospitals were 
approved has been reconfigured, we 
believe the FY 2020 CBSA 35614 is not 
the same entity as the revised FY 2021 
CBSA. Consistent with the policy CMS 
implemented in the FY 2005 IPPS final 
rule (69 FR 49054 through 49056) and 
in the FY 2015 IPPS final rule (79 FR 
49973 through 49977), for FY 2021, we 
believe our proposed reclassification 
assignment policy appropriately 
satisfies the requirement of section 
1886(d)(10)(D)(v) of the Act by allowing 
the hospital to retain reclassification 
status for a period of three fiscal years, 

while generally respecting the 
longstanding principle of geographic 
proximity in the geographic 
reclassification process. This proposed 
reclassification assignment policy 
allows the hospital to continue its three 
year reclassification where, under the 
revised OMB delineations, the 
reclassified CBSA originally approved 
by the MGCRB no longer exists. Of the 
hospitals with a current approved 
reclassification to CBSA 35614 that 
were assigned to a CBSA other than 
CBSA 35614 (excluding CCN 310051 
that was reassigned to CBSA 35614, as 
discussed previously), none meet the 
applicable proximity criteria under the 
revised OMB delineations to be 
approved to CBSA 35614. For example, 
one hospital that was originally 
approved for reclassification to CBSA 
35614 by being located 14.8 miles from 
the border of CBSA 35614, is now 
located over 80 miles from the revised 
CBSA. If such a reclassification was 
assigned to CBSA 35614, we believe this 
outcome would be inconsistent with the 
proximity rules that govern 
reclassifications. 

Regarding the comment that our 
policy violates the regulations at 
§ 412.230(a)(5)(i) that prohibit hospitals 
from reclassifying to a CBSA with a 
lower pre-reclassified average hourly 
wage, we do not agree that this 
regulation would be violated through 
application of our proposed 
reclassification assignment policy. The 
regulations at § 412.230 apply at the 
time individual hospitals initially seek 
reclassification to another area via 
application to the MGCRB. The 
reclassification assignment policy, as 
described in this section, is not an 
initial reclassification based on an 
application. Rather, we are assigning 
already existing approved 
reclassifications to other appropriate 
areas in a consistent manner in response 
to adopting revised OMB delineations. 
We acknowledge that the new OMB 
delineations may, in some cases, result 
in a hospital being assigned a wage 
index in its reclassified CBSA that is 
lower than its geographic area wage 
index. However, this result (a hospital 
receiving a wage index in its reclassified 
area that is lower than the wage index 
in its home area) is not a unique 
situation and often occurs due to the 
effects of hold harmless policies at 
section 1886(d)(8)(C) of the Act. We 
believe that the most appropriate 
remedy in these situations would be for 
hospitals to evaluate their 
reclassification wage index and, if 
necessary, withdraw or terminate their 
reclassifications per regulations at 
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§ 412.273. In fact, in the proposed rule, 
we encouraged hospitals with current 
reclassifications to verify area wage 
indexes as set forth in Table 2 of the 
proposed rule and confirm that the areas 
to which they have been reclassified for 
FY 2021 would continue to provide a 
higher wage index than their geographic 
area wage index. We stated that 
hospitals could withdraw or terminate 
their FY 2021 reclassifications, if 
necessary, in accordance with 
§ 412.273(c). We note, one commenter 
did withdraw their reclassification to 
CBSA 35614. 

Finally, in response to comments 
requesting CMS allow affected hospitals 
to submit expedited applications 
effective for FY 2021 to obtain a 
different wage index reclassification, we 
believe this action is unnecessary and 
would not be permitted under the 
statute. Under section 1886(d)(10)(C)(ii) 
of the Act, a hospital must submit a 
reclassification application to the 

MGCRB not later than 13 months before 
the fiscal year in which the 
reclassification is to take effect. Thus, 
applications for reclassifications 
effective in FY 2021 were due to the 
MGCRB on September 1, 2019. We note 
that in the proposed rule, hospitals were 
offered an opportunity to request 
assignment to an another eligible CBSA 
(other than the one to which they were 
assigned under our proposed 
reassignment policy) for which they met 
the applicable proximity criteria within 
45 days from the date the proposed rule 
was placed on display at the Federal 
Register. In addition, as stated in 
section III.A.2.c of this final rule, we 
have finalized a transition policy that 
will help mitigate significant negative 
payment impacts for FY 2021 and 
provide hospitals additional time to 
evaluate other potential reclassification 
options. 

After consideration of the public 
comments received, for the reasons set 

forth in this final rule and in the FY 
2021 IPPS/LTCH PPS proposed rule, we 
are finalizing the reclassification 
assignment policy as proposed, without 
modification. 

The following final Table 1 sets forth 
a list of current FY 2020 CBSAs (column 
1) where one or more counties will be 
relocated to a new or different urban 
CBSA beginning in FY 2021. Hospitals 
that are currently approved for MGCRB 
reclassification into the CBSAs in 
column 1 are subject to our final 
reclassification assignment policy. The 
third column of ‘‘eligible’’ CBSAs lists 
all revised CBSAs that contain at least 
one county that is part of the current FY 
2020 CBSA (in column 1). 
Reclassifications to one of the seven 
CBSAs identified in Table 1 will be 
assigned, effective October 1, 2020, to 
the revised CBSA listed in Table 2. We 
note that these assignments will remain 
in effect for the remaining years of the 
reclassification. 

The following Table 2 lists all 
hospitals subject to our final 
reclassification assignment policy and 
where their reclassifications will be 
assigned beginning FY 2021 under this 
policy. This table lists reclassifications 
that will be in effect beginning FY 2021 
under our final policy, and are included 
in Table 2 in the addendum of this final 

rule. This table also lists 
reclassifications (marked with an 
asterisk), that have been withdrawn or 
terminated for FY 2021, but could be 
reinstated for future years. 
Reclassifications in the proposed Table 
2 set forth earlier that were withdrawn 
or terminated effective for FY 2021 and 
cannot be reinstated in FY 2022 have 

been removed from this final table. We 
note that two hospitals (marked with **) 
were approved for reassignment to a 
different eligible CBSA than the CBSA 
they would be assigned to under our 
reclassification assignment policy, as 
discussed earlier in this section. 
BILLING CODE 4120–01–P 
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BILLING CODE 4120–01–C 

(2) Treatment for Hospitals Reclassified 
to Their Geographic CBSA 

Under the previous assignment policy 
implemented in FY 2015 IPPS/LTCH 
PPS final rule, a hospital reclassified to 
a CBSA that had one or more counties 
moved to a new of different urban CBSA 
was required to be assigned a new or 
revised CBSA that is different than its 
geographic CBSA (79 FR 49974 and 
49975). We adopted the policy that the 
assigned CBSA must be different than 
the hospital’s geographic area to ensure 
that a hospital that qualified for 
reclassification to a different area 
continued to be eligible to receive a 
different wage index than its home area. 
We stated in the proposed rule (85 FR 
32720) that we continue to believe this 
is the appropriate policy for hospitals 

that originally reclassified to a different 
area. However, as noted in the prior 
section, for hospitals currently 
reclassified to their current geographic 
CBSA, we proposed to implement a 
reclassification assignment policy 
consistent with the policy implemented 
in FY 2015, with a minor modification 
in that we would not require these 
reclassifications to be assigned to a 
CBSA outside the hospital’s FY 2021 
geographic labor market area. In the 
proposed rule (85 FR 32721), we 
explained that since the FY 2015 IPPS/ 
LTCH final rule was issued, CMS has 
allowed, under certain circumstances, a 
hospital to seek an MGCRB wage index 
reclassification to its own geographic 
CBSA. We referred readers to a 
comment response in the FY 2017 IPPS/ 
LTCH PPS final rule (81 FR 56925) 
discussing such a scenario. We further 

explained that in these cases, the 
hospitals are assigned the same wage 
index value as other hospitals located in 
its geographic labor market area, not the 
wage index assigned to hospitals 
reclassified to that area. We proposed to 
assign ‘‘home area’’ reclassifications to 
the hospital’s proposed geographic 
CBSA. We noted that the assigned 
‘‘home area’’ reclassification CBSA may 
be different from previous years if the 
hospital is located in a county that was 
relocated to a new or different urban 
CBSA. In the proposed rule, we 
provided the following table listing 
hospitals with current ‘‘home area’’ 
reclassifications to one of the seven 
CBSAs (identified in Table 1 of the 
proposed rule) where one or more 
counties would move to a new or 
different urban CBSA, and each 
hospital’s assigned CBSA (column 4). 
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We also noted that in the FY 2015 
IPPS/LTCH PPS final rule (79 FR 
49977), CMS terminated 
reclassifications when, as a result of 
adopting the revised OMB delineations, 
a hospital’s geographic county was 
reassigned to the CBSA for which it was 
approved for MGCRB reclassification. 
At that time, ‘‘home area’’ 
reclassifications were not possible. 
However, we stated in the proposed rule 
that since CMS now allows ‘‘home area’’ 
reclassifications, as discussed 
previously, we would consider this 
scenario to be a ‘‘home area’’ 
reclassification and we do not believe it 
is necessary to terminate these 
reclassifications as we did in FY 2015. 
We noted that hospitals with a ‘‘home 
area’’ reclassification (or any other form 
of reclassification) are not eligible to 
receive an outmigration adjustment 
determined under section 1886(d)(13) of 
the Act. We stated in the proposed rule 
that if such an adjustment is available, 
a hospital could consider withdrawing 

or terminating its reclassification by 
contacting the MGCRB within 45 days 
of the date the proposed rule was issued 
in the Federal Register (§ 412.273(c)). 

We did not receive any comment 
specific to these proposals. Therefore, 
for the reasons set forth in this final rule 
and in the FY 2021 IPPS/LTCH PPS 
proposed rule, we are finalizing these 
policies as proposed, without 
modification. The ‘‘home area’’ 
reclassifications listed in Table 3 of this 
section will be assigned to the revised 
CBSA listed in column 4 of that table for 
the remainder of the three year 
reclassification period. 

3. Redesignations Under Section 
1886(d)(8)(B) of the Act 

a. Lugar Status Determinations 

In the FY 2012 IPPS/LTCH PPS final 
rule (76 FR 51599 through 51600), we 
adopted the policy that, beginning with 
FY 2012, an eligible hospital that waives 
its Lugar status in order to receive the 

out-migration adjustment has effectively 
waived its deemed urban status and, 
thus, is rural for all purposes under the 
IPPS effective for the fiscal year in 
which the hospital receives the 
outmigration adjustment. In addition, in 
that rule, we adopted a minor 
procedural change that would allow a 
Lugar hospital that qualifies for and 
accepts the out-migration adjustment 
(through written notification to CMS 
within 45 days from the publication of 
the proposed rule) to waive its urban 
status for the full 3-year period for 
which its out-migration adjustment is 
effective. By doing so, such a Lugar 
hospital would no longer be required 
during the second and third years of 
eligibility for the out-migration 
adjustment to advise us annually that it 
prefers to continue being treated as rural 
and receive the out-migration 
adjustment. In the FY 2017 IPPS/LTCH 
PPS final rule (81 FR 56930), we further 
clarified that if a hospital wishes to 
reinstate its urban status for any fiscal 
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year within this 3-year period, it must 
send a request to CMS within 45 days 
of publication of the proposed rule for 
that particular fiscal year. We indicated 
that such reinstatement requests may be 
sent electronically to wageindex@
cms.hhs.gov. In the FY 2018 IPPS/LTCH 
PPS final rule (82 FR 38147 through 
38148), we finalized a policy revision to 
require a Lugar hospital that qualifies 
for and accepts the out-migration 
adjustment, or that no longer wishes to 
accept the out-migration adjustment and 
instead elects to return to its deemed 
urban status, to notify CMS within 45 
days from the date of public display of 
the proposed rule at the Office of the 
Federal Register. These revised 
notification timeframes were effective 
beginning October 1, 2017. In addition, 
in the FY 2018 IPPS/LTCH PPS final 
rule (82 FR 38148), we clarified that 
both requests to waive and to reinstate 
‘‘Lugar’’ status may be sent to 
wageindex@cms.hhs.gov. To ensure 
proper accounting, we request hospitals 
to include their CCN, and either ‘‘waive 
Lugar’’ or ‘‘reinstate Lugar’’, in the 
subject line of these requests. 

In the FY 2020 IPPS/LTCH PPS final 
rule (84 FR 42314 and 42315), we 
clarified that in circumstances where an 
eligible hospital elects to receive the 
outmigration adjustment within 45 days 
of the public display date of the 
proposed rule at the Office of the 
Federal Register in lieu of its Lugar 

wage index reclassification, and the 
county in which the hospital is located 
would no longer qualify for an out- 
migration adjustment when the final 
rule (or a subsequent correction notice) 
wage index calculations are completed, 
the hospital’s request to accept the 
outmigration adjustment would be 
denied, and the hospital would be 
automatically assigned to its deemed 
urban status under section 1886(d)(8)(B) 
of the Act. We stated that final rule 
wage index values would be 
recalculated to reflect this 
reclassification, and in some instances, 
after taking into account this 
reclassification, the out-migration 
adjustment for the county in question 
could be restored in the final rule. 
However, as the hospital is assigned a 
Lugar reclassification under section 
1886(d)(8)(B) of the Act, it would be 
ineligible to receive the county 
outmigration adjustment under section 
1886(d)(13)(G) of the Act. Because the 
out-migration adjustment, once 
finalized, is locked for a 3-year period 
under section 1886(d)(13)(F) of the Act, 
the hospital would be eligible to accept 
its out-migration adjustment in either 
the second or third year. 

b. Effects of Implementation of Revised 
OMB Labor Market Area Delineations 
on Redesignations Under Section 
1886(d)(8)(B) of the Act 

As discussed in section III.A.2. of the 
preamble of the proposed rule, CMS 

proposed to update the CBSA labor 
market delineations to reflect the 
changes made in the September 14, 
2018 OMB Bulletin 18–04. In that 
section, consistent with the revised 
OMB delineations, we proposed that 47 
currently rural counties be added to 
new or existing urban CBSAs. We stated 
in the proposed rule (85 FR 32722) that, 
of those 47 counties, 23 are currently 
deemed urban under section 
1886(d)(8)(B) of the Act. Hospitals 
located in such a ‘‘Lugar’’ county, 
barring another form of wage index 
reclassification, are assigned the 
reclassified wage index of a designated 
urban CBSA. Section 1886(d)(8)(B) of 
the Act defines a deemed urban county 
as a ‘‘rural county adjacent to one or 
more urban areas’’ that meets certain 
commuting thresholds. We explained in 
the proposed rule that since we 
proposed to modify the status of these 
23 counties from rural to urban, they 
would no longer qualify as ‘‘Lugar’’ 
counties. We further stated that 
hospitals located within these counties 
would be considered geographically 
urban under the revised OMB 
delineations. In the proposed rule, we 
provided the following table listing the 
counties that would no longer be 
deemed urban under section 
1886(d)(8)(B) of the Act if we adopt the 
revised OMB delineations. 
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We discuss in section III.A.2.b.ii of 
this final rule the comments we 
received related to counties that would 
no longer be deemed urban under 
section 1886(d)(8)(B) of the Act. After 
consideration of the public comments 
received, for the reasons set forth in this 
final rule and in the FY 2021 IPPS/ 
LTCH PPS proposed rule, we are 
finalizing, without modification, the 
proposed list of counties no longer 
deemed urban under section 
1886(d)(8)(B) of the Act. 

We noted that in the FY 2015 IPPS/ 
LTCH PPS final rule (79 FR 49973 
through 49977), when we adopted large 
scale changes to the CBSA labor market 
delineations based on the new 
decennial census, we also re-evaluated 
the commuting data thresholds for all 
eligible rural counties in accordance 
with the methodology set forth in 
section 1886(d)(8)(B) of the Act. In FY 
2015, the OMB bulletin we used to 
update the CBSA delineations was 

based on the results of the 2010 
decennial census, and had broad 
ranging nationwide impacts. We stated 
in the proposed rule (85 FR 32724) that 
with some exceptions, notably the FY 
2020 IPPS/LTCH final rule where we 
modified the CBSA assignment for some 
‘‘Lugar’’ counties based on a revised 
interpretation of the statute (84 FR 
42315 through 42318), it has been 
CMS’s long-standing policy to only 
revise the list of qualifying counties in 
conjunction with the adoption of the 
large scale OMB delineation changes 
following the results of a decennial 
census. Typically, interim OMB 
bulletins (those issued between 
decennial censuses) have only 
contained minor modifications to labor 
market delineations. However, as we 
stated in the proposed rule, the April 
10, 2018 OMB Bulletin No. 18–03 and 
the September 14, 2018 OMB Bulletin 
No. 18–04 included more modifications 
to the labor market areas than are 

typical for OMB bulletins issued 
between decennial censuses. We stated 
in the proposed rule that although we 
believe the transition wage index 
described in section III.B.2.e. of the 
preamble of this final rule would 
mitigate significant negative impacts on 
affected hospitals, and provide hospitals 
with adequate time to evaluate 
alternative wage index reclassification 
options, we were aware that several 
hospitals in counties that would be 
considered rural under the revised OMB 
delineations would qualify for ‘‘Lugar’’ 
status, were CMS to reevaluate the 
commuting data and new labor market 
delineations. We stated in the proposed 
rule that we believe providing Lugar 
status to these hospitals, as appropriate, 
would further mitigate any significant 
negative impacts on affected hospitals. 
We therefore proposed to reevaluate the 
‘‘Lugar’’ status for all counties in FY 
2021 using the same commuting data 
table used to evaluate the list of ‘‘Lugar’’ 
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counties when CMS adopted new OMB 
delineations in FY 2015 rulemaking. 
The data table is the ‘‘2006–2010 5-Year 
American Community Survey 
Commuting Flows and Employment’’ 
(available on OMB’s website: https://
www.census.gov/data/tables/2010/ 
demo/metro-micro/commuting- 
employment-2010.html). As we 
explained in the proposed rule, since 
we are using the same data tables, any 
difference in the list of qualifying 
counties would be solely due to the 
effects of the updated OMB 
delineations. We stated in the proposed 
rule that we believe making the 
revisions to the qualifying counties 
using the updated OMB delineations but 
the same 2006–2010 commuting data 
tables used in the FY 2015 IPPS/LTCH 
PPS final rule strikes an appropriate 
balance between reserving 
comprehensive revisions to the list of 
qualifying counties to instances where 
we adopt large scale OMB delineation 
changes following a decennial census, 
and the desire to mitigate any 
significant negative impacts on 
hospitals of the updated OMB 
delineations (which do contain a 
number of material changes). We also 
proposed to use the same methodology 
discussed in the FY 2020 IPPS/LTCH 
final rule (84 FR 42315 through 42318) 
to assign the appropriate reclassified 
CBSA for hospitals in ‘‘Lugar’’ counties. 
That is, when assessing which CBSA to 
assign, we stated we would sum the 
total number of workers that commute 
from the ‘‘Lugar’’ county to both 

‘‘central’’ and ‘‘outlying’’ urban counties 
(rather than just ‘‘central’’ county 
commuters). 

By applying the 2010 ACS commuting 
data to the updated OMB labor market 
delineations, we proposed the following 
changes to the current ‘‘Lugar’’ county 
list. Most notably, we stated in the 
proposed rule (85 FR 32724) that, based 
on this commuting data and the revised 
OMB delineations, all 34 urban counties 
that became rural under the revised 
OMB delineations would qualify as 
‘‘Lugar’’ counties and all hospitals 
located within them would be 
designated as ‘‘Lugar.’’ We noted that 
this would affect 10 current hospitals 
located in those counties. Additionally, 
due to the change in designation of 
some urban counties from ‘‘outlying’’ to 
‘‘central’’ status by OMB, we proposed 
to add two current rural counties in NY 
as ‘‘Lugar’’ counties. Specifically, we 
stated that hospitals located in 
Columbia county, NY (FIPSCD 36021) 
would be deemed ‘‘Lugar’’ hospitals and 
reclassified to urban CBSA 10580 
(Albany-Schenectady-Troy, NY) and 
hospitals located in Sullivan county, NY 
(FIPSCD 36105) would be deemed 
‘‘Lugar’’ hospitals and reclassified to 
urban CBSA 39100 (Poughkeepsie- 
Newburgh-Middletown, NY). However, 
we noted that all hospitals in these New 
York counties currently have MGCRB 
reclassifications in place for FY 2021, 
which would supersede these ‘‘Lugar’’ 
reclassifications. Finally, we stated that 
Calhoun County, TX (FIPSCD 48057) 
would no longer qualify as a ‘‘Lugar’’ 

county due to the fact it is no longer 
adjacent to CBSA 18580 (Corpus Christi, 
TX). We proposed to remove Calhoun 
County from the list of ‘‘Lugar’’ 
counties. We noted that there are no 
IPPS hospitals located in Calhoun 
County. 

In the proposed rule, we provided a 
table listing the proposed revised list of 
rural counties containing hospitals that 
would be redesignated as urban under 
section 1886(d)(8)(B) of the Act (based 
on the revised OMB delineations and 
2010 census data) (see 85 FR 32725 
through 32728). We note that this table 
of ‘‘Lugar’’ counties set forth in the 
proposed rule contained several 
alignment errors between columns. In 
some cases, counties were listed as 
being assigned to an incorrect CBSA 
number or name. However, the 
reclassification assignments were 
correct in the proposed rule wage index 
tables and those were used for wage 
index calculations. The final table 
included in this rule has been corrected. 

We did not receive any comments 
related to the proposed revisions to the 
list of ‘‘Lugar’’ counties. Therefore, for 
the reasons set forth in this final rule 
and in the FY 2021 IPPS/LTCH PPS 
proposed rule, we are finalizing the 
proposed list of rural counties 
containing hospitals redesignated as 
urban under section 1886(d)(8)(B) of the 
Act with modifications to correct the 
errors discussed previously. The final 
table is set forth below. 
BILLING CODE 4120–01–P 
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BILLING CODE 4120–01–C 

J. Out-Migration Adjustment Based on 
Commuting Patterns of Hospital 
Employees 

In accordance with section 
1886(d)(13) of the Act, as added by 
section 505 of Public Law 108–173, 
beginning with FY 2005, we established 
a process to make adjustments to the 
hospital wage index based on 
commuting patterns of hospital 

employees (the ‘‘out-migration’’ 
adjustment). The process, outlined in 
the FY 2005 IPPS final rule (69 FR 
49061), provides for an increase in the 
wage index for hospitals located in 
certain counties that have a relatively 
high percentage of hospital employees 
who reside in the county but work in a 
different county (or counties) with a 
higher wage index. 

Section 1886(d)(13)(B) of the Act 
requires the Secretary to use data the 

Secretary determines to be appropriate 
to establish the qualifying counties. 
When the provision of section 
1886(d)(13) of the Act was implemented 
for the FY 2005 wage index, we 
analyzed commuting data compiled by 
the U.S. Census Bureau that were 
derived from a special tabulation of the 
2000 Census journey-to-work data for all 
industries (CMS extracted data 
applicable to hospitals). These data 
were compiled from responses to the 
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‘‘long-form’’ survey, which the Census 
Bureau used at that time and which 
contained questions on where residents 
in each county worked (69 FR 49062). 
However, the 2010 Census was ‘‘short 
form’’ only; information on where 
residents in each county worked was 
not collected as part of the 2010 Census. 
The Census Bureau worked with CMS to 
provide an alternative dataset based on 
the latest available data on where 
residents in each county worked in 
2010, for use in developing a new 
outmigration adjustment based on new 
commuting patterns developed from the 
2010 Census data beginning with FY 
2016. 

To determine the out-migration 
adjustments and applicable counties for 
FY 2016, we analyzed commuting data 
compiled by the Census Bureau that 
were derived from a custom tabulation 
of the American Community Survey 
(ACS), an official Census Bureau survey, 
utilizing 2008 through 2012 (5-year) 
Microdata. The data were compiled 
from responses to the ACS questions 
regarding the county where workers 
reside and the county to which workers 
commute. As we discussed in the FYs 
2016 through 2020 IPPS/LTCH PPS final 
rules (80 FR 49501, 81 FR 56930, 82 FR 
38150, 83 FR 41384, and 84 FR 42318 
respectively), the same policies, 
procedures, and computation that were 
used for the FY 2012 out-migration 
adjustment were applicable for FYs 
2016 through 2020, and we proposed to 
use them again for FY 2021. We have 
applied the same policies, procedures, 
and computations since FY 2012, and 
we believe they continue to be 
appropriate for FY 2021. We refer 
readers to the FY 2016 IPPS/LTCH PPS 
final rule (80 FR 49500 through 49502) 
for a full explanation of the revised data 
source. 

For FY 2021, the out-migration 
adjustment will continue to be based on 
the data derived from the custom 
tabulation of the ACS utilizing 2008 
through 2012 (5-year) Microdata. For 
future fiscal years, we may consider 
determining out-migration adjustments 
based on data from the next Census or 
other available data, as appropriate. For 
FY 2021, we did not propose any 
changes to the methodology or data 
source that we used for FY 2016 (81 FR 
25071). (We refer readers to a full 
discussion of the out-migration 
adjustment, including rules on deeming 
hospitals reclassified under section 
1886(d)(8) or section 1886(d)(10) of the 
Act to have waived the out-migration 
adjustment, in the FY 2012 IPPS/LTCH 
PPS final rule (76 FR 51601 through 
51602).) We did not receive any public 
comments on this proposed policy for 

FY 2021. Therefore, for the reasons set 
forth in this final rule and in the FY 
2021 IPPS/LTCH PPS proposed rule, for 
FY 2021, we are finalizing our proposal, 
without modification, to continue using 
the same policies, procedures, and 
computations that were used for the FY 
2012 outmigration adjustment and that 
were applicable for FYs 2016 through 
2020. 

Table 2 associated with this final rule 
(which is available via the internet on 
the CMS website) includes the out- 
migration adjustments for the FY 2021 
wage index. In addition, Table 4A 
associated with this final rule, ‘‘List of 
Counties Eligible for the Out-Migration 
Adjustment under Section 1886(d)(13) 
of the Act’’ (also available via the 
internet on the CMS website) consists of 
the following: A list of counties that are 
eligible for the out-migration adjustment 
for FY 2021 identified by FIPS county 
code, the final FY 2021 out-migration 
adjustment, and the number of years the 
adjustment will be in effect. We believe 
this table makes this information more 
transparent and provides the public 
with easier access to this information. 

K. Reclassification From Urban to Rural 
Under Section 1886(d)(8)(E) of the Act 
Implemented at 42 CFR 412.103 

1. Application for Rural Status and 
Lock-in Date 

Under section 1886(d)(8)(E) of the 
Act, a qualifying prospective payment 
hospital located in an urban area may 
apply for rural status for payment 
purposes separate from reclassification 
through the MGCRB. Specifically, 
section 1886(d)(8)(E) of the Act provides 
that, not later than 60 days after the 
receipt of an application (in a form and 
manner determined by the Secretary) 
from a subsection (d) hospital that 
satisfies certain criteria, the Secretary 
shall treat the hospital as being located 
in the rural area (as defined in 
paragraph (2)(D)) of the State in which 
the hospital is located. We refer readers 
to the regulations at 42 CFR 412.103 for 
the general criteria and application 
requirements for a subsection (d) 
hospital to reclassify from urban to rural 
status in accordance with section 
1886(d)(8)(E) of the Act. The FY 2012 
IPPS/LTCH PPS final rule (76 FR 51595 
through 51596) includes our policies 
regarding the effect of wage data from 
reclassified or redesignated hospitals. 
We refer readers to the FY 2020 IPPS/ 
LTCH PPS final rule (84 FR 42332 
through 42336) for a discussion on our 
current policy to calculate the rural 
floor without the wage data of urban 
hospitals reclassifying to rural areas 
under 42 CFR 412.103. 

Because the wage index is part of the 
methodology for determining the 
prospective payments to hospitals for 
each fiscal year, we stated in the FY 
2017 IPPS/LTCH PPS final rule (81 FR 
56931) that we believed there should be 
a definitive timeframe within which a 
hospital should apply for rural status in 
order for the reclassification to be 
reflected in the next Federal fiscal year’s 
wage data used for setting payment 
rates. Therefore, in the FY 2017 IPPS/ 
LTCH PPS final rule (81 FR 56931 
through 56932), we revised § 412.103(b) 
by adding paragraph (6) to add a lock- 
in date by which a hospital’s 
application for rural status must be filed 
in order to be treated as rural in the 
wage index and budget neutrality 
calculations for payment rates for the 
next Federal fiscal year. In the FY 2019 
IPPS/LTCH PPS final rule (83 FR 41384 
through 41386), we changed the lock-in 
date to provide for additional time in 
the ratesetting process and to match the 
lock-in date with another existing 
deadline, the usual public comment 
deadline for the IPPS proposed rule. We 
revised § 412.103(b)(6) to specify that, in 
order for a hospital to be treated as rural 
in the wage index and budget neutrality 
calculations under § 412.64(e)(1)(ii), 
(e)(2) and (4), and (h) for payment rates 
for the next Federal fiscal year, the 
hospital’s application must be approved 
by the CMS Regional Office in 
accordance with the requirements of 
§ 412.103 no later than 60 days after the 
public display date at the Office of the 
Federal Register of the IPPS proposed 
rule for the next Federal fiscal year. 

The lock-in date does not affect the 
timing of payment changes occurring at 
the hospital-specific level as a result of 
reclassification from urban to rural 
under § 412.103. As we discussed in the 
FY 2017 IPPS/LTCH PPS final rule (81 
FR 56931) and the FY 2019 IPPS/LTCH 
PPS final rule (83 FR 41385 through 
41386), this lock-in date also does not 
change the current regulation that 
allows hospitals that qualify under 
§ 412.103(a) to request, at any time 
during a cost reporting period, to 
reclassify from urban to rural. A 
hospital’s rural status and claims 
payment reflecting its rural status 
continue to be effective on the filing 
date of its reclassification application, 
which is the date the CMS Regional 
Office receives the application, in 
accordance with § 412.103(d). The 
hospital’s IPPS claims will be paid 
reflecting its rural status beginning on 
the filing date (the effective date) of the 
reclassification, regardless of when the 
hospital applies. 

In the FY 2020 IPPS/LTCH PPS final 
rule (84 FR 42322), we noted that if an 
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application is approved by the CMS 
Regional Office after our ratesetting 
‘‘lock-in date’’, the final rule rural wage 
index value would most likely not 
include the data for this hospital in the 
ratesetting calculation. Therefore, we 
noted that this may incentivize 
relatively low wage index hospitals to 
time their applications to avoid 
reducing the State’s rural wage index. 
These hospitals could then conceivably 
cancel their rural reclassifications 
(effective for next FY), and then reapply 
again after the ‘‘lock date.’’ We stated in 
the FY 2020 IPPS/LTCH PPS final rule 
that we plan to monitor this situation 
over the course of FY 2020, and 
determine if it is necessary to take 
action to prevent this type of gaming in 
future rulemaking. 

It has come to our attention that 
hospitals in certain states are indeed 
timing their rural reclassifications and 
applications to exploit the rural 
reclassification process in order to 
obtain higher wage index values. For 
example, at least twenty-one hospitals 
in one state obtained § 412.103 rural 
reclassifications after the FY 2020 lock- 
in date, effectively receiving their state’s 
rural wage index without having their 
wage data included, which would have 
lowered their State’s rural wage index. 
These hospitals then requested to cancel 
their § 412.103 rural reclassifications for 
FY 2021, in accordance with 
§ 412.103(g)(3). Similarly, five hospitals 
in another state, hospitals with wage 
data that would have lowered their 
state’s FY 2021 rural wage index, 
requested to cancel their § 412.103 rural 
reclassifications for FY 2021, so that the 
rural wage index would be set using the 
data of one geographically rural hospital 
and two hospitals reclassified under 
§ 412.103 that withdrew their MGCRB 
reclassifications for FY 2021. We will 
continue to monitor this situation over 
the course of FY 2021 and may consider 
proposing in future rulemaking a policy 
similar to the minimum waiting period 
at § 412.103(g)(2)(ii) or other necessary 
actions to prevent this type of gaming. 

2. Change to the Regulations To Allow 
Electronic Submission of Appeals to the 
Administrator and Copy to CMS 

The regulation at § 412.278(b)(1) 
addresses a hospital’s request for the 
Administrator’s review of an MGCRB 
decision. This regulation currently 
states that a request for Administrator 
review filed by facsimile (FAX) or other 
electronic means will not be accepted. 
In addition, § 412.278(b)(1) requires a 
hospital to mail a copy of its request for 
review to CMS’s Hospital and 
Ambulatory Policy Group. 

In the proposed rule (85 FR 32730), 
we stated that we believe these policies 
of prohibiting electronic submission of 
requests for Administrator review and 
requiring paper copies to be mailed to 
CMS are outdated and overly restrictive. 
In the interest of burden reduction and 
to promote ease of requests, we 
proposed to eliminate the prohibition 
on submitting a request by facsimile or 
other electronic means so that hospitals 
may also submit requests for 
Administrator review of MGCRB 
decisions electronically. In addition, we 
proposed to require the hospital to 
submit an electronic copy of its request 
for review to CMS’s Hospital and 
Ambulatory Policy Group. We specified 
that copies to CMS’ Hospital and 
Ambulatory Policy Group should be 
submitted via email to wageindex@
cms.hhs.gov. 

Accordingly, we proposed to revise 
the regulation at § 412.278(b)(1) to read: 
The hospital’s request for review must 
be in writing and sent to the 
Administrator, in care of the Office of 
the Attorney Advisor. The request must 
be received by the Administrator within 
15 days after the date the MGCRB issues 
its decision. The hospital must also 
submit an electronic copy of its request 
for review to CMS’s Hospital and 
Ambulatory Policy Group. 

Comment: Several commenters 
supported our proposed revisions to the 
regulation at § 412.278(b)(1). 

Response: We appreciate commenters’ 
support of our proposed revisions to 
§ 412.278(b)(1). 

After consideration of the public 
comments received, for the reasons 
discussed in this final rule and in the 
FY 2021 IPPS/LTCH PPS proposed rule, 
we are finalizing, without modification, 
our proposed revisions to the regulation 
at § 412.278(b)(1) so that hospitals may 
also submit requests for Administrator 
review of MGCRB decisions 
electronically, and must send an 
electronic copy of the request to CMS’s 
Hospital and Ambulatory Policy Group. 

3. Clarification of Applicable Rural 
Referral Center (RRC) Criteria for 
Purposes of Meeting Urban to Rural 
Reclassification at § 412.103(a)(3) 

As discussed in section IV.D. of the 
preamble of this final rule, for purposes 
of qualifying for RRC classification, a 
rural hospital that does not meet the bed 
size requirement at § 412.96(b)(1)(ii) can 
qualify as an RRC if the hospital meets 
two mandatory prerequisites (a 
minimum case-mix index (CMI) and a 
minimum number of discharges), and at 
least one of three optional criteria 
(relating to specialty composition of 
medical staff, source of inpatients, or 

referral volume). Specifically, a hospital 
may demonstrate that its case-mix index 
is at least equal to the national case-mix 
index value as established by CMS or 
the median case-mix index value for 
urban hospitals located in each region, 
in accordance with § 412.96(c)(1), and 
that it has a number of discharges at 
least equal to 5,000 discharges or, if less, 
the median number of discharges for 
urban hospitals located in each region, 
in accordance with § 412.96(c)(2). CMS 
publishes the national and regional 
case-mix index values and the national 
and regional number of discharges for 
the purpose of these criteria in the 
annual notice of prospective payment 
rates published in the Federal Register. 

For purposes of qualifying for urban 
to rural reclassification under § 412.103, 
a hospital can demonstrate that it would 
qualify as a rural referral center as set 
forth in § 412.96, if the hospital were 
located in a rural area. This condition is 
set forth at § 412.103(a)(3). 

It has come to our attention that there 
is some confusion regarding which 
fiscal year’s published case mix index 
(CMI) or numbers of discharges criteria 
would be used in the situation where a 
hospital is seeking to meet the urban to 
rural reclassification criterion at 
§ 412.103(a)(3) by meeting the 
alternative criteria at § 412.96(c): (1) The 
criteria published in the final rule in 
effect on the filing date of the hospital’s 
§ 412.103 application, or (2) the criteria 
that would be in effect during the fiscal 
year that any RRC classification would 
become effective (that is, the beginning 
of the hospital’s cost reporting period). 

Therefore, we are clarifying that for 
purposes of meeting the urban to rural 
reclassification criterion at 
§ 412.103(a)(3), the appropriate CMI 
values and numbers of discharges to 
demonstrate RRC eligibility are those 
published in the IPPS/LTCH PPS final 
rule in effect as of the filing date (that 
is, the effective date) of the hospital’s 
application for reclassification under 
§ 412.103. For purposes of RRC 
classification under § 412.96(c), the 
appropriate CMI values and numbers of 
discharges are those published in the 
IPPS/LTCH PPS final rule in effect 
when the RRC classification will be 
effective at the start of the hospital’s 
next cost reporting period, consistent 
with § 412.96(h)(3) and (i)(3). 

For example, Hospital A has a cost 
reporting period beginning October 1. It 
applies on September 1, 2020 for urban 
to rural reclassification under 
§ 412.103(a)(3) and for RRC status, by 
meeting the alternative criteria at 
§ 412.96(c). For Hospital A’s urban to 
rural reclassification request, the 
appropriate national or regional CMI 
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value and number of discharges that the 
hospital must meet or exceed are the 
values published in the FY 2020 IPPS/ 
LTCH PPS Final Rule since that is the 
rule in effect as of the filing date (that 
is, effective date) of Hospital A’s urban 
to rural reclassification application. For 
the RRC classification request, the 
appropriate national or regional CMI 
value and number of discharges that the 
hospital must meet or exceed are the 
values published in the FY 2021 IPPS/ 
LTCH PPS final rule since that is the 
rule that will be in effect when the RRC 
classification will become effective at 
the start of the hospital’s next cost 
reporting period. We note that this 
policy applies regardless of whether a 
hospital seeks only § 412.103 rural 
reclassification, or § 412.103 rural 
reclassification along with RRC 
classification. 

We believe our policy is appropriate 
considering that a hospital may apply 
for rural reclassification under § 412.103 
at any time, as previously discussed in 
section III.K.1. of the preamble of this 
final rule. We clarified in the FY 2018 
IPPS/LTCH PPS final rule (82 FR 38151) 
that while applications for RRC status 
must be submitted during the last 
quarter of a hospital’s cost reporting 
period in accordance with section 
1886(d)(5)(C)(i) of the Act, applications 
for rural reclassification may be 
submitted at any time, including 
applications of hospitals seeking rural 
reclassification under § 412.103(a)(3). A 
hospital is permitted at any time to 
submit an urban to rural reclassification 
request on the basis of qualifying for 
RRC status under § 412.103(a)(3), even 
before the publication of the CMI and 
discharge criteria in the IPPS/LTCH PPS 
final rule for the period in which any 
RRC classification would be effective 
(that is, the start of the hospital’s next 
cost reporting period). We did not 
receive any comments on this 
clarification. 

L. Process for Requests for Wage Index 
Data Corrections 

1. Process for Hospitals To Request 
Wage Index Data Corrections 

The preliminary, unaudited 
Worksheet S–3 wage data files and the 
preliminary CY 2016 occupational mix 
data files for the proposed FY 2021 
wage index were made available on May 
17, 2019 through the internet on the 
CMS website at: https://www.cms.gov/ 
Medicare/Medicare-Fee-for-Service- 
Payment/AcuteInpatientPPS/Wage- 
Index-Files-Items/FY2021-Wage-Index- 
Home-Page. 

On January 31, 2020, we posted a 
public use file (PUF) at: https://

www.cms.gov/Medicare/Medicare-Fee- 
for-Service-Payment/ 
AcuteInpatientPPS/Wage-Index-Files- 
Items/FY2021-Wage-Index-Home-Page 
containing FY 2021 wage index data 
available as of January 30, 2020. This 
PUF contains a tab with the Worksheet 
S–3 wage data (which includes 
Worksheet S–3, Parts II and III wage 
data from cost reporting periods 
beginning on or after October 1, 2016 
through September 30, 2017; that is, FY 
2017 wage data), a tab with the 
occupational mix data (which includes 
data from the CY 2016 occupational mix 
survey, Form CMS–10079), a tab 
containing the Worksheet S–3 wage data 
of hospitals deleted from the January 31, 
2020 wage data PUF, and a tab 
containing the CY 2016 occupational 
mix data of the hospitals deleted from 
the January 31, 2020 occupational mix 
PUF. In a memorandum dated January 
29, 2020, we instructed all MACs to 
inform the IPPS hospitals that they 
service of the availability of the January 
31, 2020 wage index data PUFs, and the 
process and timeframe for requesting 
revisions in accordance with the FY 
2021 Wage Index Timetable. 

In the interest of meeting the data 
needs of the public, beginning with the 
proposed FY 2009 wage index, we post 
an additional PUF on the CMS website 
that reflects the actual data that are used 
in computing the proposed wage index. 
The release of this file does not alter the 
current wage index process or schedule. 
We notify the hospital community of the 
availability of these data as we do with 
the current public use wage data files 
through our Hospital Open Door Forum. 
We encourage hospitals to sign up for 
automatic notifications of information 
about hospital issues and about the 
dates of the Hospital Open Door Forums 
at the CMS website at: http://
www.cms.gov/Outreach-and-Education/ 
Outreach/OpenDoorForums/index.html. 

In a memorandum dated April 29, 
2019, we instructed all MACs to inform 
the IPPS hospitals that they service of 
the availability of the preliminary wage 
index data files and the CY 2016 
occupational mix survey data files 
posted on May 17, 2019, and the process 
and timeframe for requesting revisions. 

If a hospital wished to request a 
change to its data as shown in the May 
17, 2019 preliminary wage and 
occupational mix data files, the hospital 
had to submit corrections along with 
complete, detailed supporting 
documentation to its MAC so that the 
MAC received them by September 3, 
2019. Hospitals were notified of this 
deadline and of all other deadlines and 
requirements, including the requirement 
to review and verify their data as posted 

in the preliminary wage index data files 
on the internet, through the letters sent 
to them by their MACs. November 15, 
2019 was the deadline for MACs to 
complete all desk reviews for hospital 
wage and occupational mix data and 
transmit revised Worksheet S–3 wage 
data and occupational mix data to CMS. 

November 5, 2019 was the date by 
when MACs notified State hospital 
associations regarding hospitals that 
failed to respond to issues raised during 
the desk reviews. Additional revisions 
made by the MACs were transmitted to 
CMS throughout January 2020. CMS 
published the wage index PUFs that 
included hospitals’ revised wage index 
data on January 31, 2020. Hospitals had 
until February 14, 2020, to submit 
requests to the MACs to correct errors in 
the January 31, 2020 PUF due to CMS 
or MAC mishandling of the wage index 
data, or to revise desk review 
adjustments to their wage index data as 
included in the January 31, 2020 PUF. 
Hospitals also were required to submit 
sufficient documentation to support 
their requests. Hospitals’ requests and 
supporting documentation must be 
received by the MAC by the February 
deadline (that is, by February 14, 2020 
for the FY 2021 wage index). 

After reviewing requested changes 
submitted by hospitals, MACs were 
required to transmit to CMS any 
additional revisions resulting from the 
hospitals’ reconsideration requests by 
March 19, 2020. Under our current 
policy as adopted in the FY 2018 IPPS/ 
LTCH PPS final rule (82 FR 38153), the 
deadline for a hospital to request CMS 
intervention in cases where a hospital 
disagreed with a MAC’s handling of 
wage data on any basis (including a 
policy, factual, or other dispute) was 
April 2, 2020. Data that were incorrect 
in the preliminary or January 31, 2020 
wage index data PUFs, but for which no 
correction request was received by the 
February 14, 2020 deadline, are not 
considered for correction at this stage. 
In addition, April 2, 2020 was the 
deadline for hospitals to dispute data 
corrections made by CMS of which the 
hospital was notified after the January 
31, 2020 PUF and at least 14 calendar 
days prior to April 2, 2020 (that is, 
March 19, 2020), that do not arise from 
a hospital’s request for revisions. The 
hospital’s request and supporting 
documentation must be received by 
CMS (and a copy received by the MAC) 
by the April deadline (that is, by April 
2, 2020 for the FY 2021 wage index). We 
refer readers to the wage index timeline 
for complete details. 

Hospitals were given the opportunity 
to examine Table 2 associated with the 
proposed rule, which was listed in 
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section VI. of the Addendum to the 
proposed rule and available via the 
internet on the CMS website at: https:// 
www.cms.gov/Medicare/Medicare-Fee- 
for-Service-Payment/ 
AcuteInpatientPPS/FY2021-IPPS- 
Proposed-Rule-Home-Page.html. Table 2 
associated with the proposed rule 
contained each hospital’s proposed 
adjusted average hourly wage used to 
construct the wage index values for the 
past 3 years, including the FY 2017 data 
used to construct the proposed FY 2021 
wage index. We noted in the proposed 
rule (85 FR 32731) that the proposed 
hospital average hourly wages shown in 
Table 2 only reflected changes made to 
a hospital’s data that were transmitted 
to CMS by early February 2020. 

We posted the final wage index data 
PUFs on April 30, 2020 via the internet 
on the CMS website at: https://
www.cms.gov/Medicare/Medicare-Fee- 
for-Service-Payment/ 
AcuteInpatientPPS/Wage-Index-Files- 
Items/FY2021-Wage-Index-Home-Page. 
The April 2020 PUFs were made 
available solely for the limited purpose 
of identifying any potential errors made 
by CMS or the MAC in the entry of the 
final wage index data that resulted from 
the correction process previously 
described (the process for disputing 
revisions submitted to CMS by the 
MACs by March 19, 2020, and the 
process for disputing data corrections 
made by CMS that did not arise from a 
hospital’s request for wage data 
revisions as discussed earlier). 

After the release of the April 2020 
wage index data PUFs, changes to the 
wage and occupational mix data could 
only be made in those very limited 
situations involving an error by the 
MAC or CMS that the hospital could not 
have known about before its review of 
the final wage index data files. 
Specifically, neither the MAC nor CMS 
will approve the following types of 
requests: 

• Requests for wage index data 
corrections that were submitted too late 
to be included in the data transmitted to 
CMS by the MACs on or before March 
19, 2020. 

• Requests for correction of errors 
that were not, but could have been, 
identified during the hospital’s review 
of the January 31, 2020 wage index 
PUFs. 

• Requests to revisit factual 
determinations or policy interpretations 
made by the MAC or CMS during the 
wage index data correction process. 

If, after reviewing the April 2020 final 
wage index data PUFs, a hospital 
believed that its wage or occupational 
mix data were incorrect due to a MAC 
or CMS error in the entry or tabulation 

of the final data, the hospital was given 
the opportunity to notify both its MAC 
and CMS regarding why the hospital 
believed an error exists and provide all 
supporting information, including 
relevant dates (for example, when it first 
became aware of the error). The hospital 
was required to send its request to CMS 
and to the MAC so that it was received 
no later than May 29, 2020. May 29, 
2020 was also the deadline for hospitals 
to dispute data corrections made by 
CMS of which the hospital was notified 
on or after 13 calendar days prior to 
April 2, 2019 (that is, March 20, 2020), 
and at least 14 calendar days prior to 
May 29, 2020 (that is, May 15, 2020), 
that did not arise from a hospital’s 
request for revisions. (Data corrections 
made by CMS of which a hospital was 
notified on or after 13 calendar days 
prior to May 29, 2020 (that is, May 16, 
2020) may be appealed to the Provider 
Reimbursement Review Board (PRRB)). 
In accordance with the FY 2021 wage 
index timeline posted on the CMS 
website at: https://www.cms.gov/ 
Medicare/Medicare-Fee-for-Service- 
Payment/AcuteInpatientPPS/ 
Downloads/FY-2021-Hospital-Wage- 
Index-Development-Time-Table.pdf, the 
May appeals were required to be sent 
via mail and email to CMS and the 
MACs. We refer readers to the wage 
index timeline for complete details. 

Verified corrections to the wage index 
data received timely (that is, by May 29, 
2020) by CMS and the MACs were 
incorporated into the final FY 2021 
wage index, which will be effective 
October 1, 2020. 

We created the processes previously 
described to resolve all substantive 
wage index data correction disputes 
before we finalize the wage and 
occupational mix data for the FY 2021 
payment rates. Accordingly, hospitals 
that did not meet the procedural 
deadlines set forth earlier will not be 
afforded a later opportunity to submit 
wage index data corrections or to 
dispute the MAC’s decision with respect 
to requested changes. Specifically, our 
policy is that hospitals that do not meet 
the procedural deadlines as previously 
set forth (requiring requests to MACs by 
the specified date in February and, 
where such requests are unsuccessful, 
requests for intervention by CMS by the 
specified date in April) will not be 
permitted to challenge later, before the 
PRRB, the failure of CMS to make a 
requested data revision. We refer 
readers also to the FY 2000 IPPS final 
rule (64 FR 41513) for a discussion of 
the parameters for appeals to the PRRB 
for wage index data corrections. As 
finalized in the FY 2018 IPPS/LTCH 
PPS final rule (82 FR 38154 through 

38156), this policy also applies to a 
hospital disputing corrections made by 
CMS that do not arise from a hospital’s 
request for a wage index data revision. 
That is, a hospital disputing an 
adjustment made by CMS that did not 
arise from a hospital’s request for a wage 
index data revision is required to 
request a correction by the first 
applicable deadline. Hospitals that do 
not meet the procedural deadlines set 
forth earlier will not be afforded a later 
opportunity to submit wage index data 
corrections or to dispute CMS’ decision 
with respect to changes. 

Again, we believe the wage index data 
correction process described earlier 
provides hospitals with sufficient 
opportunity to bring errors in their wage 
and occupational mix data to the MAC’s 
attention. Moreover, because hospitals 
had access to the final wage index data 
PUFs by late April 2020, they had the 
opportunity to detect any data entry or 
tabulation errors made by the MAC or 
CMS before the development and 
publication of the final FY 2021 wage 
index by September 2020, and the 
implementation of the FY 2021 wage 
index on October 1, 2020. Given these 
processes, the wage index implemented 
on October 1 should be accurate. 
Nevertheless, in the event that errors are 
identified by hospitals and brought to 
our attention after May 29, 2020, we 
retain the right to make midyear 
changes to the wage index under very 
limited circumstances. 

Specifically, in accordance with 42 
CFR 412.64(k)(1) of our regulations, we 
make midyear corrections to the wage 
index for an area only if a hospital can 
show that: (1) The MAC or CMS made 
an error in tabulating its data; and (2) 
the requesting hospital could not have 
known about the error or did not have 
an opportunity to correct the error, 
before the beginning of the fiscal year. 
For purposes of this provision, ‘‘before 
the beginning of the fiscal year’’ means 
by the May deadline for making 
corrections to the wage data for the 
following fiscal year’s wage index (for 
example, May 29, 2020 for the FY 2021 
wage index). This provision is not 
available to a hospital seeking to revise 
another hospital’s data that may be 
affecting the requesting hospital’s wage 
index for the labor market area. As 
indicated earlier, because CMS makes 
the wage index data available to 
hospitals on the CMS website prior to 
publishing both the proposed and final 
IPPS rules, and the MACs notify 
hospitals directly of any wage index 
data changes after completing their desk 
reviews, we do not expect that midyear 
corrections will be necessary. However, 
under our current policy, if the 
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correction of a data error changes the 
wage index value for an area, the 
revised wage index value will be 
effective prospectively from the date the 
correction is made. 

In the FY 2006 IPPS final rule (70 FR 
47385 through 47387 and 47485), we 
revised 42 CFR 412.64(k)(2) to specify 
that, effective on October 1, 2005, that 
is, beginning with the FY 2006 wage 
index, a change to the wage index can 
be made retroactive to the beginning of 
the Federal fiscal year only when CMS 
determines all of the following: (1) The 
MAC or CMS made an error in 
tabulating data used for the wage index 
calculation; (2) the hospital knew about 
the error and requested that the MAC 
and CMS correct the error using the 
established process and within the 
established schedule for requesting 
corrections to the wage index data, 
before the beginning of the fiscal year 
for the applicable IPPS update (that is, 
by the May 29, 2020 deadline for the FY 
2021 wage index); and (3) CMS agreed 
before October 1 that the MAC or CMS 
made an error in tabulating the 
hospital’s wage index data and the wage 
index should be corrected. 

In those circumstances where a 
hospital requested a correction to its 
wage index data before CMS calculated 
the final wage index (that is, by the May 
29, 2020 deadline for the FY 2021 wage 
index), and CMS acknowledges that the 
error in the hospital’s wage index data 
was caused by CMS’ or the MAC’s 
mishandling of the data, we believe that 
the hospital should not be penalized by 
our delay in publishing or 
implementing the correction. As with 
our current policy, we indicated that the 
provision is not available to a hospital 
seeking to revise another hospital’s data. 
In addition, the provision cannot be 
used to correct prior years’ wage index 
data; and it can only be used for the 
current Federal fiscal year. In situations 
where our policies would allow midyear 
corrections other than those specified in 
42 CFR 412.64(k)(2)(ii), we continue to 
believe that it is appropriate to make 
prospective-only corrections to the wage 
index. 

We note that, as with prospective 
changes to the wage index, the final 
retroactive correction will be made 
irrespective of whether the change 
increases or decreases a hospital’s 
payment rate. In addition, we note that 
the policy of retroactive adjustment will 
still apply in those instances where a 
final judicial decision reverses a CMS 
denial of a hospital’s wage index data 
revision request. 

2. Process for Data Corrections by CMS 
After the January 31 Public Use File 
(PUF) 

The process set forth with the wage 
index timeline discussed in section 
III.L.1. of the preamble of this final rule 
allows hospitals to request corrections 
to their wage index data within 
prescribed timeframes. In addition to 
hospitals’ opportunity to request 
corrections of wage index data errors or 
MACs’ mishandling of data, CMS has 
the authority under section 
1886(d)(3)(E) of the Act to make 
corrections to hospital wage index and 
occupational mix data in order to ensure 
the accuracy of the wage index. As we 
explained in the FY 2016 IPPS/LTCH 
PPS final rule (80 FR 49490 through 
49491) and the FY 2017 IPPS/LTCH PPS 
final rule (81 FR 56914), section 
1886(d)(3)(E) of the Act requires the 
Secretary to adjust the proportion of 
hospitals’ costs attributable to wages 
and wage-related costs for area 
differences reflecting the relative 
hospital wage level in the geographic 
areas of the hospital compared to the 
national average hospital wage level. We 
believe that, under section 1886(d)(3)(E) 
of the Act, we have discretion to make 
corrections to hospitals’ data to help 
ensure that the costs attributable to 
wages and wage-related costs in fact 
accurately reflect the relative hospital 
wage level in the hospitals’ geographic 
areas. 

We have an established multistep, 15- 
month process for the review and 
correction of the hospital wage data that 
is used to create the IPPS wage index for 
the upcoming fiscal year. Since the 
origin of the IPPS, the wage index has 
been subject to its own annual review 
process, first by the MACs, and then by 
CMS. As a standard practice, after each 
annual desk review, CMS reviews the 
results of the MACs’ desk reviews and 
focuses on items flagged during the desk 
review, requiring that, if necessary, 
hospitals provide additional 
documentation, adjustments, or 
corrections to the data. This ongoing 
communication with hospitals about 
their wage data may result in the 
discovery by CMS of additional items 
that were reported incorrectly or other 
data errors, even after the posting of the 
January 31 PUF, and throughout the 
remainder of the wage index 
development process. In addition, the 
fact that CMS analyzes the data from a 
regional and even national level, unlike 
the review performed by the MACs that 
review a limited subset of hospitals, can 
facilitate additional editing of the data 
that may not be readily apparent to the 
MACs. In these occasional instances, an 

error may be of sufficient magnitude 
that the wage index of an entire CBSA 
is affected. Accordingly, CMS uses its 
authority to ensure that the wage index 
accurately reflects the relative hospital 
wage level in the geographic area of the 
hospital compared to the national 
average hospital wage level, by 
continuing to make corrections to 
hospital wage data upon discovering 
incorrect wage data, distinct from 
instances in which hospitals request 
data revisions. 

We note that CMS corrects errors to 
hospital wage data as appropriate, 
regardless of whether that correction 
will raise or lower a hospital’s average 
hourly wage. For example, as discussed 
in section III.C. of the preamble of the 
FY 2019 IPPS/LTCH PPS final rule (83 
FR 41364), in situations where a 
hospital did not have documentable 
salaries, wages, and hours for 
housekeeping and dietary services, we 
imputed estimates, in accordance with 
policies established in the FY 2015 
IPPS/LTCH PPS final rule (79 FR 49965 
through 49967). Furthermore, if CMS 
discovers after conclusion of the desk 
review, for example, that a MAC 
inadvertently failed to incorporate 
positive adjustments resulting from a 
prior year’s wage index appeal of a 
hospital’s wage-related costs such as 
pension, CMS will correct that data 
error and the hospital’s average hourly 
wage will likely increase as a result. 

While we maintain CMS’ authority to 
conduct additional review and make 
resulting corrections at any time during 
the wage index development process, in 
accordance with the policy finalized in 
the FY 2018 IPPS/LTCH PPS final rule 
(82 FR 38154 through 38156) and as first 
implemented with the FY 2019 wage 
index (83 FR 41389), hospitals are able 
to request further review of a correction 
made by CMS that did not arise from a 
hospital’s request for a wage index data 
correction. Instances where CMS makes 
a correction to a hospital’s data after the 
January 31 PUF based on a different 
understanding than the hospital about 
certain reported costs, for example, 
could potentially be resolved using this 
process before the final wage index is 
calculated. We believe this process and 
the timeline for requesting such 
corrections (as described earlier and in 
the FY 2018 IPPS/LTCH PPS final rule) 
promote additional transparency to 
instances where CMS makes data 
corrections after the January 31 PUF, 
and provide opportunities for hospitals 
to request further review of CMS 
changes in time for the most accurate 
data to be reflected in the final wage 
index calculations. These additional 
appeals opportunities are described 
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earlier and in the FY 2021 Wage Index 
Development Time Table, as well as in 
the FY 2018 IPPS/LTCH PPS final rule 
(82 FR 38154 through 38156). 

3. Update to Wage Index Development 
Timetable To Include Time Zone for 
Deadlines 

During the FY 2021 wage index 
development process, we received 
inquiries regarding the time zone for 
deadlines in the Wage Index 
Development Timetable. Specifically, 
hospitals asked if revision requests 
submitted after 11:59 p.m. Eastern 
Standard Time (EST) could be accepted 
if the deadline had not yet passed in the 
time zone where the hospitals are 
located. The current timetable does not 
specify time zones. To eliminate 
confusion and promote clear deadlines, 
we proposed to use Eastern Standard 
Time (EST) as the time zone for wage 
index deadlines after October 1, 2020 on 
the FY 2022 Wage Index Development 
Timetable. We stated in the proposed 
rule (85 FR 32733) that we believe using 
one time zone is important for a clear 
and consistent deadline for all hospitals. 
We further stated that we also believe 
that EST is an appropriate time zone for 
the deadline because CMS’s central 
office headquarters are located in the 
EST time zone and because it is 
consistent with the time zone used for 
other CMS deadlines, such as the 
deadline to register to report certain 
quality data via the CMS Web Interface 
(see the Registration Guide available for 
download at https://qpp.cms.gov/mips/ 
how-to-register-for-CMS-WI-and- 
CAHPS) and applications for ACOs to 
participate in the Shared Savings 
Program (see deadlines outlined at 
https://www.cms.gov/Medicare/ 
Medicare-Fee-for-Service-Payment/ 
sharedsavingsprogram/for-acos/ 
application-types-and-timeline, in 
accordance with § 425.202). We 
welcomed commenters’ input on which 
time zone is most reasonable for all 
hospitals and appropriate for supporting 
consistent, clear deadlines. 

We did not receive any comments on 
our proposal. Therefore, for the reasons 
set forth in this final rule and in the FY 
2021 IPPS/LTCH PPS proposed rule, we 
are finalizing, without modification, our 
proposal to use Eastern Standard Time 
(EST) as the time zone for wage index 
deadlines after October 1, 2020 on the 
FY 2022 Wage Index Development 
Timetable. 

M. Labor-Related Share for the FY 2021 
Wage Index 

Section 1886(d)(3)(E) of the Act 
directs the Secretary to adjust the 
proportion of the national prospective 

payment system base payment rates that 
are attributable to wages and wage- 
related costs by a factor that reflects the 
relative differences in labor costs among 
geographic areas. It also directs the 
Secretary to estimate from time to time 
the proportion of hospital costs that are 
labor-related and to adjust the 
proportion (as estimated by the 
Secretary from time to time) of 
hospitals’ costs that are attributable to 
wages and wage-related costs of the 
DRG prospective payment rates. We 
refer to the portion of hospital costs 
attributable to wages and wage-related 
costs as the labor-related share. The 
labor-related share of the prospective 
payment rate is adjusted by an index of 
relative labor costs, which is referred to 
as the wage index. 

Section 403 of Public Law 108–173 
amended section 1886(d)(3)(E) of the 
Act to provide that the Secretary must 
employ 62 percent as the labor-related 
share unless this would result in lower 
payments to a hospital than would 
otherwise be made. However, this 
provision of Public Law 108–173 did 
not change the legal requirement that 
the Secretary estimate from time to time 
the proportion of hospitals’ costs that 
are attributable to wages and wage- 
related costs. Thus, hospitals receive 
payment based on either a 62-percent 
labor-related share, or the labor-related 
share estimated from time to time by the 
Secretary, depending on which labor- 
related share resulted in a higher 
payment. 

In the FY 2018 IPPS/LTCH PPS final 
rule (82 FR 38158 through 38175), we 
rebased and revised the hospital market 
basket. We established a 2014-based 
IPPS hospital market basket to replace 
the FY 2010-based IPPS hospital market 
basket, effective October 1, 2017. Using 
the 2014-based IPPS market basket, we 
finalized a labor-related share of 68.3 
percent for discharges occurring on or 
after October 1, 2017. In addition, in FY 
2018, we implemented this revised and 
rebased labor-related share in a budget 
neutral manner (82 FR 38522). However, 
consistent with section 1886(d)(3)(E) of 
the Act, we did not take into account 
the additional payments that would be 
made as a result of hospitals with a 
wage index less than or equal to 1.0000 
being paid using a labor-related share 
lower than the labor-related share of 
hospitals with a wage index greater than 
1.0000. In the FY 2020 IPPS/LTCH PPS 
final rule (84 FR 42325), for FY 2020, 
we continued to use a labor-related 
share of 68.3 percent for discharges 
occurring on or after October 1, 2019. 

The labor-related share is used to 
determine the proportion of the national 
IPPS base payment rate to which the 

area wage index is applied. We include 
a cost category in the labor-related share 
if the costs are labor intensive and vary 
with the local labor market. In the FY 
2021 IPPS/LTCH PPS proposed rule (85 
FR 32734), for FY 2021, we did not 
propose to make any further changes to 
the national average proportion of 
operating costs that are attributable to 
wages and salaries, employee benefits, 
professional fees: Labor-related, 
administrative and facilities support 
services, installation, maintenance, and 
repair services, and all other labor- 
related services. Therefore, for FY 2021, 
we proposed to continue to use a labor- 
related share of 68.3 percent for 
discharges occurring on or after October 
1, 2020. 

As discussed in section IV.B. of the 
preamble of this final rule, prior to 
January 1, 2016, Puerto Rico hospitals 
were paid based on 75 percent of the 
national standardized amount and 25 
percent of the Puerto Rico-specific 
standardized amount. As a result, we 
applied the Puerto Rico-specific labor- 
related share percentage and nonlabor- 
related share percentage to the Puerto 
Rico-specific standardized amount. 
Section 601 of the Consolidated 
Appropriations Act, 2016 (Pub. L. 114– 
113) amended section 1886(d)(9)(E) of 
the Act to specify that the payment 
calculation with respect to operating 
costs of inpatient hospital services of a 
subsection (d) Puerto Rico hospital for 
inpatient hospital discharges on or after 
January 1, 2016, shall use 100 percent 
of the national standardized amount. 
Because Puerto Rico hospitals are no 
longer paid with a Puerto Rico-specific 
standardized amount as of January 1, 
2016, under section 1886(d)(9)(E) of the 
Act as amended by section 601 of the 
Consolidated Appropriations Act, 2016, 
there is no longer a need for us to 
calculate a Puerto Rico-specific labor- 
related share percentage and nonlabor- 
related share percentage for application 
to the Puerto Rico-specific standardized 
amount. Hospitals in Puerto Rico are 
now paid 100 percent of the national 
standardized amount and, therefore, are 
subject to the national labor-related 
share and nonlabor-related share 
percentages that are applied to the 
national standardized amount. 
Accordingly, for FY 2021, we did not 
propose a Puerto Rico-specific labor- 
related share percentage or a nonlabor- 
related share percentage. 

We did not receive any public 
comments on our proposals related to 
the labor-related share percentage. 
Therefore, for the reasons set forth in 
this final rule and in the FY 2021 IPPS/ 
LTCH PPS proposed rule, we are 
finalizing our proposals, without 
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modification, to continue to use a labor- 
related share of 68.3 percent for 
discharges occurring on or after October 
1, 2020 for all hospitals (including 
Puerto Rico hospitals) whose wage 
indexes are greater than 1.0000. 

Tables 1A and 1B, which are 
published in section VI. of the 
Addendum to this FY 2021 IPPS/LTCH 
PPS final rule and available via the 
internet on the CMS website, reflect the 
national labor-related share, which is 
also applicable to Puerto Rico hospitals. 
For FY 2021, for all IPPS hospitals 
(including Puerto Rico hospitals) whose 
wage indexes are less than or equal to 
1.0000, we are applying the wage index 
to a labor-related share of 62 percent of 
the national standardized amount. For 
all IPPS hospitals (including Puerto 
Rico hospitals) whose wage indexes are 
greater than 1.000, for FY 2021, we are 
applying the wage index to a labor- 
related share of 68.3 percent of the 
national standardized amount. 

IV. Other Decisions and Changes to the 
IPPS for Operating System 

A. Changes to MS–DRGs Subject to 
Postacute Care Transfer Policy and MS– 
DRG Special Payments Policies (§ 412.4) 

1. Background 
Existing regulations at 42 CFR 

412.4(a) define discharges under the 
IPPS as situations in which a patient is 
formally released from an acute care 
hospital or dies in the hospital. Section 
412.4(b) defines acute care transfers, 
and § 412.4(c) defines postacute care 
transfers. Our policy set forth in 
§ 412.4(f) provides that when a patient 
is transferred and his or her length of 
stay is less than the geometric mean 
length of stay for the MS–DRG to which 
the case is assigned, the transferring 
hospital is generally paid based on a 
graduated per diem rate for each day of 
stay, not to exceed the full MS–DRG 
payment that would have been made if 
the patient had been discharged without 
being transferred. 

The per diem rate paid to a 
transferring hospital is calculated by 
dividing the full MS–DRG payment by 
the geometric mean length of stay for 
the MS–DRG. Based on an analysis that 
showed that the first day of 
hospitalization is the most expensive 
(60 FR 45804), our policy generally 
provides for payment that is twice the 
per diem amount for the first day, with 
each subsequent day paid at the per 
diem amount up to the full MS–DRG 
payment (§ 412.4(f)(1)). Transfer cases 
also are eligible for outlier payments. In 
general, the outlier threshold for transfer 
cases, as described in § 412.80(b), is 
equal to the fixed-loss outlier threshold 

for nontransfer cases (adjusted for 
geographic variations in costs), divided 
by the geometric mean length of stay for 
the MS–DRG, and multiplied by the 
length of stay for the case, plus 1 day. 

We established the criteria set forth in 
§ 412.4(d) for determining which DRGs 
qualify for postacute care transfer 
payments in the FY 2006 IPPS final rule 
(70 FR 47419 through 47420). The 
determination of whether a DRG is 
subject to the postacute care transfer 
policy was initially based on the 
Medicare Version 23.0 GROUPER (FY 
2006) and data from the FY 2004 
MedPAR file. However, if a DRG did not 
exist in Version 23.0 or a DRG included 
in Version 23.0 is revised, we use the 
current version of the Medicare 
GROUPER and the most recent complete 
year of MedPAR data to determine if the 
DRG is subject to the postacute care 
transfer policy. Specifically, if the MS– 
DRG’s total number of discharges to 
postacute care equals or exceeds the 
55th percentile for all MS–DRGs and the 
proportion of short-stay discharges to 
postacute care to total discharges in the 
MS–DRG exceeds the 55th percentile for 
all MS–DRGs, CMS will apply the 
postacute care transfer policy to that 
MS–DRG and to any other MS–DRG that 
shares the same base MS–DRG. The 
statute directs us to identify MS–DRGs 
based on a high volume of discharges to 
postacute care facilities and a 
disproportionate use of postacute care 
services. As discussed in the FY 2006 
IPPS final rule (70 FR 47416), we 
determined that the 55th percentile is 
an appropriate level at which to 
establish these thresholds. In that same 
final rule (70 FR 47419), we stated that 
we will not revise the list of DRGs 
subject to the postacute care transfer 
policy annually unless we are making a 
change to a specific MS–DRG. 

To account for MS–DRGs subject to 
the postacute care policy that exhibit 
exceptionally higher shares of costs very 
early in the hospital stay, § 412.4(f) also 
includes a special payment 
methodology. For these MS–DRGs, 
hospitals receive 50 percent of the full 
MS–DRG payment, plus the single per 
diem payment, for the first day of the 
stay, as well as a per diem payment for 
subsequent days (up to the full MS–DRG 
payment (§ 412.4(f)(6)). For an MS–DRG 
to qualify for the special payment 
methodology, the geometric mean 
length of stay must be greater than 4 
days, and the average charges of 1-day 
discharge cases in the MS–DRG must be 
at least 50 percent of the average charges 
for all cases within the MS–DRG. MS– 
DRGs that are part of an MS–DRG 
severity level group will qualify under 
the MS–DRG special payment 

methodology policy if any one of the 
MS–DRGs that share that same base 
MS–DRG qualifies (§ 412.4(f)(6)). 

Prior to the enactment of the 
Bipartisan Budget Act of 2018 (Pub. L. 
115–123), under section 1886(d)(5)(J) of 
the Act, a discharge was deemed a 
‘‘qualified discharge’’ if the individual 
was discharged to one of the following 
postacute care settings: 

• A hospital or hospital unit that is 
not a subsection (d) hospital. 

• A skilled nursing facility. 
• Related home health services 

provided by a home health agency 
provided within a timeframe established 
by the Secretary (beginning within 3 
days after the date of discharge). 

Section 53109 of the Bipartisan 
Budget Act of 2018 amended section 
1886(d)(5)(J)(ii) of the Act to also 
include discharges to hospice care 
provided by a hospice program as a 
qualified discharge, effective for 
discharges occurring on or after October 
1, 2018. Accordingly, effective for 
discharges occurring on or after October 
1, 2018, if a discharge is assigned to one 
of the MS–DRGs subject to the postacute 
care transfer policy and the individual 
is transferred to hospice care by a 
hospice program, the discharge is 
subject to payment as a transfer case. In 
the FY 2019 IPPS/LTCH PPS final rule 
(83 FR 41394), we made conforming 
amendments to § 412.4(c) of the 
regulation to include discharges to 
hospice care occurring on or after 
October 1, 2018 as qualified discharges. 
We specified that hospital bills with a 
Patient Discharge Status code of 50 
(Discharged/Transferred to Hospice— 
Routine or Continuous Home Care) or 
51 (Discharged/Transferred to Hospice, 
General Inpatient Care or Inpatient 
Respite) are subject to the postacute care 
transfer policy in accordance with this 
statutory amendment. Consistent with 
our policy for other qualified 
discharges, CMS claims processing 
software has been revised to identify 
cases in which hospice benefits were 
billed on the date of hospital discharge 
without the appropriate discharge status 
code. Such claims will be returned as 
unpayable to the hospital and may be 
rebilled with a corrected discharge code. 

2. Changes for FY 2021 
As discussed in section II.F. of the 

preamble of the FY 2021 IPPS/LTCH 
PPS final rule, based on our analysis of 
FY 2019 MedPAR claims data, we 
proposed to make changes to a number 
of MS–DRGs, effective for FY 2021. 
Specifically, we proposed to do the 
following: 

• Reassign procedure codes from MS– 
DRG 16 (Autologous Bone Marrow 
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Transplant with CC/MCC or T-Cell 
Immunotherapy) to create new MS–DRG 
18 (Chimeric Antigen Receptor [CAR] T- 
cell Immunotherapy) for cases reporting 
the administration of CAR T-cell 
therapy. 

• Create new MS–DRG 019 
(Simultaneous Pancreas and Kidney 
Transplant with Hemodialysis). 

• Reassign procedures involving 
head, face, neck, ear, nose, mouth, or 
throat by creating six new MS–DRGs 
140–142 (Major Head and Neck 
Procedures with MCC, with CC, and 
without CC/MCC, respectively) and 
143–145 (Other Ear, Nose, Mouth and 
Throat O.R. Procedures with MCC, with 
CC, and without CC/MCC, respectively) 
and deleting MS–DRGs 129–130 (Major 
Head and Neck Procedures with CC/ 
MCC or Major Device, and without CC/ 
MCC, respectively, MS–DRGs 131–132 
(Cranial and Facial Procedures with CC/ 
MCC and without CC/MCC, 
respectively) and MS–DRGs 133–134 
(Other Ear, Nose, Mouth and Throat 
O.R. Procedures with CC/MCC and 
without CC/MCC, respectively). 

• Reassign procedure codes from MS– 
DRGs 469–470 (Major Hip and Knee 
Joint Replacement or Reattachment of 
Lower Extremity with MCC or Total 
Ankle Replacement, and without MCC, 
respectively) and create two new MS– 
DRGs, 521 and 522 (Hip Replacement 
with Principal Diagnosis of Hip Fracture 

with MCC and without MCC, 
respectively) for cases reporting a hip 
replacement procedure with a principal 
diagnosis of a hip fracture. 

• Reassign procedure codes from MS– 
DRG 652 (Kidney Transplant) into two 
new MS–DRGs, 650 and 651 (Kidney 
Transplant with Hemodialysis with 
MCC and without MCC, respectively) 
for cases reporting hemodialysis with a 
kidney transplant during the same 
admission. 

As discussed in the proposed rule, in 
light of the proposed changes to these 
MS–DRGs for FY 2021, according to the 
regulations under § 412.4(d), we 
evaluated these MS–DRGs using the 
general postacute care transfer policy 
criteria and data from the FY 2019 
MedPAR file. If an MS–DRG qualified 
for the postacute care transfer policy, we 
also evaluated that MS–DRG under the 
special payment methodology criteria 
according to regulations at § 412.4(f)(6). 
We continue to believe it is appropriate 
to assess new MS–DRGs and reassess 
revised MS–DRGs when proposing 
reassignment of procedure codes or 
diagnosis codes that would result in 
material changes to an MS–DRG. We 
noted that MS–DRGs 469 and 470 
(Major Hip and Knee Joint Replacement 
or Reattachment of Lower Extremity 
with MCC or Total Ankle Replacement, 
and without MCC, respectively) are 

currently subject to the postacute care 
transfer policy, and as proposed to be 
revised, would continue to qualify to be 
included on the list of MS–DRGs that 
are subject to the postacute care transfer 
policy. Proposed new MS–DRGs 521 
and 522 (Hip Replacement with 
Principal Diagnosis of Hip Fracture with 
MCC and without MCC, respectively) 
would also qualify to be included on the 
list of MS–DRGs that are subject to the 
postacute care transfer policy. We 
therefore proposed to add MS–DRGs 
521 and 522 to the list of MS–DRGs that 
are subject to the postacute care transfer 
policy. We noted that MS–DRGs that are 
subject to the postacute transfer policy 
for FY 2020 and are not revised will 
continue to be subject to the policy in 
FY 2021. We note that, as discussed in 
section II. of this final rule, we are 
finalizing these proposed changes to the 
MS–DRGs. 

Using the March 2020 update of the 
FY 2019 MedPAR file, we developed the 
following updated chart which sets 
forth the analysis of the postacute care 
transfer policy criteria completed for 
this final rule with respect to each of 
these new or revised MS–DRGs. We 
note that this chart is updated from the 
MedPAR file used in the proposed rule 
(the December 2019 update of the FY 
2019 MedPAR file). 
BILLING CODE 4120–01–P 
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Based on our annual review of 
proposed new or revised MS–DRGs and 
analysis of the December 2019 update of 
the FY 2019 MedPAR file, we identified 
MS–DRGs that we proposed to include 
on the list of MS–DRGs subject to the 
special payment policy methodology. 
Based on our analysis of proposed 

changes to MS–DRGs included in the 
proposed rule, we determined that MS– 
DRGs 521 and 522 (Hip Replacement 
with Principal Diagnosis of Hip Fracture 
with MCC and without MCC, 
respectively) would meet the criteria for 
the MS–DRG special payment 
methodology. Therefore, we proposed 

that MS–DRGs 521 and 522 would be 
subject to the MS–DRG special payment 
methodology, effective FY 2021. The 
following table include updates from 
the March 2020 update of the FY 2019 
MedPAR file. 

Comments: A commenter urged CMS 
not include MS–DRGs 521 and 522 on 
the list of MS–DRGs that are subject to 
the postacute care transfer policy. The 
commenter asserted that adding these 
new MS–DRGs to the postacute care 
transfer policy will incentivize short- 
term acute care hospitals to keep hip 
replacement patients longer so that the 
patient does not receive care from a 
postacute care provider, potentially 
leading to adverse health impacts to 
vulnerable beneficiaries. 

Response: We disagree that the 
postacute care transfer policy creates an 
incentive to keep patients in the 
hospital longer than necessary. Our 
longstanding view is the policy 
addresses the appropriate level of 
payment once clinical decisions about 
the most appropriate care in the most 
appropriate setting have been made. We 
also note that the procedure codes 
proposed to be assigned to MS–DRGs 
521 and 522 are currently assigned to 
MS–DRGs 496 and 470, which currently 
are subject to the postacute care transfer 
policy. 

After consideration of the comments 
we received, we are finalizing our 
proposal to add MS–DRGs 521 and 522 
to the list of MS–DRGs that are subject 
to the postacute care transfer policy and 
the MS DRG special payment 
methodology for FY 2021. 

The postacute care transfer and 
special payment policy status of these 
MS–DRGs is reflected in Table 5 
associated with this final rule, which is 

listed in section VI. of the Addendum to 
this final rule and available via the 
internet on the CMS website. 

B. Changes in the Inpatient Hospital 
Update for FY 2021 (§ 412.64(d)) 

1. FY 2021 Inpatient Hospital Update 

In accordance with section 
1886(b)(3)(B)(i) of the Act, each year we 
update the national standardized 
amount for inpatient hospital operating 
costs by a factor called the ‘‘applicable 
percentage increase.’’ For FY 2021, we 
are setting the applicable percentage 
increase by applying the adjustments 
listed in this section in the same 
sequence as we did for FY 2020. (We 
note that section 1886(b)(3)(B)(xii) of the 
Act required an additional reduction 
each year only for FYs 2010 through 
2019.) Specifically, consistent with 
section 1886(b)(3)(B) of the Act, as 
amended by sections 3401(a) and 
10319(a) of the Affordable Care Act, we 
are setting the applicable percentage 
increase by applying the following 
adjustments in the following sequence. 
The applicable percentage increase 
under the IPPS for FY 2021 is equal to 
the rate-of-increase in the hospital 
market basket for IPPS hospitals in all 
areas, subject to all of the following: 

• A reduction of one-quarter of the 
applicable percentage increase (prior to 
the application of other statutory 
adjustments; also referred to as the 
market basket update or rate-of-increase 
(with no adjustments)) for hospitals that 
fail to submit quality information under 

rules established by the Secretary in 
accordance with section 
1886(b)(3)(B)(viii) of the Act. 

• A reduction of three-quarters of the 
applicable percentage increase (prior to 
the application of other statutory 
adjustments; also referred to as the 
market basket update or rate-of-increase 
(with no adjustments)) for hospitals not 
considered to be meaningful EHR users 
in accordance with section 
1886(b)(3)(B)(ix) of the Act. 

• An adjustment based on changes in 
economy-wide productivity (the 
multifactor productivity (MFP) 
adjustment). 

Section 1886(b)(3)(B)(xi) of the Act, as 
added by section 3401(a) of the 
Affordable Care Act, states that 
application of the MFP adjustment may 
result in the applicable percentage 
increase being less than zero. 

In compliance with section 404 of the 
MMA, in the FY 2018 IPPS/LTCH PPS 
final rule (82 FR 38158 through 38175), 
we replaced the FY 2010-based IPPS 
operating market basket with the 
rebased and revised 2014-based IPPS 
operating market basket, effective with 
FY 2018. 

We proposed to base the proposed FY 
2021 market basket update used to 
determine the applicable percentage 
increase for the IPPS on IHS Global 
Inc.’s (IGI’s) fourth quarter 2019 forecast 
of the 2014-based IPPS market basket 
rate-of-increase with historical data 
through third quarter 2019, which was 
estimated to be 3.0 percent. We also 
proposed that if more recent data 
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subsequently become available (for 
example, a more recent estimate of the 
market basket and the MFP), we would 
use such data, if appropriate, to 
determine the FY 2021 market basket 
update and the MFP adjustment in the 
final rule. 

For this final rule, based on IGI’s 
second quarter 2020 forecast with 
historical data through the first quarter 
of 2020, the FY 2021 growth rate of the 
2014-based IPPS market basket is 
estimated to be 2.4 percent. We note 
that the fourth quarter 2019 forecast 
used for the proposed market basket 
update was developed prior to the 
economic impacts of the COVID–19 
pandemic. This lower update (2.4 
percent) for FY 2021 relative to the 
proposed rule (3.0 percent) is primarily 
driven by slower than anticipated 
compensation growth for both health- 
related and other occupations as labor 
markets are expected to be significantly 
impacted during the recession that 
started in February 2020 and throughout 
the anticipated recovery. 

For FY 2021, depending on whether 
a hospital submits quality data under 
the rules established in accordance with 
section 1886(b)(3)(B)(viii) of the Act 
(hereafter referred to as a hospital that 
submits quality data) and is a 
meaningful EHR user under section 
1886(b)(3)(B)(ix) of the Act (hereafter 
referred to as a hospital that is a 
meaningful EHR user), there are four 
possible applicable percentage increases 
that can be applied to the standardized 
amount, as specified in the table that 
appears later in this section. 

In the FY 2012 IPPS/LTCH PPS final 
rule (76 FR 51689 through 51692), we 
finalized our methodology for 
calculating and applying the MFP 
adjustment. As we explained in that 
rule, section 1886(b)(3)(B)(xi)(II) of the 
Act, as added by section 3401(a) of the 
Affordable Care Act, defines this 
productivity adjustment as equal to the 
10-year moving average of changes in 
annual economy-wide, private nonfarm 
business MFP (as projected by the 
Secretary for the 10-year period ending 
with the applicable fiscal year, calendar 
year, cost reporting period, or other 
annual period). The Bureau of Labor 
Statistics (BLS) publishes the official 
measure of private nonfarm business 
MFP. We refer readers to the BLS 
website at http://www.bls.gov/mfp for 
the BLS historical published MFP data. 

MFP is derived by subtracting the 
contribution of labor and capital input 
growth from output growth. The 
projections of the components of MFP 
are currently produced by IGI, a 
nationally recognized economic 
forecasting firm with which CMS 

contracts to forecast the components of 
the market baskets and MFP. As we 
discussed in the FY 2016 IPPS/LTCH 
PPS final rule (80 FR 49509), beginning 
with the FY 2016 rulemaking cycle, the 
MFP adjustment is calculated using the 
revised series developed by IGI to proxy 
the aggregate capital inputs. 
Specifically, in order to generate a 
forecast of MFP, IGI forecasts BLS 
aggregate capital inputs using a 
regression model. A complete 
description of the MFP projection 
methodology is available on the CMS 
website at: http://www.cms.gov/ 
Research-Statistics-Data-and-Systems/ 
Statistics-Trends-and-Reports/ 
MedicareProgramRatesStats/ 
MarketBasketResearch.html. 

In the FY 2021 IPPS/LTCH PPS 
proposed rule, we proposed an MFP 
adjustment of 0.4 percentage point. 
Similar to the market basket update, for 
the proposed rule, we used IGI’s fourth 
quarter 2019 forecast of the MFP 
adjustment to compute the proposed FY 
2021 MFP adjustment. As noted 
previously, we proposed that if more 
recent data subsequently become 
available, we would use such data, if 
appropriate, to determine the FY 2021 
market basket update and the MFP for 
the final rule. 

Based on the more recent data 
available for this final rule, the current 
estimate of the 10-year moving average 
growth of MFP for FY 2021 is -0.1 
percentage point. This MFP is based on 
the most recent macroeconomic outlook 
from IGI at the time of rulemaking 
(released June 2020) in order to reflect 
more current historical economic data. 
IGI produces monthly macroeconomic 
forecasts, which include projections of 
all of the economic series used to derive 
MFP. In contrast, IGI only produces 
forecasts of the more detailed price 
proxies used in the 2014-based IPPS 
market basket on a quarterly basis. 
Therefore, IGI’s second quarter 2020 
forecast is the most recent forecast of the 
2014-based IPPS market basket increase. 

We note that it has typically been our 
practice to base the projection of the 
market basket price proxies and MFP in 
the final rule on the second quarter IGI 
forecast. For this final rule, we are using 
the IGI June 2020 macroeconomic 
forecast for MFP because it is a more 
recent forecast, and it is important to 
use more recent data during this period 
when economic trends, particularly 
employment and labor productivity, are 
notably uncertain because of the 
COVID–19 pandemic. Historically, the 
MFP adjustment based on the second 
quarter IGI forecast has been very 
similar to the MFP adjustment derived 
with IGI’s June macroeconomic forecast. 

Substantial changes in the 
macroeconomic indicators in between 
monthly forecasts are atypical. 

Given the unprecedented economic 
uncertainty as a result of the COVID–19 
pandemic, the changes in the IGI 
macroeconomic series used to derive 
MFP between the IGI second quarter 
2020 forecast and the IGI June 2020 
macroeconomic forecast are significant. 
Therefore, we believe it is appropriate to 
use IGI’s more recent June 2020 
macroeconomic forecast to determine 
the MFP adjustment for the final rule as 
it reflects more recent historical data. 
For comparison purposes, the 10-year 
moving average growth of MFP for FY 
2021 is projected to be -0.1 percentage 
point based on IGI’s June 2020 
macroeconomic forecast compared to 
the 10-year moving average growth of 
MFP for FY 2021 of 0.7 percentage point 
based on IGI’s second quarter 2020 
forecast. Mechanically subtracting the 
negative 10-year moving average growth 
of MFP from the hospital market basket 
percentage increase using the data from 
the IGI June 2020 macroeconomic 
forecast would have resulted in a 0.1 
percentage point increase in the FY 
2021 market basket update. However, 
under section 1886(b)(3)(B)(xi)(I) of the 
Act, the Secretary is required to reduce 
(not increase) the hospital market basket 
percentage increase by changes in 
economy-wide productivity. 
Accordingly, we are applying a 0.0 MFP 
adjustment to the FY 2021 market 
basket percentage increase. 

Comment: A commenter appreciated 
the proposed inpatient hospital update. 
We also received a comment 
recommending that CMS not use market 
basket data that had been updated 
through March 2020, given the 
significant economic disruption and 
effects of the pandemic-driven 
shutdown, to ensure that the market 
basket update accurately reflects the 
higher costs incurred by hospitals 
during the pandemic. This same 
commenter urged CMS to ensure the 
underlying data, for market basket and 
other policies, is most appropriately 
selected to hold hospitals harmless 
against the unprecedented impacts of 
COVID–19. 

Response: We appreciate the 
commenters’ support and input on the 
proposal. As previously discussed, for 
this final rule we are using a more 
recent forecast available, because it is 
important to use more recent data 
during this period when economic 
trends, particularly employment and 
labor productivity, are notably uncertain 
because of the COVID–19 pandemic. For 
this final rule, we are finalizing a market 
basket update of 2.4 percent based on 
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IHS Global Inc.’s second-quarter 2020 
forecast (with historical data through 
the first-quarter 2020) and an MFP 

adjustment of 0.0 percentage point, as 
discussed earlier. 

Based on these most recent data 
available, we have determined four 

applicable percentage increases to the 
standardized amount for FY 2021, as 
specified in the following table: 

In the FY 2020 IPPS/LTCH PPS final 
rule (84 FR 42344), we revised our 
regulations at 42 CFR 412.64(d) to 
reflect the current law for the update for 
FY 2020 and subsequent fiscal years. 
Specifically, in accordance with section 
1886(b)(3)(B) of the Act, we added 
paragraph (d)(1)(viii) to § 412.64 to set 
forth the applicable percentage increase 
to the operating standardized amount 
for FY 2020 and subsequent fiscal years 
as the percentage increase in the market 
basket index, subject to the reductions 
specified under § 412.64(d)(2) for a 
hospital that does not submit quality 
data and § 412.64(d)(3) for a hospital 
that is not a meaningful EHR user, less 
an MFP adjustment. (As previously 
noted, section 1886(b)(3)(B)(xii) of the 
Act required an additional reduction 
each year only for FYs 2010 through 
2019.) 

Section 1886(b)(3)(B)(iv) of the Act 
provides that the applicable percentage 
increase to the hospital-specific rates for 
SCHs and MDHs equals the applicable 
percentage increase set forth in section 
1886(b)(3)(B)(i) of the Act (that is, the 
same update factor as for all other 
hospitals subject to the IPPS). Therefore, 
the update to the hospital-specific rates 
for SCHs and MDHs also is subject to 
section 1886(b)(3)(B)(i) of the Act, as 
amended by sections 3401(a) and 
10319(a) of the Affordable Care Act. 
(Under current law, the MDH program 
is effective for discharges on or before 
September 30, 2022, as discussed in the 
FY 2019 IPPS/LTCH PPS final rule (83 
FR 41429 through 41430).) 

For FY 2021, we proposed the 
following updates to the hospital- 
specific rates applicable to SCHs and 
MDHs: A proposed update of 2.6 

percent for a hospital that submits 
quality data and is a meaningful EHR 
user; a proposed update of 1.85 percent 
for a hospital that fails to submit quality 
data and is a meaningful EHR user; a 
proposed update of 0.35 percent for a 
hospital that submits quality data and is 
not a meaningful EHR user; and a 
proposed update of -0.4 percent for a 
hospital that fails to submit quality data 
and is not an meaningful EHR user. As 
noted previously, for the FY 2021 IPPS/ 
LTCH PPS proposed rule, we used IGI’s 
fourth quarter 2019 forecast of the 2014- 
based IPPS market basket update with 
historical data through third quarter 
2019. Similarly, we used IGI’s fourth 
quarter 2019 forecast of the MFP 
adjustment. We proposed that if more 
recent data subsequently became 
available (for example, a more recent 
estimate of the market basket increase 
and the MFP), we would use such data, 
if appropriate, to determine the update 
in the final rule. 

We did not receive any public 
comments on our proposal. Therefore, 
we are finalizing the proposal to 
determine the update to the hospital- 
specific rates for SCHs and MDHs in 
this final rule using the most recent 
available data, as previously discussed. 

For this final rule, based on the most 
recent available data, we are finalizing 
the following updates to the hospital 
specific rates applicable to SCHs and 
MDHs: An update of 2.4 percent for a 
hospital that submits quality data and is 
a meaningful EHR user; an update of 1.8 
percent for a hospital that fails to submit 
quality data and is a meaningful EHR 
user; an update of 0.6 percent for a 
hospital that submits quality data and is 
not a meaningful EHR user; and an 

update of 0.0 percent for a hospital that 
fails to submit quality data and is not a 
meaningful EHR user. 

2. FY 2021 Puerto Rico Hospital Update 

As discussed in the FY 2017 IPPS/ 
LTCH PPS final rule (81 FR 56937 
through 56938), prior to January 1, 2016, 
Puerto Rico hospitals were paid based 
on 75 percent of the national 
standardized amount and 25 percent of 
the Puerto Rico-specific standardized 
amount. Section 601 of Public Law 114– 
113 amended section 1886(d)(9)(E) of 
the Act to specify that the payment 
calculation with respect to operating 
costs of inpatient hospital services of a 
subsection (d) Puerto Rico hospital for 
inpatient hospital discharges on or after 
January 1, 2016, shall use 100 percent 
of the national standardized amount. 
Because Puerto Rico hospitals are no 
longer paid with a Puerto Rico-specific 
standardized amount under the 
amendments to section 1886(d)(9)(E) of 
the Act, there is no longer a need for us 
to determine an update to the Puerto 
Rico standardized amount. Hospitals in 
Puerto Rico are now paid 100 percent of 
the national standardized amount and, 
therefore, are subject to the same update 
to the national standardized amount 
discussed under section IV.B.1. of the 
preamble of this final rule. Accordingly, 
in the FY 2021 IPPS/LTCH PPS 
proposed rule, for FY 2021, we 
proposed an applicable percentage 
increase of 2.6 percent to the 
standardized amount for hospitals 
located in Puerto Rico. 

We did not receive any public 
comment on our proposal with respect 
to the Puerto Rico hospital update. 
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Based on the most recent data 
available for this final rule (as discussed 
previously in section IV.B.1. of the 
preamble of this final rule), we are 
finalizing an applicable percentage 
increase of 2.4 percent to the 
standardized amount for hospitals 
located in Puerto Rico. We note that 
section 1886(b)(3)(B)(viii) of the Act, 
which specifies the adjustment to the 
applicable percentage increase for 
‘‘subsection (d)’’ hospitals that do not 
submit quality data under the rules 
established by the Secretary, is not 
applicable to hospitals located in Puerto 
Rico. In addition, section 602 of Public 
Law 114–113 amended section 
1886(n)(6)(B) of the Act to specify that 
Puerto Rico hospitals are eligible for 
incentive payments for the meaningful 
use of certified EHR technology, 
effective beginning FY 2016, and also to 
apply the adjustments to the applicable 
percentage increase under section 
1886(b)(3)(B)(ix) of the Act to Puerto 
Rico hospitals that are not meaningful 
EHR users, effective FY 2022. 
Accordingly, because the provisions of 
section 1886(b)(3)(B)(ix) of the Act are 
not applicable to hospitals located in 
Puerto Rico until FY 2022, the 
adjustments under this provision are not 
applicable for FY 2021. 

C. Amendment To Address Short Cost 
Reporting Periods During Applicable 
Timeframe for Establishment of Service 
Area for Sole Community Hospitals 
Under § 412.92(c)(3) 

Sections 1886(d)(5)(D) and (d)(5)(G) of 
the Act provide special payment 
protections under the IPPS to sole 
community hospitals (SCHs) and 
Medicare-dependent, small rural 
hospitals (MDHs), respectively. Section 
1886(d)(5)(D)(iii) of the Act defines an 
SCH in part as a hospital that the 
Secretary determines is located more 
than 35 road miles from another 
hospital or that, by reason of factors 
such as isolated location, weather 
conditions, travel conditions, or absence 
of other like hospitals (as determined by 
the Secretary), is the sole source of 
inpatient hospital services reasonably 
available to Medicare beneficiaries. The 
regulations at 42 CFR 412.92 set forth 
the criteria that a hospital must meet to 
be classified as a SCH. For more 
information on SCHs, we refer readers 
to the FY 2009 IPPS/LTCH PPS final 
rule (74 FR 43894 through 43897). 

The criteria to be classified as an SCH 
are set forth at 42 CFR 412.92(a). Under 
the criteria at 42 CFR 412.92(a)(1)(i) and 
(ii), CMS classifies a hospital as a sole 
community hospital if it is located: (1) 
In a rural area; and (2) between 25 and 

35 miles from other like hospitals and 
meets one of the following criteria: 

• No more than 25 percent of 
residents who become hospital 
inpatients or no more than 25 percent of 
the Medicare beneficiaries who become 
hospital inpatients in the hospital’s 
service area are admitted to other like 
hospitals located within a 35-mile 
radius of the hospital, or, if larger, 
within its service area. 

• The hospital has fewer than 50 beds 
and the MAC certifies that the hospital 
would have met the previously 
discussed criteria were it not for the fact 
that some beneficiaries or residents 
were forced to seek care outside the 
service area due to the unavailability of 
necessary specialty services at the 
community hospital. 

The term ‘‘service area’’ is defined 
under the regulations at 42 CFR 
412.92(c)(3) as the area from which a 
hospital draws at least 75 percent of its 
inpatients during the most recent 12- 
month cost reporting period ending 
before it applies for classification as a 
sole community hospital. For more 
information on service areas, we refer 
readers to the FY 2002 IPPS final rule 
(66 FR 39875). 

We have become aware of some 
situations where a hospital’s most 
recent cost reporting period prior to 
seeking SCH classification is a short cost 
reporting period (that is, less than a 12- 
month cost reporting period). Therefore, 
in the FY 2021 IPPS/LTCH PPS 
proposed rule (85 FR 32740), we 
proposed to amend § 412.92(c)(3) to 
clarify our policy in this situation. 
Specifically, we proposed to amend 
§ 412.92(c)(3) to reflect that where the 
hospital’s cost reporting period ending 
before it applies for classification as a 
sole community hospital is for less than 
12 months, the hospital’s most recent 
12-month or longer cost reporting 
period before the short period is used. 
We noted that this policy is consistent 
with our policy for determining 
Medicare utilization for purposes of 
MDH classification, as reflected in the 
regulations at 42 CFR 412.108(a)(1)(v). 
We invited public comment on our 
proposed amendment to § 412.92(c)(3). 

We did not receive any public 
comments on our proposed amendment 
to § 412.92(c)(3). Therefore, we are 
finalizing our proposal as previously 
described, without modification. 

D. Rural Referral Centers (RRCs)— 
Annual Updates to Case-Mix Index and 
Discharge Criteria (§ 412.96) 

Under the authority of section 
1886(d)(5)(C)(i) of the Act, the 
regulations at § 412.96 set forth the 
criteria that a hospital must meet in 

order to qualify under the IPPS as a 
rural referral center (RRC). RRCs receive 
special treatment under both the DSH 
payment adjustment and the criteria for 
geographic reclassification. 

Section 402 of Public Law 108–173 
raised the DSH payment adjustment for 
RRCs such that they are not subject to 
the 12-percent cap on DSH payments 
that is applicable to other rural 
hospitals. RRCs also are not subject to 
the proximity criteria when applying for 
geographic reclassification. In addition, 
they do not have to meet the 
requirement that a hospital’s average 
hourly wage must exceed, by a certain 
percentage, the average hourly wage of 
the labor market area in which the 
hospital is located. 

Section 4202(b) of Public Law 105–33 
states, in part, that any hospital 
classified as an RRC by the Secretary for 
FY 1991 shall be classified as such an 
RRC for FY 1998 and each subsequent 
fiscal year. In the August 29, 1997 IPPS 
final rule with comment period (62 FR 
45999), we reinstated RRC status for all 
hospitals that lost that status due to 
triennial review or MGCRB 
reclassification. However, we did not 
reinstate the status of hospitals that lost 
RRC status because they were now 
urban for all purposes because of the 
OMB designation of their geographic 
area as urban. Subsequently, in the 
August 1, 2000 IPPS final rule (65 FR 
47089), we indicated that we were 
revisiting that decision. Specifically, we 
stated that we would permit hospitals 
that previously qualified as an RRC and 
lost their status due to OMB 
redesignation of the county in which 
they are located from rural to urban, to 
be reinstated as an RRC. Otherwise, a 
hospital seeking RRC status must satisfy 
all of the other applicable criteria. We 
use the definitions of ‘‘urban’’ and 
‘‘rural’’ specified in subpart D of 42 CFR 
part 412. One of the criteria under 
which a hospital may qualify as an RRC 
is to have 275 or more beds available for 
use (§ 412.96(b)(1)(ii)). A rural hospital 
that does not meet the bed size 
requirement can qualify as an RRC if the 
hospital meets two mandatory 
prerequisites (a minimum case-mix 
index (CMI) and a minimum number of 
discharges), and at least one of three 
optional criteria (relating to specialty 
composition of medical staff, source of 
inpatients, or referral volume). (We refer 
readers to § 412.96(c)(1) through (5) and 
the September 30, 1988 Federal Register 
(53 FR 38513) for additional 
discussion.) With respect to the two 
mandatory prerequisites, a hospital may 
be classified as an RRC if— 

• The hospital’s CMI is at least equal 
to the lower of the median CMI for 

VerDate Sep<11>2014 22:38 Sep 17, 2020 Jkt 250001 PO 00000 Frm 00369 Fmt 4701 Sfmt 4700 E:\FR\FM\18SER2.SGM 18SER2jb
el

l o
n 

D
S

K
JL

S
W

7X
2P

R
O

D
 w

ith
 R

U
LE

S
2



58800 Federal Register / Vol. 85, No. 182 / Friday, September 18, 2020 / Rules and Regulations 

urban hospitals in its census region, 
excluding hospitals with approved 
teaching programs, or the median CMI 
for all urban hospitals nationally; and 

• The hospital’s number of discharges 
is at least 5,000 per year, or, if fewer, the 
median number of discharges for urban 
hospitals in the census region in which 
the hospital is located. The number of 
discharges criterion for an osteopathic 
hospital is at least 3,000 discharges per 
year, as specified in section 
1886(d)(5)(C)(i) of the Act. 

1. Case-Mix Index (CMI) 
Section 412.96(c)(1) provides that 

CMS establish updated national and 
regional CMI values in each year’s 
annual notice of prospective payment 
rates for purposes of determining RRC 
status. The methodology we used to 
determine the national and regional CMI 
values is set forth in the regulations at 
§ 412.96(c)(1)(ii). The national median 
CMI value for FY 2021 is based on the 
CMI values of all urban hospitals 
nationwide, and the regional median 
CMI values for FY 2021 are based on the 
CMI values of all urban hospitals within 

each census region, excluding those 
hospitals with approved teaching 
programs (that is, those hospitals that 
train residents in an approved GME 
program as provided in § 413.75). These 
values are based on discharges 
occurring during FY 2019 (October 1, 
2018 through September 30, 2019), and 
include bills posted to CMS’ records 
through March 2020. 

In the FY 2021 IPPS/LTCH PPS 
proposed rule (85 FR 32741), we 
proposed that, in addition to meeting 
other criteria, if rural hospitals with 
fewer than 275 beds are to qualify for 
initial RRC status for cost reporting 
periods beginning on or after October 1, 
2020, they must have a CMI value for 
FY 2019 that is at least— 

• 1.70435 (national—all urban); or 
• The median CMI value (not 

transfer-adjusted) for urban hospitals 
(excluding hospitals with approved 
teaching programs as identified in 
§ 413.75) calculated by CMS for the 
census region in which the hospital is 
located. 

The proposed median CMI values by 
region were set forth in a table in the 

proposed rule (85 FR 32741). We stated 
in the proposed rule that we intended 
to update the proposed CMI values in 
the FY 2021 final rule to reflect the 
updated FY 2019 MedPAR file, which 
will contain data from additional bills 
received through March 2020. 

We did not receive any public 
comments on our proposals. 

Based on the latest available data (FY 
2019 bills received through March 
2020), in addition to meeting other 
criteria, if rural hospitals with fewer 
than 275 beds are to qualify for initial 
RRC status for cost reporting periods 
beginning on or after October 1, 2020, 
they must have a CMI value for FY 2019 
that is at least: 

• 1.7049 (national—all urban); or 
• The median CMI value (not 

transfer-adjusted) for urban hospitals 
(excluding hospitals with approved 
teaching programs as identified in 
§ 413.75) calculated by CMS for the 
census region in which the hospital is 
located. 

The final CMI values by region are set 
forth in the following table. 

A hospital seeking to qualify as an 
RRC should obtain its hospital-specific 
CMI value (not transfer-adjusted) from 
its MAC. Data are available on the 
Provider Statistical and Reimbursement 
(PS&R) System. In keeping with our 
policy on discharges, the CMI values are 
computed based on all Medicare patient 
discharges subject to the IPPS MS–DRG- 
based payment. 

2. Discharges 

Section 412.96(c)(2)(i) provides that 
CMS set forth the national and regional 
numbers of discharges criteria in each 
year’s annual notice of prospective 
payment rates for purposes of 
determining RRC status. As specified in 
section 1886(d)(5)(C)(ii) of the Act, the 

national standard is set at 5,000 
discharges. In the FY 2021 IPPS/LTCH 
PPS proposed rule (85 FR 32741), for FY 
2021, we proposed to update the 
regional standards based on discharges 
for urban hospitals’ cost reporting 
periods that began during FY 2018 (that 
is, October 1, 2017 through September 
30, 2018), which were the latest cost 
report data available at the time the 
proposed rule was developed. 
Therefore, we proposed that, in addition 
to meeting other criteria, a hospital, if it 
is to qualify for initial RRC status for 
cost reporting periods beginning on or 
after October 1, 2020, must have, as the 
number of discharges for its cost 
reporting period that began during FY 
2018, at least— 

• 5,000 (3,000 for an osteopathic 
hospital); or 

• If less, the median number of 
discharges for urban hospitals in the 
census region in which the hospital is 
located. (We refer readers to the table set 
forth in the FY 2021 IPPS/LTCH PPS 
proposed rule at 85 FR 32742). In the 
proposed rule, we stated that we 
intended to update these numbers in the 
FY 2021 final rule based on the latest 
available cost report data. 

We did not receive any public 
comments on our proposals. 

Based on the latest discharge data 
available at this time, that is, for cost 
reporting periods that began during FY 
2018, the final median number of 
discharges for urban hospitals by census 

VerDate Sep<11>2014 22:38 Sep 17, 2020 Jkt 250001 PO 00000 Frm 00370 Fmt 4701 Sfmt 4700 E:\FR\FM\18SER2.SGM 18SER2 E
R

18
S

E
20

.2
06

<
/G

P
H

>

jb
el

l o
n 

D
S

K
JL

S
W

7X
2P

R
O

D
 w

ith
 R

U
LE

S
2



58801 Federal Register / Vol. 85, No. 182 / Friday, September 18, 2020 / Rules and Regulations 

region are set forth in the following 
table. 

We note that because the median 
number of discharges for hospitals in 
each census region is greater than the 
national standard of 5,000 discharges, 
under this final rule, 5,000 discharges is 
the minimum criterion for all hospitals, 
except for osteopathic hospitals for 
which the minimum criterion is 3,000 
discharges. 

a. Amendment to § 412.96(c)(2) for 
Hospital Cost Reporting Periods That 
Are Longer or Shorter Than 12 Months 

As previously noted, in addition to 
meeting other criteria, to qualify for 
initial RRC status for cost reporting 
periods beginning on or after October 1 
of a given fiscal year, under 
§ 412.96(c)(2), a hospital must meet the 
minimum number of discharges during 
its cost reporting period that began 
during the same fiscal year as the cost 
reporting periods used to compute the 
regional median discharges. We 
typically use the cost reporting periods 
that are 3 years prior to the fiscal year 
for which a hospital is seeking RRC 
status to compute the regional median 
discharges, as these are generally the 
latest cost report data available at the 
time of the development of the proposed 
and final rules. For example, and as 
discussed previously, for FY 2021, we 
are updating the regional standards 
based on discharges for urban hospitals’ 
cost reporting periods that began during 
FY 2018. 

We have become aware of situations 
where a hospital’s cost reporting period 
that began during the fiscal year used to 
compute the regional median discharge 
values for a given fiscal year is a short 
cost reporting period (that is, less than 
12 months) and as a result, the provider 
may not meet the minimum discharges 

requirement. Conversely, there may also 
be situations where a hospital’s cost 
reporting period that began during the 
fiscal year used to compute the regional 
median discharge values for a given 
fiscal year is a long cost reporting period 
(that is, greater than 12 months). In the 
FY 2021 IPPS/LTCH PPS proposed rule 
(85 FR 32742), we proposed to amend 
the RRC regulations to add a new 
paragraph (c)(2)(iii) to § 412.96 stating 
that if the hospital’s cost reporting 
period that began during the same fiscal 
year as the cost reporting periods used 
to compute the regional median 
discharges is for less than 12 months or 
longer than 12 months, the hospital’s 
number of discharges for that cost 
reporting period will be annualized to 
estimate the total number of discharges 
for a 12 month cost reporting period. We 
stated that we believe this policy, which 
is generally consistent with how we 
have addressed short cost reporting 
periods for purposes of determining 
discharges for RRC status in the past, 
provides a more uniform treatment 
among hospitals for purposes of 
determining the number of discharges 
for those hospitals for which the 
applicable cost reporting period is 
shorter or longer than 12 months. We 
proposed that to annualize the 
discharges, the MAC would divide the 
discharges by the number of days in the 
hospital’s cost reporting period and then 
multiply by the length of a full year (365 
or 366 calendar days, as applicable) to 
estimate the total number of discharges 
for a 12-month cost reporting period. 
For example, a short cost reporting 
period beginning on January 1 and 
ending on October 31 that is 10 months 
(or 304 days) with 4,200 discharges 
would be annualized in a non-leap year 

as follows: (4,200 ÷ 304) × 365 = 5,043 
discharges annualized. Under this 
proposal, if the hospital has multiple 
cost reports beginning in the same fiscal 
year and none of those cost reports are 
for 12 months, the hospital’s number of 
discharges in the hospital’s longest cost 
report beginning in that fiscal year 
would be annualized to estimate the 
total number of discharges for a 12 
month cost reporting period. We invited 
public comment on our proposed 
annualization methodology and our 
proposed amendment to § 412.96(c)(2). 

Comments: A few commenters 
supported the annualization of 
discharges in a long or short cost 
reporting period for purposes of 
determining a hospital’s eligibility for 
RRC classification. 

Response: We thank the commenters 
for their support. 

After consideration of the public 
comments we received, we are 
finalizing our proposal as previously 
described, without modification. 

E. Payment Adjustment for Low-Volume 
Hospitals (§ 412.101) 

1. Background 

Section 1886(d)(12) of the Act 
provides for an additional payment to 
each qualifying low-volume hospital 
under the IPPS beginning in FY 2005. 
The additional payment adjustment to a 
low-volume hospital provided for under 
section 1886(d)(12) of the Act is in 
addition to any payment calculated 
under section 1886 of the Act. 
Therefore, the additional payment 
adjustment is based on the per discharge 
amount paid to the qualifying hospital 
under section 1886 of the Act. In other 
words, the low-volume hospital 
payment adjustment is based on total 
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per discharge payments made under 
section 1886 of the Act, including 
capital, DSH, IME, and outlier 
payments. For SCHs and MDHs, the 
low-volume hospital payment 
adjustment is based in part on either the 
Federal rate or the hospital-specific rate, 
whichever results in a greater operating 
IPPS payment. 

As discussed in the FY 2019 IPPS/ 
LTCH PPS final rule (83 FR 41398 
through 41399), section 50204 of the 
Bipartisan Budget Act of 2018 (Pub. L. 
115–123) modified the definition of a 
low-volume hospital and the 
methodology for calculating the 
payment adjustment for low-volume 
hospitals for FYs 2019 through 2022. 
(Section 50204 also extended prior 
changes to the definition of a low- 
volume hospital and the methodology 
for calculating the payment adjustment 
for low-volume hospitals through FY 
2018.) Currently, the low-volume 
hospital qualifying criteria provide that 
a hospital must have fewer 3,800 total 
discharges during the fiscal year, and 
the hospital must be located more than 
15 road miles from the nearest 
‘‘subsection (d)’’ hospital. These criteria 
will remain in effect through FY 2022. 
Beginning with FY 2023, the low- 
volume hospital qualifying criteria and 
payment adjustment will revert to the 
statutory requirements that were in 
effect prior to FY 2011. Therefore, in 
order for a hospital to continue to 
qualify as a low-volume hospital on or 
after October 1, 2022, it must have fewer 
than 200 total discharges during the 
fiscal year and be located more than 25 
road miles from the nearest ‘‘subsection 
(d)’’ hospital (see § 412.101(b)(2)(i)). 
(For additional information on the low- 
volume hospital payment adjustment 
prior to FY 2018, we refer readers to the 
FY 2017 IPPS/LTCH PPS final rule (81 
FR 56941 through 56943). For 
additional information on the low- 
volume hospital payment adjustment for 
FY 2018, we refer readers to the FY 
2018 IPPS notice (CMS–1677–N) that 
appeared in the Federal Register on 
April 26, 2018 (83 FR 18301 through 
18308).) 

2. Temporary Changes to the Low- 
Volume Hospital Definition and 
Payment Adjustment Methodology for 
FYs 2019 Through 2022 

As discussed earlier, section 50204 of 
the Bipartisan Budget Act of 2018 
further modified the definition of a low- 
volume hospital and the methodology 
for calculating the payment adjustment 
for low-volume hospitals for FYs 2019 
through 2022. Specifically, the 
qualifying criteria for low-volume 
hospitals under section 1886(d)(12)(C)(i) 

of the Act were amended to specify that, 
for FYs 2019 through 2022, a subsection 
(d) hospital qualifies as a low-volume 
hospital if it is more than 15 road miles 
from another subsection (d) hospital and 
has less than 3,800 total discharges 
during the fiscal year. Section 
1886(d)(12)(D) of the Act was also 
amended to provide that, for discharges 
occurring in FYs 2019 through 2022, the 
Secretary shall determine the applicable 
percentage increase using a continuous, 
linear sliding scale ranging from an 
additional 25 percent payment 
adjustment for low-volume hospitals 
with 500 or fewer discharges to a zero 
percent additional payment for low- 
volume hospitals with more than 3,800 
discharges in the fiscal year. Consistent 
with the requirements of section 
1886(d)(12)(C)(ii) of the Act, the term 
‘‘discharge’’ for purposes of these 
provisions refers to total discharges, 
regardless of payer (that is, Medicare 
and non-Medicare discharges). 

In the FY 2019 IPPS/LTCH PPS final 
rule (83 FR 41399), to implement this 
requirement, we specified a continuous, 
linear sliding scale formula to determine 
the low-volume hospital payment 
adjustment for FYs 2019 through 2022 
that is similar to the continuous, linear 
sliding scale formula used to determine 
the low-volume hospital payment 
adjustment originally established by the 
Affordable Care Act and implemented 
in the regulations at § 412.101(c)(2)(ii) 
in the FY 2011 IPPS/LTCH PPS final 
rule (75 FR 50240 through 50241). 
Consistent with the statute, we provided 
that qualifying hospitals with 500 or 
fewer total discharges will receive a 
low-volume hospital payment 
adjustment of 25 percent. For qualifying 
hospitals with fewer than 3,800 
discharges but more than 500 
discharges, the low-volume payment 
adjustment is calculated by subtracting 
from 25 percent the proportion of 
payments associated with the discharges 
in excess of 500. As such, for qualifying 
hospitals with fewer than 3,800 total 
discharges but more than 500 total 
discharges, the low-volume hospital 
payment adjustment for FYs 2019 
through 2022 is calculated using the 
following formula: 

Low-Volume Hospital Payment 
Adjustment = 0.25¥[0.25/3300] × 
(number of total discharges¥500) = (95/ 
330)¥(number of total discharges/ 
13,200). 

For this purpose, we specified that the 
‘‘number of total discharges’’ is 
determined as total discharges, which 
includes Medicare and non-Medicare 
discharges during the fiscal year, based 
on the hospital’s most recently 
submitted cost report. The low-volume 

hospital payment adjustment for FYs 
2019 through 2022 is set forth in the 
regulations at 42 CFR 412.101(c)(3). 

3. Process for Requesting and Obtaining 
the Low-Volume Hospital Payment 
Adjustment 

In the FY 2011 IPPS/LTCH PPS final 
rule (75 FR 50238 through 50275 and 
50414) and subsequent rulemaking (for 
example, the FY 2019 IPPS/LTCH PPS 
final rule (83 FR 41399 through 41401), 
we discussed the process for requesting 
and obtaining the low-volume hospital 
payment adjustment. Under this 
previously established process, a 
hospital makes a written request for the 
low-volume payment adjustment under 
§ 412.101 to its MAC. This request must 
contain sufficient documentation to 
establish that the hospital meets the 
applicable mileage and discharge 
criteria. The MAC will determine if the 
hospital qualifies as a low-volume 
hospital by reviewing the data the 
hospital submits with its request for 
low-volume hospital status in addition 
to other available data. Under this 
approach, a hospital will know in 
advance whether or not it will receive 
a payment adjustment under the low- 
volume hospital policy. The MAC and 
CMS may review available data such as 
the number of discharges, in addition to 
the data the hospital submits with its 
request for low-volume hospital status, 
in order to determine whether or not the 
hospital meets the qualifying criteria. 
(For additional information on our 
existing process for requesting the low- 
volume hospital payment adjustment, 
we refer readers to the FY 2019 IPPS/ 
LTCH PPS final rule (83 FR 41399 
through 41401).) 

As explained earlier, for FY 2019 and 
subsequent fiscal years, the discharge 
determination is made based on the 
hospital’s number of total discharges, 
that is, Medicare and non-Medicare 
discharges, as was the case for FYs 2005 
through 2010. Under § 412.101(b)(2)(i) 
and § 412.101(b)(2)(iii), a hospital’s 
most recently submitted cost report is 
used to determine if the hospital meets 
the discharge criterion to receive the 
low-volume payment adjustment in the 
current year. As discussed in the FY 
2019 IPPS/LTCH PPS final rule (83 FR 
41399 and 41400), we use cost report 
data to determine if a hospital meets the 
discharge criterion because this is the 
best available data source that includes 
information on both Medicare and non- 
Medicare discharges. (For FYs 2011 
through 2018, the most recently 
available MedPAR data were used to 
determine the hospital’s Medicare 
discharges because non-Medicare 
discharges were not used to determine 
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if a hospital met the discharge criterion 
for those years.) Therefore, a hospital 
should refer to its most recently 
submitted cost report for total 
discharges (Medicare and non- 
Medicare) in order to decide whether or 
not to apply for low-volume hospital 
status for a particular fiscal year. 

As also discussed in the FY 2019 
IPPS/LTCH PPS final rule, in addition 
to the discharge criterion, for FY 2019 
and for subsequent fiscal years, 
eligibility for the low-volume hospital 
payment adjustment is also dependent 
upon the hospital meeting the 
applicable mileage criterion specified in 
§ 412.101(b)(2)(i) or (iii) for the fiscal 
year. Specifically, to meet the mileage 
criterion to qualify for the low-volume 
hospital payment adjustment for FY 
2021, as was the case for FYs 2019 and 
2020, a hospital must be located more 
than 15 road miles from the nearest 
subsection (d) hospital. (We define in 
§ 412.101(a) the term ‘‘road miles’’ to 
mean ‘‘miles’’ as defined in 
§ 412.92(c)(1) (75 FR 50238 through 
50275 and 50414).) For establishing that 
the hospital meets the mileage criterion, 
the use of a web-based mapping tool as 
part of the documentation is acceptable. 
The MAC will determine if the 
information submitted by the hospital, 
such as the name and street address of 
the nearest hospitals, location on a map, 
and distance from the hospital 
requesting low-volume hospital status, 
is sufficient to document that it meets 
the mileage criterion. If not, the MAC 
will follow up with the hospital to 
obtain additional necessary information 
to determine whether or not the hospital 
meets the applicable mileage criterion. 

We discussed in the proposed rule 
that in accordance with our previously 
established process, a hospital must 
make a written request for low-volume 
hospital status that is received by its 
MAC by September 1 immediately 
preceding the start of the Federal fiscal 
year for which the hospital is applying 
for low-volume hospital status in order 
for the applicable low-volume hospital 
payment adjustment to be applied to 
payments for its discharges for the fiscal 
year beginning on or after October 1 
immediately following the request (that 
is, the start of the Federal fiscal year). 
We stated that for a hospital whose 
request for low-volume hospital status is 
received after September 1, if the MAC 
determines the hospital meets the 
criteria to qualify as a low-volume 
hospital, the MAC will apply the 
applicable low-volume hospital 
payment adjustment to determine 
payment for the hospital’s discharges for 
the fiscal year, effective prospectively 

within 30 days of the date of the MAC’s 
low-volume status determination. 

Consistent with this previously 
established process, for FY 2021, we 
proposed that a hospital must submit a 
written request for low-volume hospital 
status to its MAC that includes 
sufficient documentation to establish 
that the hospital meets the applicable 
mileage and discharge criteria (as 
described earlier). Consistent with 
historical practice, for FY 2021, we 
proposed that a hospital’s written 
request must be received by its MAC no 
later than September 1, 2020 in order for 
the low-volume hospital payment 
adjustment to be applied to payments 
for its discharges beginning on or after 
October 1, 2020. If a hospital’s written 
request for low-volume hospital status 
for FY 2021 is received after September 
1, 2020, and if the MAC determines the 
hospital meets the criteria to qualify as 
a low-volume hospital, we stated that 
the MAC would apply the low-volume 
hospital payment adjustment to 
determine the payment for the hospital’s 
FY 2021 discharges, effective 
prospectively within 30 days of the date 
of the MAC’s low-volume hospital 
status determination. We noted in the 
proposed rule that this proposal was 
consistent with the process for 
requesting and obtaining the low- 
volume hospital payment adjustment for 
FY 2020 (84 FR 42348 through 42349). 

Under this process, a hospital 
receiving the low-volume hospital 
payment adjustment for FY 2020 may 
continue to receive a low-volume 
hospital payment adjustment for FY 
2021 without reapplying if it continues 
to meet the applicable mileage and 
discharge criteria (which, as discussed 
previously, are the same qualifying 
criteria that apply for FY 2020). In this 
case, a hospital’s request can include a 
verification statement that it continues 
to meet the mileage criterion applicable 
for FY 2021. (Determination of meeting 
the discharge criterion is discussed 
earlier in this section.) We noted in the 
proposed rule that a hospital must 
continue to meet the applicable 
qualifying criteria as a low-volume 
hospital (that is, the hospital must meet 
the applicable discharge criterion and 
mileage criterion for the fiscal year) in 
order to receive the payment adjustment 
in that fiscal year; that is, low-volume 
hospital status is not based on a ‘‘one- 
time’’ qualification (75 FR 50238 
through 50275). Consistent with 
historical policy, a hospital must submit 
its request, including this written 
verification, for each fiscal year for 
which it seeks to receive the low- 
volume hospital payment adjustment, 

and in accordance with the timeline 
described earlier. 

Comments: We received comments 
expressing continued support of the 
low-volume hospital adjustment 
changes included in the Bipartisan 
Budget Act of 2018. 

Response: While these changes are 
statutory, we appreciate commenters’ 
support. 

As discussed in section I.A.2 of this 
FY 2021 IPPS/LTCH PPS final rule, we 
are waiving the delayed effective date 
for this final rule. The proposed 
deadline of September 1, 2020 for 
receipt of a hospital’s written request by 
its MAC in order for the low-volume 
hospital payment adjustment to be 
applied to payments for its discharges 
beginning on or after October 1, 2020, 
may occur very near or on the date of 
issuance of this final rule. Due to this 
unique circumstance, in this final rule 
we are modifying the proposed deadline 
to September 15, 2020. Accordingly, for 
FY 2021, we are establishing that a 
hospital’s written request must be 
received by its MAC no later than 
September 15, 2020 in order for the low- 
volume hospital payment adjustment to 
be applied to payments for its 
discharges beginning on or after October 
1, 2020. If a hospital’s written request 
for low-volume hospital status for FY 
2021 is received after September 15, 
2020, and if the MAC determines the 
hospital meets the criteria to qualify as 
a low-volume hospital, the MAC will 
apply the low-volume hospital payment 
adjustment to determine the payment 
for the hospital’s FY 2021 discharges, 
effective prospectively within 30 days of 
the date of the MAC’s low-volume 
hospital status determination. 

F. Indirect Medical Education (IME) 
Payment Adjustment Factor (§ 412.105) 

Under the IPPS, an additional 
payment amount is made to hospitals 
with residents in an approved graduate 
medical education (GME) program in 
order to reflect the higher indirect 
patient care costs of teaching hospitals 
relative to nonteaching hospitals. The 
payment amount is determined by use 
of a statutorily specified adjustment 
factor. The regulations regarding the 
calculation of this additional payment, 
known as the IME adjustment, are 
located at § 412.105. We refer readers to 
the FY 2012 IPPS/LTCH PPS final rule 
(76 FR 51680) for a full discussion of the 
IME adjustment and IME adjustment 
factor. Section 1886(d)(5)(B)(ii)(XII) of 
the Act provides that, for discharges 
occurring during FY 2008 and fiscal 
years thereafter, the IME formula 
multiplier is 1.35. Accordingly, for 
discharges occurring during FY 2021, 
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the formula multiplier is 1.35. We 
estimate that application of this formula 
multiplier for the FY 2021 IME 
adjustment will result in an increase in 
IPPS payment of 5.5 percent for every 
approximately 10 percent increase in 
the hospital’s resident-to-bed ratio. 

We did not receive any comments 
regarding the IME adjustment factor, 
which, as noted earlier, is statutorily 
required. Accordingly, for discharges 
occurring during FY 2021, the IME 
formula multiplier is 1.35. 

G. Payment Adjustment for Medicare 
Disproportionate Share Hospitals 
(DSHs) for FY 2021 (§ 412.106) 

1. General Discussion 
Section 1886(d)(5)(F) of the Act 

provides for additional Medicare 
payments to subsection (d) hospitals 
that serve a significantly 
disproportionate number of low-income 
patients. The Act specifies two methods 
by which a hospital may qualify for the 
Medicare disproportionate share 
hospital (DSH) adjustment. Under the 
first method, hospitals that are located 
in an urban area and have 100 or more 
beds may receive a Medicare DSH 
payment adjustment if the hospital can 
demonstrate that, during its cost 
reporting period, more than 30 percent 
of its net inpatient care revenues are 
derived from State and local 
government payments for care furnished 
to needy patients with low incomes. 
This method is commonly referred to as 
the ‘‘Pickle method.’’ The second 
method for qualifying for the DSH 
payment adjustment, which is the most 
common, is based on a complex 
statutory formula under which the DSH 
payment adjustment is based on the 
hospital’s geographic designation, the 
number of beds in the hospital, and the 
level of the hospital’s disproportionate 
patient percentage (DPP). A hospital’s 
DPP is the sum of two fractions: The 
‘‘Medicare fraction’’ and the ‘‘Medicaid 
fraction.’’ The Medicare fraction (also 
known as the ‘‘SSI fraction’’ or ‘‘SSI 
ratio’’) is computed by dividing the 
number of the hospital’s inpatient days 
that are furnished to patients who were 
entitled to both Medicare Part A and 
Supplemental Security Income (SSI) 
benefits by the hospital’s total number 
of patient days furnished to patients 
entitled to benefits under Medicare Part 
A. The Medicaid fraction is computed 
by dividing the hospital’s number of 
inpatient days furnished to patients 
who, for such days, were eligible for 
Medicaid, but were not entitled to 
benefits under Medicare Part A, by the 
hospital’s total number of inpatient days 
in the same period. 

Because the DSH payment adjustment 
is part of the IPPS, the statutory 
references to ‘‘days’’ in section 
1886(d)(5)(F) of the Act have been 
interpreted to apply only to hospital 
acute care inpatient days. Regulations 
located at 42 CFR 412.106 govern the 
Medicare DSH payment adjustment and 
specify how the DPP is calculated as 
well as how beds and patient days are 
counted in determining the Medicare 
DSH payment adjustment. Under 
§ 412.106(a)(1)(i), the number of beds for 
the Medicare DSH payment adjustment 
is determined in accordance with bed 
counting rules for the IME adjustment 
under § 412.105(b). 

Section 3133 of the Patient Protection 
and Affordable Care Act, as amended by 
section 10316 of the same Act and 
section 1104 of the Health Care and 
Education Reconciliation Act (Pub. L. 
111–152), added a section 1886(r) to the 
Act that modifies the methodology for 
computing the Medicare DSH payment 
adjustment. (For purposes of this final 
rule, we refer to these provisions 
collectively as section 3133 of the 
Affordable Care Act.) Beginning with 
discharges in FY 2014, hospitals that 
qualify for Medicare DSH payments 
under section 1886(d)(5)(F) of the Act 
receive 25 percent of the amount they 
previously would have received under 
the statutory formula for Medicare DSH 
payments. This provision applies 
equally to hospitals that qualify for DSH 
payments under section 
1886(d)(5)(F)(i)(I) of the Act and those 
hospitals that qualify under the Pickle 
method under section 1886(d)(5)(F)(i)(II) 
of the Act. 

The remaining amount, equal to an 
estimate of 75 percent of what otherwise 
would have been paid as Medicare DSH 
payments, reduced to reflect changes in 
the percentage of individuals who are 
uninsured, is available to make 
additional payments to each hospital 
that qualifies for Medicare DSH 
payments and that has uncompensated 
care. The payments to each hospital for 
a fiscal year are based on the hospital’s 
amount of uncompensated care for a 
given time period relative to the total 
amount of uncompensated care for that 
same time period reported by all 
hospitals that receive Medicare DSH 
payments for that fiscal year. 

As provided by section 3133 of the 
Affordable Care Act, section 1886(r) of 
the Act requires that, for FY 2014 and 
each subsequent fiscal year, a 
subsection (d) hospital that would 
otherwise receive DSH payments made 
under section 1886(d)(5)(F) of the Act 
receives two separately calculated 
payments. Specifically, section 
1886(r)(1) of the Act provides that the 

Secretary shall pay to such subsection 
(d) hospital (including a Pickle hospital) 
25 percent of the amount the hospital 
would have received under section 
1886(d)(5)(F) of the Act for DSH 
payments, which represents the 
empirically justified amount for such 
payment, as determined by the MedPAC 
in its March 2007 Report to Congress. 
We refer to this payment as the 
‘‘empirically justified Medicare DSH 
payment.’’ 

In addition to this empirically 
justified Medicare DSH payment, 
section 1886(r)(2) of the Act provides 
that, for FY 2014 and each subsequent 
fiscal year, the Secretary shall pay to 
such subsection (d) hospital an 
additional amount equal to the product 
of three factors. The first factor is the 
difference between the aggregate 
amount of payments that would be 
made to subsection (d) hospitals under 
section 1886(d)(5)(F) of the Act if 
subsection (r) did not apply and the 
aggregate amount of payments that are 
made to subsection (d) hospitals under 
section 1886(r)(1) of the Act for such 
fiscal year. Therefore, this factor 
amounts to 75 percent of the payments 
that would otherwise be made under 
section 1886(d)(5)(F) of the Act. 

The second factor is, for FY 2018 and 
subsequent fiscal years, 1 minus the 
percent change in the percent of 
individuals who are uninsured, as 
determined by comparing the percent of 
individuals who were uninsured in 
2013 (as estimated by the Secretary, 
based on data from the Census Bureau 
or other sources the Secretary 
determines appropriate, and certified by 
the Chief Actuary of CMS), and the 
percent of individuals who were 
uninsured in the most recent period for 
which data are available (as so 
estimated and certified), minus statutory 
adjustment of 0.2 percentage point for 
FYs 2018 and 2019. 

The third factor is a percent that, for 
each subsection (d) hospital, represents 
the quotient of the amount of 
uncompensated care for such hospital 
for a period selected by the Secretary (as 
estimated by the Secretary, based on 
appropriate data), including the use of 
alternative data where the Secretary 
determines that alternative data are 
available which are a better proxy for 
the costs of subsection (d) hospitals for 
treating the uninsured, and the 
aggregate amount of uncompensated 
care for all subsection (d) hospitals that 
receive a payment under section 1886(r) 
of the Act. Therefore, this third factor 
represents a hospital’s uncompensated 
care amount for a given time period 
relative to the uncompensated care 
amount for that same time period for all 
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hospitals that receive Medicare DSH 
payments in the applicable fiscal year, 
expressed as a percent. 

For each hospital, the product of these 
three factors represents its additional 
payment for uncompensated care for the 
applicable fiscal year. We refer to the 
additional payment determined by these 
factors as the ‘‘uncompensated care 
payment.’’ 

Section 1886(r) of the Act applies to 
FY 2014 and each subsequent fiscal 
year. In the FY 2014 IPPS/LTCH PPS 
final rule (78 FR 50620 through 50647) 
and the FY 2014 IPPS interim final rule 
with comment period (78 FR 61191 
through 61197), we set forth our policies 
for implementing the required changes 
to the Medicare DSH payment 
methodology made by section 3133 of 
the Affordable Care Act for FY 2014. In 
those rules, we noted that, because 
section 1886(r) of the Act modifies the 
payment required under section 
1886(d)(5)(F) of the Act, it affects only 
the DSH payment under the operating 
IPPS. It does not revise or replace the 
capital IPPS DSH payment provided 
under the regulations at 42 CFR part 
412, subpart M, which were established 
through the exercise of the Secretary’s 
discretion in implementing the capital 
IPPS under section 1886(g)(1)(A) of the 
Act. 

Finally, section 1886(r)(3) of the Act 
provides that there shall be no 
administrative or judicial review under 
section 1869, section 1878, or otherwise 
of any estimate of the Secretary for 
purposes of determining the factors 
described in section 1886(r)(2) of the 
Act or of any period selected by the 
Secretary for the purpose of determining 
those factors. Therefore, there is no 
administrative or judicial review of the 
estimates developed for purposes of 
applying the three factors used to 
determine uncompensated care 
payments, or the periods selected in 
order to develop such estimates. 

2. Eligibility for Empirically Justified 
Medicare DSH Payments and 
Uncompensated Care Payments 

As explained earlier, the payment 
methodology under section 3133 of the 
Affordable Care Act applies to 
‘‘subsection (d) hospitals’’ that would 
otherwise receive a DSH payment made 
under section 1886(d)(5)(F) of the Act. 
Therefore, hospitals must receive 
empirically justified Medicare DSH 
payments in a fiscal year in order to 
receive an additional Medicare 
uncompensated care payment for that 
year. Specifically, section 1886(r)(2) of 
the Act states that, in addition to the 
payment made to a subsection (d) 
hospital under section 1886(r)(1) of the 

Act, the Secretary shall pay to such 
subsection (d) hospitals an additional 
amount. Because section 1886(r)(1) of 
the Act refers to empirically justified 
Medicare DSH payments, the additional 
payment under section 1886(r)(2) of the 
Act is limited to hospitals that receive 
empirically justified Medicare DSH 
payments in accordance with section 
1886(r)(1) of the Act for the applicable 
fiscal year. 

In the FY 2014 IPPS/LTCH PPS final 
rule (78 FR 50622) and the FY 2014 
IPPS interim final rule with comment 
period (78 FR 61193), we provided that 
hospitals that are not eligible to receive 
empirically justified Medicare DSH 
payments in a fiscal year will not 
receive uncompensated care payments 
for that year. We also specified that we 
would make a determination concerning 
eligibility for interim uncompensated 
care payments based on each hospital’s 
estimated DSH status for the applicable 
fiscal year (using the most recent data 
that are available). We indicated that 
our final determination on the hospital’s 
eligibility for uncompensated care 
payments will be based on the hospital’s 
actual DSH status at cost report 
settlement for that payment year. 

In the FY 2014 IPPS/LTCH PPS final 
rule (78 FR 50622) and in the 
rulemaking for subsequent fiscal years, 
we have specified our policies for 
several specific classes of hospitals 
within the scope of section 1886(r) of 
the Act. In this FY 2021 IPPS/LTCH PPS 
final rule, we discuss our specific 
policies regarding eligibility to receive 
empirically justified Medicare DSH 
payments and uncompensated care 
payments for FY 2021 with respect to 
the following hospitals: 

• Subsection (d) Puerto Rico hospitals 
that are eligible for DSH payments also 
are eligible to receive empirically 
justified Medicare DSH payments and 
uncompensated care payments under 
the payment methodology at section 
1886(r) (78 FR 50623 and 79 FR 50006). 

• Maryland hospitals are not eligible 
to receive empirically justified Medicare 
DSH payments and uncompensated care 
payments under the payment 
methodology of section 1886(r) of the 
Act because they are not paid under the 
IPPS. As discussed in the FY 2019 IPPS/ 
LTCH PPS final rule (83 FR 41402 
through 41403), CMS and the State have 
entered into an agreement to govern 
payments to Maryland hospitals under a 
new payment model, the Maryland 
Total Cost of Care (TCOC) Model, which 
began on January 1, 2019. Under the 
Maryland TCOC Model, Maryland 
hospitals will not be paid under the 
IPPS in FY 2021, and will be ineligible 
to receive empirically justified Medicare 

DSH payments and uncompensated care 
payments under section 1886(r) of the 
Act. 

• Sole community hospitals (SCHs) 
that are paid under their hospital- 
specific rate are not eligible for 
Medicare DSH payments. SCHs that are 
paid under the IPPS Federal rate receive 
interim payments based on what we 
estimate and project their DSH status to 
be prior to the beginning of the Federal 
fiscal year (based on the best available 
data at that time) subject to settlement 
through the cost report, and if they 
receive interim empirically justified 
Medicare DSH payments in a fiscal year, 
they also will receive interim 
uncompensated care payments for that 
fiscal year on a per discharge basis, 
subject as well to settlement through the 
cost report. Final eligibility 
determinations will be made at the end 
of the cost reporting period at 
settlement, and both interim empirically 
justified Medicare DSH payments and 
uncompensated care payments will be 
adjusted accordingly (78 FR 50624 and 
79 FR 50007). 

• Medicare-dependent, small rural 
hospitals (MDHs) are paid based on the 
IPPS Federal rate or, if higher, the IPPS 
Federal rate plus 75 percent of the 
amount by which the Federal rate is 
exceeded by the updated hospital- 
specific rate from certain specified base 
years (76 FR 51684). The IPPS Federal 
rate that is used in the MDH payment 
methodology is the same IPPS Federal 
rate that is used in the SCH payment 
methodology. Section 50205 of the 
Bipartisan Budget Act of 2018 (Pub. L. 
115–123), enacted on February 9, 2018, 
extended the MDH program for 
discharges on or after October 1, 2017, 
through September 30, 2022. Because 
MDHs are paid based on the IPPS 
Federal rate, they continue to be eligible 
to receive empirically justified Medicare 
DSH payments and uncompensated care 
payments if their DPP is at least 15 
percent, and we apply the same process 
to determine MDHs’ eligibility for 
empirically justified Medicare DSH and 
uncompensated care payments as we do 
for all other IPPS hospitals. Due to the 
extension of the MDH program, MDHs 
will continue to be paid based on the 
IPPS Federal rate or, if higher, the IPPS 
Federal rate plus 75 percent of the 
amount by which the Federal rate is 
exceeded by the updated hospital- 
specific rate from certain specified base 
years. Accordingly, we will continue to 
make a determination concerning 
eligibility for interim uncompensated 
care payments based on each hospital’s 
estimated DSH status for the applicable 
fiscal year (using the most recent data 
that are available). Our final 
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determination on the hospital’s 
eligibility for uncompensated care 
payments will be based on the hospital’s 
actual DSH status at cost report 
settlement for that payment year. In 
addition, as we do for all IPPS hospitals, 
we will calculate a Factor 3 and an 
uncompensated care payment amount 
for all MDHs, regardless of whether they 
are projected to be eligible for Medicare 
DSH payments during the fiscal year, 
but the denominator of Factor 3 of the 
uncompensated care payment 
methodology will be based only on the 
uncompensated care data from the 
hospitals that we have projected to be 
eligible for Medicare DSH payments 
during the fiscal year. 

• IPPS hospitals that elect to 
participate in the Bundled Payments for 
Care Improvement Advanced Initiative 
(BPCI Advanced) model starting October 
1, 2018, will continue to be paid under 
the IPPS and, therefore, are eligible to 
receive empirically justified Medicare 
DSH payments and uncompensated care 
payments. For further information 
regarding the BPCI Advanced model, we 
refer readers to the CMS website at: 
https://innovation.cms.gov/initiatives/ 
bpci-advanced/. 

• IPPS hospitals that are 
participating in the Comprehensive Care 
for Joint Replacement Model (80 FR 
73300) continue to be paid under the 
IPPS and, therefore, are eligible to 
receive empirically justified Medicare 
DSH payments and uncompensated care 
payments. 

• Hospitals participating in the Rural 
Community Hospital Demonstration 
Program are not eligible to receive 
empirically justified Medicare DSH 
payments and uncompensated care 
payments under section 1886(r) of the 
Act because they are not paid under the 
IPPS (78 FR 50625 and 79 FR 50008). 
The Rural Community Hospital 
Demonstration Program was originally 
authorized for a 5-year period by section 
410A of the Medicare Prescription Drug, 
Improvement, and Modernization Act of 
2003 (MMA) (Pub. L. 108–173), and 
extended for another 5-year period by 
sections 3123 and 10313 of the 
Affordable Care Act (Pub. L. 114–255). 
The period of performance for this 5- 
year extension period ended December 
31, 2016. Section 15003 of the 21st 
Century Cures Act (Pub. L. 114–255), 
enacted December 13, 2016, again 
amended section 410A of Public Law 
108–173 to require a 10-year extension 
period (in place of the 5-year extension 
required by the Affordable Care Act), 
therefore requiring an additional 5-year 
participation period for the 
demonstration program. Section 15003 
of Public Law 114–255 also required a 

solicitation for applications for 
additional hospitals to participate in the 
demonstration program. At the time of 
issuance of this final rule, there are 22 
hospitals that will be participating in 
the demonstration program in FY 2021. 
Under the payment methodology that 
applies during the second 5 years of the 
extension period under the 
demonstration program, participating 
hospitals do not receive empirically 
justified Medicare DSH payments, and 
they are also excluded from receiving 
interim and final uncompensated care 
payments. 

Comment: A commenter stated that 
their hospital has recently submitted its 
fiscal year end 12/31/2019 cost report 
and that due to the Medicaid Expansion 
in their respective state, the hospital 
believed it would qualify for DSH and 
uncompensated care payments in FY 
2021 based on the information reflected 
in this submission. However, the 
commenter noted that the FY 2021 
NPRM DSH Public Use File lists the 
hospital as a ‘‘No’’ in the column for 
projected DSH eligibility because the 
data used in the proposed rule was 
based on a cost report year pre-Medicaid 
expansion. The commenter asks CMS to 
consider updating their hospital’s DSH 
eligibility status and using its recently 
submitted as-filed cost report in the 
final rule’s FY 2021 DSH PUF File for 
purposes of projected DSH eligibility. 

Response: The regulation located at 
42 CFR 412.106 governs eligibility for 
the Medicare DSH payment adjustment 
and specifies how the disproportionate 
patient percentage is calculated. The 
DSH public use file does not determine 
DSH eligibility. A hospital’s eligibility 
to receive empirically justified DSH 
payments, can change throughout the 
year as the MACs receive and review 
updated data. 

3. Empirically Justified Medicare DSH 
Payments 

As we have discussed earlier, section 
1886(r)(1) of the Act requires the 
Secretary to pay 25 percent of the 
amount of the Medicare DSH payment 
that would otherwise be made under 
section 1886(d)(5)(F) of the Act to a 
subsection (d) hospital. Because section 
1886(r)(1) of the Act merely requires the 
program to pay a designated percentage 
of these payments, without revising the 
criteria governing eligibility for DSH 
payments or the underlying payment 
methodology, we stated in the FY 2014 
IPPS/LTCH PPS final rule that we did 
not believe that it was necessary to 
develop any new operational 
mechanisms for making such payments. 
Therefore, in the FY 2014 IPPS/LTCH 
PPS final rule (78 FR 50626), we 

implemented this provision by advising 
MACs to simply adjust the interim 
claim payments to the requisite 25 
percent of what would have otherwise 
been paid. We also made corresponding 
changes to the hospital cost report so 
that these empirically justified Medicare 
DSH payments can be settled at the 
appropriate level at the time of cost 
report settlement. We provided more 
detailed operational instructions and 
cost report instructions following 
issuance of the FY 2014 IPPS/LTCH PPS 
final rule that are available on the CMS 
website at: http://www.cms.gov/ 
Regulations-and-Guidance/Guidance/ 
Transmittals/2014-Transmittals-Items/ 
R5P240.html. 

4. Uncompensated Care Payments 
As we discussed earlier, section 

1886(r)(2) of the Act provides that, for 
each eligible hospital in FY 2014 and 
subsequent years, the uncompensated 
care payment is the product of three 
factors. These three factors represent our 
estimate of 75 percent of the amount of 
Medicare DSH payments that would 
otherwise have been paid, an 
adjustment to this amount for the 
percent change in the national rate of 
uninsurance compared to the rate of 
uninsurance in 2013, and each eligible 
hospital’s estimated uncompensated 
care amount relative to the estimated 
uncompensated care amount for all 
eligible hospitals. In this section of this 
final rule, we discuss the data sources 
and methodologies for computing each 
of these factors, our final policies for 
FYs 2014 through 2020, and the policies 
we are finalizing for FY 2021. 

a. Calculation of Factor 1 for FY 2021 
Section 1886(r)(2)(A) of the Act 

establishes Factor 1 in the calculation of 
the uncompensated care payment. 
Section 1886(r)(2)(A) of the Act states 
that this factor is equal to the difference 
between: (1) The aggregate amount of 
payments that would be made to 
subsection (d) hospitals under section 
1886(d)(5)(F) of the Act if section 
1886(r) of the Act did not apply for such 
fiscal year (as estimated by the 
Secretary); and (2) the aggregate amount 
of payments that are made to subsection 
(d) hospitals under section 1886(r)(1) of 
the Act for such fiscal year (as so 
estimated). Therefore, section 
1886(r)(2)(A)(i) of the Act represents the 
estimated Medicare DSH payments that 
would have been made under section 
1886(d)(5)(F) of the Act if section 
1886(r) of the Act did not apply for such 
fiscal year. Under a prospective 
payment system, we would not know 
the precise aggregate Medicare DSH 
payment amount that would be paid for 
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a Federal fiscal year until cost report 
settlement for all IPPS hospitals is 
completed, which occurs several years 
after the end of the Federal fiscal year. 
Therefore, section 1886(r)(2)(A)(i) of the 
Act provides authority to estimate this 
amount, by specifying that, for each 
fiscal year to which the provision 
applies, such amount is to be estimated 
by the Secretary. Similarly, section 
1886(r)(2)(A)(ii) of the Act represents 
the estimated empirically justified 
Medicare DSH payments to be made in 
a fiscal year, as prescribed under section 
1886(r)(1) of the Act. Again, section 
1886(r)(2)(A)(ii) of the Act provides 
authority to estimate this amount. 

Therefore, Factor 1 is the difference 
between our estimates of: (1) The 
amount that would have been paid in 
Medicare DSH payments for the fiscal 
year, in the absence of the new payment 
provision; and (2) the amount of 
empirically justified Medicare DSH 
payments that are made for the fiscal 
year, which takes into account the 
requirement to pay 25 percent of what 
would have otherwise been paid under 
section 1886(d)(5)(F) of the Act. In other 
words, this factor represents our 
estimate of 75 percent (100 percent 
minus 25 percent) of our estimate of 
Medicare DSH payments that would 
otherwise be made, in the absence of 
section 1886(r) of the Act, for the fiscal 
year. 

As we did for FY 2020, in this FY 
2021 IPPS/LTCH PPS final rule, in order 
to determine Factor 1 in the 
uncompensated care payment formula 
for FY 2021, we proposed to continue 
the policy established in the FY 2014 
IPPS/LTCH PPS final rule (78 FR 50628 
through 50630) and in the FY 2014 IPPS 
interim final rule with comment period 
(78 FR 61194) of determining Factor 1 
by developing estimates of both the 
aggregate amount of Medicare DSH 
payments that would be made in the 
absence of section 1886(r)(1) of the Act 
and the aggregate amount of empirically 
justified Medicare DSH payments to 
hospitals under 1886(r)(1) of the Act. 
Consistent with the policy that has 
applied in previous years, these 
estimates will not be revised or updated 
subsequent to the publication of our 
final projections in this FY 2021 IPPS/ 
LTCH PPS final rule. 

Therefore, in order to determine the 
two elements of Factor 1 for FY 2021 
(Medicare DSH payments prior to the 
application of section 1886(r)(1) of the 
Act, and empirically justified Medicare 
DSH payments after application of 
section 1886(r)(1) of the Act), for this 
final rule, we used the most recently 
available projections of Medicare DSH 
payments for the fiscal year, as 

calculated by CMS’ Office of the 
Actuary using the most recently filed 
Medicare hospital cost reports with 
Medicare DSH payment information and 
the most recent Medicare DSH patient 
percentages and Medicare DSH payment 
adjustments provided in the IPPS 
Impact File. The determination of the 
amount of DSH payments is partially 
based on the Office of the Actuary’s Part 
A benefits projection model. One of the 
results of this model is inpatient 
hospital spending. Projections of DSH 
payments require projections for 
expected increases in utilization and 
case-mix. The assumptions that were 
used in making these projections and 
the resulting estimates of DSH payments 
for FY 2018 through FY 2021 are 
discussed in the table titled ‘‘Factors 
Applied for FY 2018 through FY 2021 
to Estimate Medicare DSH Expenditures 
Using FY 2017 Baseline.’’ 

For purposes of calculating our 
proposal for Factor 1 and modeling the 
impact of the FY 2021 IPPS/LTCH PPS 
proposed rule, we used the Office of the 
Actuary’s December 2019 Medicare DSH 
estimates, which were based on data 
from the September 2019 update of the 
Medicare Hospital Cost Report 
Information System (HCRIS) and the FY 
2020 IPPS/LTCH PPS final rule IPPS 
Impact File, published in conjunction 
with the publication of the FY 2020 
IPPS/LTCH PPS final rule. Because 
SCHs that are projected to be paid under 
their hospital-specific rate are excluded 
from the application of section 1886(r) 
of the Act, these hospitals also were 
excluded from the December 2019 
Medicare DSH estimates. Furthermore, 
because section 1886(r) of the Act 
specifies that the uncompensated care 
payment is in addition to the 
empirically justified Medicare DSH 
payment (25 percent of DSH payments 
that would be made without regard to 
section 1886(r) of the Act), Maryland 
hospitals, which are not eligible to 
receive DSH payments, were also 
excluded from the Office of the 
Actuary’s December 2019 Medicare DSH 
estimates. The 27 hospitals that were 
then participating in the Rural 
Community Hospital Demonstration 
Program were also excluded from these 
estimates because, under the payment 
methodology that applies during the 
second 5 years of the extension period, 
these hospitals are not eligible to receive 
empirically justified Medicare DSH 
payments or interim and final 
uncompensated care payments. 

For the proposed rule, using the data 
sources as previously discussed, the 
Office of the Actuary’s December 2019 
estimate for Medicare DSH payments for 
FY 2021 without regard to the 

application of section 1886(r)(1) of the 
Act, was approximately $14.004 billion. 
Therefore, also based on the December 
2019 estimate, the estimate of 
empirically justified Medicare DSH 
payments for FY 2021, with the 
application of section 1886(r)(1) of the 
Act, was approximately $3.840 billion 
(or 25 percent of the total amount of 
estimated Medicare DSH payments for 
FY 2021). Under § 412.106(g)(1)(i) of the 
regulations, Factor 1 is the difference 
between these two estimates of the 
Office of the Actuary. Therefore, in the 
proposed rule, we proposed that Factor 
1 for FY 2021 would be $ 
11,518,901,035.84, which was equal to 
75 percent of the total amount of 
estimated Medicare DSH payments for 
FY 2021 ($15,358,534,714.46 minus 
$3,839,633,678.61). In the FY 20201 
IPPS/LTCH PPS proposed rule (85 FR 
32748), we noted that consistent with 
our approach in previous rulemakings, 
OACT intended to use more recent data 
that may become available for purposes 
of projecting the final Factor 1 estimates 
for the FY 2021 IPPS/LTCH PPS final 
rule. 

We noted in the FY 2021 IPPS/LTCH 
PPS proposed rule, that the Factor 1 
estimates for final rules are generally 
consistent with the economic 
assumptions and actuarial analysis used 
to develop the President’s Budget 
estimates under current law, and the 
Factor 1 estimates for the final rule are 
generally consistent with those used for 
the Midsession Review of the 
President’s Budget. As we have in the 
past, for additional information on the 
development of the President’s Budget, 
we refer readers to the OMB website at: 
https://www.whitehouse.gov/omb/ 
budget. We recognized that our reliance 
on the economic assumptions and 
actuarial analysis used to develop the 
President’s Budget in estimating Factor 
1 has an impact on stakeholders who 
wish to replicate the Factor 1 
calculation, such as modelling the 
relevant Medicare Part A portion of the 
budget, but indicated that we believe 
commenters are able to meaningfully 
comment on our estimate of Factor 1 
without replicating the President’s 
Budget. 

For a general overview of the 
principal steps involved in projecting 
future inpatient costs and utilization, 
we referred readers to the ‘‘2019 Annual 
Report of the Boards of Trustees of the 
Federal Hospital Insurance and Federal 
Supplementary Medical Insurance Trust 
Funds’’ available on the CMS website at: 
https://www.cms.gov/Research- 
Statistics-Data-and-Systems/Statistics- 
Trends-and-Reports/ 
ReportsTrustFunds/ 
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index.html?redirect=/reportstrustfunds/ 
under ‘‘Downloads.’’ We noted that the 
annual reports of the Medicare Boards 
of Trustees to Congress represent the 
Federal Government’s official 
evaluation of the financial status of the 
Medicare Program. The actuarial 
projections contained in these reports 
are based on numerous assumptions 
regarding future trends in program 
enrollment, utilization and costs of 
health care services covered by 
Medicare, as well as other factors 
affecting program expenditures. In 
addition, although the methods used to 
estimate future costs based on these 
assumptions are complex, they are 
subject to periodic review by 
independent experts to ensure their 
validity and reasonableness. 

In the FY 2021 IPPS/LTCH PPS 
proposed rule, we referred readers to the 
2017 Actuarial Report on the Financial 
Outlook for Medicaid for a discussion of 
general issues regarding Medicaid 
projections. (available at: https://
www.cms.gov/Research-Statistics-Data- 
and-Systems/Research/ 
ActuarialStudies/MedicaidReport). 

Comment: As in previous years, a 
common concern and/or request 
expressed by some commenters was the 
need for greater transparency in the 
methodology used by CMS and OACT to 
calculate Factor 1; several commenters 
specifically requested that a detailed 
description of the methodology be made 
public. In relation to this, a commenter 
asserted that the lack of opportunity 
afforded to hospitals to review the data 
used in rulemaking is in violation of the 
Administrative Procedure Act and 
expressed concerns about the lack of 
transparency in how Factor 1 is 
calculated, arguing that hospitals cannot 
meaningfully comment on the 
methodology given the lack of details. In 
particular, this commenter asserted that 
the proposed rule neither explained the 
assumption that Medicaid expansion 
would draw enrollees who are healthier 
than the average Medicaid beneficiary 
and, by extension, would have fewer 
hospital visits, nor described the data 
CMS used in making this assumption. 

Response: We thank the commenters 
for their input. We disagree with 
commenters’ assertion regarding the 
lack of transparency with respect to the 
methodology and assumptions used in 
the calculation of Factor 1. As explained 
in the FY 2021 IPPS/LTCH PPS 
proposed rule, and in this section of this 
final rule, we have been and continue to 
be transparent about the methodology 
and data used to estimate Factor 1. 
Regarding the commenters who 
reference the Administrative Procedure 
Act, we note that under the 

Administrative Procedure Act, a 
proposed rule is required to include 
either the terms or substance of the 
proposed rule or a description of the 
subjects and issues involved. In this 
case, the FY 2021 IPPS/LTCH PPS 
proposed rule did include a detailed 
discussion of our proposed Factor 1 
methodology and the data sources that 
would be used in making our final 
estimate. 

To provide context, we note that 
Factor 1 is not estimated in isolation 
from other projections made by OACT. 
The Factor 1 estimates for proposed 
rules are generally consistent with the 
economic assumptions and actuarial 
analysis used to develop the President’s 
Budget estimates under current law, and 
the Factor 1 estimates in this final rule 
are generally consistent with those used 
for the ‘‘2020 Annual Report of the 
Boards of Trustees of the Federal 
Hospital Insurance and Federal 
Supplementary Medical Insurance Trust 
Funds’’ available on the CMS website at: 
https://www.cms.gov/Research- 
Statistics-Data-and-Systems/Statistics- 
Trends-and-Reports/ 
ReportsTrustFunds/index.html under 
‘‘Downloads.’’ For additional 
information on the development of the 
President’s Budget, we refer readers to 
the OMB website at: https://
www.whitehouse.gov/omb/budget. We 
recognize that our reliance on the 
economic assumptions and actuarial 
analysis used to develop the President’s 
Budget and the Medicare Trustees 
Report in estimating Factor 1 has an 
impact on stakeholders who wish to 
replicate the Factor 1 calculation, such 
as modelling the relevant Medicare Part 
A portion of the budget, but we believe 
commenters are able to meaningfully 
comment on our proposed estimate of 
Factor 1 without replicating the budget. 

For a general overview of the 
principal steps involved in projecting 
future inpatient costs and utilization, 
we refer readers to the 2020 Medicare 
Trustees Report. We note that the 
annual reports of the Medicare Boards 
of Trustees to Congress represent the 
Federal Government’s official 
evaluation of the financial status of the 
Medicare Program. The actuarial 
projections contained in these reports 
are based on numerous assumptions 
regarding future trends in program 
enrollment, utilization and costs of 
health care services covered by 
Medicare, as well as other factors 
affecting program expenditures. In 
addition, although the methods used to 
estimate future costs based on these 
assumptions are complex, they are 
subject to periodic review by 

independent experts to ensure their 
validity and reasonableness. 

We also refer readers to the 2018 
Actuarial Report on the Financial 
Outlook for Medicaid which is available 
on the CMS website at: https://
www.cms.gov/Research-Statistics-Data- 
and-Systems/Research/ 
ActuarialStudies/Downloads/ 
MedicaidReport2018.pdf for a 
discussion of general issues regarding 
Medicaid projections. Additionally, as 
described in more detail later in this 
section, in the FY 2021 IPPS/LTCH PPS 
proposed rule, we included information 
regarding the data sources, methods, 
and assumptions employed by the 
actuaries in determining the OACT’s 
estimate of Factor 1. In summary, we 
indicated the historical HCRIS data 
update OACT used to identify Medicare 
DSH payments, we explained that the 
most recent Medicare DSH payment 
adjustments provided in the IPPS 
Impact File were used, and we provided 
the components of all update factors 
that were applied to the historical data 
to estimate the Medicare DSH payments 
for the upcoming fiscal year, along with 
the associated rationale and 
assumptions. This discussion also 
included a description of the ‘‘Other’’ 
and ‘‘Discharges’’ assumptions, as well 
as additional information regarding how 
we address the Medicaid and CHIP 
expansion. 

Regarding the commenters’ requests 
for further information on our 
assumptions regarding Medicaid 
expansion on the Medicaid population, 
we provide a discussion of more recent 
estimates and assumptions regarding 
Medicaid expansion as part of the 
discussion of the final Factor 1 for FY 
2021, which also incorporates the 
estimated impact of the COVID–19 
pandemic. 

Comment: The majority of comments 
on Factor 1 raised concerns regarding 
the adverse economic effects resulting 
from the COVID–19 Public Health 
Emergency (PHE) and the impact on the 
estimate of Factor 1. A common concern 
raised by commenters was the 
discrepancy between the current 
macroeconomic conditions and the 
actual inputs used to estimate Factor 1 
in the FY 2021 IPPS/LTCH PPS 
proposed rule. A commenter pointed 
out that the Factor 1 estimate used in 
the FY 2021 Final Rule would normally 
be generally consistent with the 
assumptions and projections in the 
Midsession Review of the President’s 
Budget; however, the commenter noted 
that the Midsession Review for FY 2021 
did not report updated economic 
assumptions and hence would not 
account for the impact that the COVID– 
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19 PHE has had and will continue to 
have on empirically justified DSH 
payments. This commenter stated that 
even in the absence of updated 
Midsession Review projections, OACT 
remains obligated to account for 
COVID–19 in projecting the amount of 
empirically justified Medicare DSH 
payments by using the latest economic 
forecasts from reliable sources. As in 
years past, this commenter, as well as 
many others, also emphasized the 
importance of the ‘‘Other’’ factor used in 
the calculation of Factor 1 and 
highlighted the impact that the increase 
in Medicaid enrollment associated with 
the adverse economic effects of the 
COVID–19 PHE would have on this 
factor. A handful of commenters also 
requested that CMS clarify why the 
‘‘Other’’ factor, as well as the case-mix 
and discharge factors, have decreased as 
compared to previous years. A 
commenter believed that there would be 
increasing Medicaid utilization due to 
the pandemic and referred to the 
funding for COVID–19 testing and 
treatment for uninsured individuals 
made available under the Families First 
Coronavirus Response Act and CARES 
Act. This same commenter also believed 
staggering levels of unemployment 
would contribute to increased Medicaid 
utilization until the pandemic passes 
and the economy stabilizes. 

Commenters highlighted the proposed 
decrease in Factor 1 of $919 million 
from FY 2020 to FY 2021 and cited 
several data sources that they believe 
would indicate that such a decrease in 
estimated DSH payments would be 
inconsistent with the current economic 
situation. For example, several 
commenters pointed out that, according 
to the Congressional Budget Office 
(CBO), the unemployment rate is 
projected to be 9.5 percent by the end 
of FY 2021, which in turn would 
indicate an increase in Medicaid 
enrollment. Many commenters also 
cited estimates by the Urban Institute, 
which estimated that 12 to 21 million 
people would become eligible for 
Medicaid as a result of losing Employer- 
Sponsored Insurance (ESI) due to the 
COVID–19 PHE. Commenters also 
referenced a Kaiser Family Foundation 
estimate that 27 million would lose ESI 
as of May 2, 2020, with nearly half being 

eligible for Medicaid. A few 
commenters also referenced estimates 
generated by independent consulting 
firms, one of which predicted Medicaid 
enrollment would increase by 30 
million as a result of the adverse 
economic effects from the COVID–19 
PHE. To this end, many stakeholders 
urged CMS to use more recent, or 
alternative data sources, to account for 
the projected increase in Medicaid 
beneficiaries in the calculation of Factor 
1. 

A commenter also observed that due 
to the COVID–19 PHE, disproportionate 
patient percentages (DPPs) would be 
expected to increase nationwide in FY 
2021, increasing the projected amount 
of traditional DSH payments above the 
levels originally projected based on the 
economic assumptions and actuarial 
analysis used in the President’s Budget. 
Finally, a handful of commenters raised 
the issue of deferral of inpatient non- 
emergency services due to the COVID– 
19 PHE, suggesting that these services 
would likely be shifted to next year, and 
expressing concern about the impact 
that this shift might have on the 
calculation of Factor 1 for FY 2021. 
Some commenters suggested that the 
agency take into account the shift in 
hospital payer mix resulting from the 
COVID–19 PHE, as well as hospital case 
volume degradation, when updating its 
estimates of DSH payments. 

Response: We have taken into 
consideration the concerns commenters 
have raised as a result of the COVID–19 
PHE in making our projection of Factor 
1 for this FY 2021 IPPS/LTCH PPS final 
rule. We thank the commenters for their 
input on impact projections, such as the 
impact on Medicaid enrollment from 
the COVID–19 PHE. In updating our 
estimate of Factor 1, we considered, as 
appropriate, the same set of factors that 
we used in the proposed rule, as 
updated to account for the unique 
economic situation presented by the 
COVID–19 PHE. We note that the 
estimated increases in new Medicaid 
enrollees used for Factor 1 are generally 
consistent with the updated Factor 2 
calculation described in the next 
section. The updated factors for 
‘‘Discharges’’ and ’’Case Mix’’ 
incorporate the latest estimates from 
OACT of the impact of COVID–19 on 

the Medicare program. We discuss 
further details on the updated Factor 1 
estimate and data sources in this section 
of the rule as part of the discussion of 
the final Factor 1 estimate for FY 2021. 

After consideration of the public 
comments we received, we are 
finalizing, as proposed, the 
methodology for calculating Factor 1 for 
FY 2021. We discuss the resulting 
Factor 1 amount for FY 2021 in this 
section. For this final rule, the OACT 
used the most recently submitted 
Medicare cost report data from the 
March 31, 2020 update of HCRIS to 
identify Medicare DSH payments and 
the most recent Medicare DSH payment 
adjustments provided in the Impact File 
published in conjunction with the 
publication of the FY 2020 IPPS/LTCH 
PPS final rule and applied update 
factors and assumptions for future 
changes in utilization and case-mix to 
estimate Medicare DSH payments for 
the upcoming fiscal year. The July 2020 
OACT estimate for Medicare DSH 
payments for FY 2021, without regard to 
the application of section 1886(r)(1) of 
the Act, was approximately $15.171 
billion. This estimate excluded 
Maryland hospitals participating in the 
Maryland All-Payer Model, hospitals 
participating in the Rural Community 
Hospital Demonstration, and SCHs paid 
under their hospital-specific payment 
rate. Therefore, based on the July 2020 
estimate, the estimate of empirically 
justified Medicare DSH payments for FY 
2021, with the application of section 
1886(r)(1) of the Act, was approximately 
$3.793 billion (or 25 percent of the total 
amount of estimated Medicare DSH 
payments for FY 2021). Under 
§ 412.106(g)(1)(i) of the regulations, 
Factor 1 is the difference between these 
two estimates of the OACT. Therefore, 
in this final rule, Factor 1 for FY 2021 
is $11,378,005,107.01, which is equal to 
75 percent of the total amount of 
estimated Medicare DSH payments for 
FY 2021 ($15,170,673,476.01 minus $ 
3,792,668,369.00). The Office of the 
Actuary’s final estimates for FY 2021 
began with a baseline of $14.004 billion 
in Medicare DSH expenditures for FY 
2017. The following table shows the 
factors applied to update this baseline 
through the current estimate for FY 
2021: 
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In this table, the discharges column 
shows the changes in the number of 
Medicare fee-for-service (FFS) inpatient 
hospital discharges. The figures for FY 
2018 and FY 2019 are based on 
Medicare claims data that have been 
adjusted by a completion factor to 
account for incomplete claims data. The 
discharge figure for FY 2020 is based on 
preliminary data for 2020. The 
discharge figure for FY 2021 is an 
assumption based on recent trends 
recovering back to the long-term trend 
and assumptions related to how many 
beneficiaries will be enrolled in 
Medicare Advantage (MA) plans. The 
discharge figures for 2020 and 2021 
include the estimated impact of the 
COVID–19 pandemic. The case-mix 
column shows the estimated changes in 
case-mix for IPPS hospitals. The case- 
mix figures for FY 2018 and FY 2019 are 
based on actual data adjusted by a 
completion factor. The FY 2020 increase 
is based on preliminary data. The FY 
2021 figure is an estimate based on the 
recommendation of the 2010–2011 
Medicare Technical Review Panel. The 
case-mix factor figures for 2020 and 
2021 have also been adjusted for the 
estimated impact of the COVID–19 
pandemic. The ‘‘Other’’ column shows 
the increase in other factors that 
contribute to the Medicare DSH 
estimates. These factors include the 
difference between the total inpatient 
hospital discharges and the IPPS 

discharges, and various adjustments to 
the payment rates that have been 
included over the years but are not 
reflected in the other columns (such as 
the change in rates for the 2-midnight 
stay policy and the 20 percent add on 
for COVID–19 discharges). In addition, 
the ‘‘Other’’ column includes a factor for 
the Medicaid expansion due to the 
Affordable Care Act. The factor for 
Medicaid expansion was developed 
using public information and statements 
for each State regarding its intent to 
implement the expansion. Based on this 
information, it is assumed that 55 
percent of all individuals who were 
potentially newly eligible Medicaid 
enrollees in 2018 and 2019 resided in 
States that had elected to expand 
Medicaid eligibility, and 60 percent of 
all individuals who were potentially 
newly eligible Medicaid enrollees in 
2020 and thereafter, resided in States 
that had elected to expand Medicaid 
eligibility. In the future, these 
assumptions may change based on 
actual participation by States. The 
‘‘Other’’ column also includes the 
estimated impacts on Medicaid 
enrollment from the pandemic. We note 
that it is estimated that Medicaid 
enrollment increased by 4.0 percent in 
FY 2020 and will increase by an 
additional 0.3 percent in FY 2021. For 
a discussion of general issues regarding 
Medicaid projections, we refer readers 
to the 2018 Actuarial Report on the 

Financial Outlook for Medicaid, which 
is available on the CMS website at: 
https://www.cms.gov/Research- 
Statistics-Data-and-Systems/Research/ 
ActuarialStudies/Downloads/ 
MedicaidReport2018.pdf. We note that, 
in developing their estimates of the 
effect of Medicaid expansion on 
Medicare DSH expenditures, our 
actuaries have assumed that the new 
Medicaid enrollees are healthier than 
the average Medicaid recipient and, 
therefore, use fewer hospital services. 
Specifically, based on data from the 
President’s Budget, the OACT assumed 
per capita spending for Medicaid 
beneficiaries who enrolled due to the 
expansion to be 81 percent of the 
average per capita expenditures for a 
pre-expansion Medicaid beneficiary due 
to the better health of these 
beneficiaries. We note that this is an 
updated assumption based on more 
recent data compared to the data 
available at the time of the proposed 
rule. This same assumption was used 
for the new Medicaid beneficiaries who 
enrolled in 2020 and 2021 due to the 
COVID–19 pandemic. This assumption 
is consistent with recent internal 
estimates of Medicaid per capita 
spending pre-expansion and post- 
expansion. 

The following table shows the factors 
that are included in the ‘‘Update’’ 
column of the previous table: 
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b. Calculation of Factor 2 for FY 2021 

(1) Background 
Section 1886(r)(2)(B) of the Act 

establishes Factor 2 in the calculation of 
the uncompensated care payment. 
Section 1886(r)(2)(B)(ii) of the Act 
provides that, for FY 2018 and 
subsequent fiscal years, the second 
factor is 1 minus the percent change in 
the percent of individuals who are 
uninsured, as determined by comparing 
the percent of individuals who were 
uninsured in 2013 (as estimated by the 
Secretary, based on data from the 
Census Bureau or other sources the 
Secretary determines appropriate, and 
certified by the Chief Actuary of CMS) 
and the percent of individuals who were 
uninsured in the most recent period for 
which data are available (as so 
estimated and certified), minus a 
statutory adjustment of 0.2 percentage 
point for FYs 2018 and 2019. In FY 2020 
and subsequent fiscal years, there is no 
longer a reduction. We note that, unlike 
section 1886(r)(2)(B)(i) of the Act, which 
governed the calculation of Factor 2 for 
FYs 2014, 2015, 2016, and 2017, section 
1886(r)(2)(B)(ii) of the Act permits the 
use of a data source other than the CBO 
estimates to determine the percent 
change in the rate of uninsurance 
beginning in FY 2018. In addition, for 
FY 2018 and subsequent years, the 
statute does not require that the estimate 
of the percent of individuals who are 
uninsured be limited to individuals who 
are under 65 years of age. 

As we discussed in the FY 2018 IPPS/ 
LTCH PPS final rule (82 FR 38197), in 
our analysis of a potential data source 
for the rate of uninsurance for purposes 
of computing Factor 2 in FY 2018, we 
considered the following: (a) The extent 
to which the source accounted for the 
full U.S. population; (b) the extent to 
which the source comprehensively 
accounted for both public and private 
health insurance coverage in deriving its 

estimates of the number of uninsured; 
(c) the extent to which the source 
utilized data from the Census Bureau; 
(d) the timeliness of the estimates; (e) 
the continuity of the estimates over 
time; (f) the accuracy of the estimates; 
and (g) the availability of projections 
(including the availability of projections 
using an established estimation 
methodology that would allow for 
calculation of the rate of uninsurance 
for the applicable Federal fiscal year). 
As we explained in the FY 2018 IPPS/ 
LTCH PPS final rule, these 
considerations are consistent with the 
statutory requirement that this estimate 
be based on data from the Census 
Bureau or other sources the Secretary 
determines appropriate and help to 
ensure the data source will provide 
reasonable estimates for the rate of 
uninsurance that are available in 
conjunction with the IPPS rulemaking 
cycle. In the FY 2021 IPPS/LTCH PPS 
proposed rule (85 FR 32750), we 
proposed to use the same methodology 
as was used in FY 2018 through FY 
2020 to determine Factor 2 for FY 2021. 

In the FY 2018 IPPS/LTCH PPS final 
rule (82 FR 38197 and 38198), we 
explained that we had determined that 
the source that, on balance, best meets 
all of these considerations is the 
uninsured estimates produced by CMS’ 
Office of the Actuary (OACT) as part of 
the development of the National Health 
Expenditure Accounts (NHEA). The 
NHEA represents the government’s 
official estimates of economic activity 
(spending) within the health sector. The 
information contained in the NHEA has 
been used to study numerous topics 
related to the health care sector, 
including, but not limited to, changes in 
the amount and cost of health services 
purchased and the payers or programs 
that provide or purchase these services; 
the economic causal factors at work in 
the health sector; the impact of policy 
changes, including major health reform; 

and comparisons to other countries’ 
health spending. Of relevance to the 
determination of Factor 2 is that the 
comprehensive and integrated structure 
of the NHEA creates an ideal tool for 
evaluating changes to the health care 
system, such as the mix of the insured 
and uninsured, because this information 
is integral to the well-established NHEA 
methodology. In the FY 2021 IPPS/ 
LTCH PPS proposed rule, we described 
some aspects of the methodology used 
to develop the NHEA that were 
particularly relevant in estimating the 
percent change in the rate of 
uninsurance for FY 2018 through FY 
2020 that we believe continue to be 
relevant in developing the estimate for 
FY 2021. A full description of the 
methodology used to develop the NHEA 
is available on the CMS website at: 
https://www.cms.gov/files/document/ 
definitions-sources-and-methods.pdf. 

The NHEA estimates of U.S. 
population reflect the Census Bureau’s 
definition of the resident-based 
population, which includes all people 
who usually reside in the 50 States or 
the District of Columbia, but excludes 
residents living in Puerto Rico and areas 
under U.S. sovereignty, members of the 
U.S. Armed Forces overseas, and U.S. 
citizens whose usual place of residence 
is outside of the United States, plus a 
small (typically less than 0.2 percent of 
population) adjustment to reflect Census 
undercounts. In past years, the estimates 
for Factor 2 were made using the CBO’s 
uninsured population estimates for the 
under 65 population. For FY 2018 and 
subsequent years, the statute does not 
restrict the estimate to the measurement 
of the percent of individuals under the 
age of 65 who are uninsured. 
Accordingly, as we explained in the FY 
2018 IPPS/LTCH PPS proposed and 
final rules, we believe it is appropriate 
to use an estimate that reflects the rate 
of uninsurance in the United States 
across all age groups. In addition, we 
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433 Certification of Rates of Uninsured. July 31, 
2020. Available at: https://www.cms.gov/Medicare/ 
Medicare-Fee-for-Service-Payment/ 
AcuteInPatientPPS/dsh.html. 

continue to believe that a resident-based 
population estimate more fully reflects 
the levels of uninsurance in the United 
States that influence uncompensated 
care for hospitals than an estimate that 
reflects only legal residents. The NHEA 
estimates of uninsurance are for the 
total U.S. population (all ages) and not 
by specific age cohort, such as the 
population under the age of 65. 

The NHEA includes comprehensive 
enrollment estimates for total private 
health insurance (PHI) (including direct 
and employer-sponsored plans), 
Medicare, Medicaid, the Children’s 
Health Insurance Program (CHIP), and 
other public programs, and estimates of 
the number of individuals who are 
uninsured. Estimates of total PHI 
enrollment are available for 1960 
through 2018, estimates of Medicaid, 
Medicare, and CHIP enrollment are 
available for the length of the respective 
programs, and all other estimates 
(including the more detailed estimates 
of direct-purchased and employer- 
sponsored insurance) are available for 
1987 through 2018. The NHEA data are 
publicly available on the CMS website 
at: https://www.cms.gov/Research- 
Statistics-Data-and-Systems/Statistics- 
Trends-and-Reports/National
HealthExpendData/index.html. 

In order to compute Factor 2, the first 
metric that is needed is the proportion 
of the total U.S. population that was 
uninsured in 2013. In developing the 
estimates for the NHEA, OACT’s 
methodology included using the 
number of uninsured individuals for 
1987 through 2009 based on the 
enhanced Current Population Survey 
(CPS) from the State Health Access Data 
Assistance Center (SHADAC). The CPS, 
sponsored jointly by the U.S. Census 
Bureau and the U.S. Bureau of Labor 
Statistics (BLS), is the primary source of 
labor force statistics for the population 
of the United States. (We refer readers 
to the website at: http://
www.census.gov/programs-surveys/ 
cps.html.) The enhanced CPS, available 
from SHADAC (available at: http://
datacenter.shadac.org) accounts for 
changes in the CPS methodology over 
time. OACT further adjusts the 
enhanced CPS for an estimated 
undercount of Medicaid enrollees (a 
population that is often not fully 
captured in surveys that include 
Medicaid enrollees due to a perceived 
stigma associated with being enrolled in 
the Medicaid program or confusion 
about the source of their health 
insurance). 

To estimate the number of uninsured 
individuals for 2010 through 2018, the 
OACT extrapolates from the 2009 CPS 
data using data from the National Health 

Interview Survey (NHIS). The NHIS is 
one of the major data collection 
programs of the National Center for 
Health Statistics (NCHS), which is part 
of the CDC. The U.S. Census Bureau is 
the data collection agent for the NHIS. 
The NHIS results have been 
instrumental over the years in providing 
data to track health status, health care 
access, and progress toward achieving 
national health objectives. For further 
information regarding the NHIS, we 
refer readers to the CDC website at: 
https://www.cdc.gov/nchs/nhis/ 
index.htm. 

The next metrics needed to compute 
Factor 2 are projections of the rate of 
uninsurance in both CY 2020 and CY 
2021. On an annual basis, OACT 
projects enrollment and spending trends 
for the coming 10-year period. Those 
projections (currently for years 2019 
through 2028) use the latest NHEA 
historical data, which presently run 
through 2018. The NHEA projection 
methodology accounts for expected 
changes in enrollment across all of the 
categories of insurance coverage 
previously listed. The sources for 
projected growth rates in enrollment for 
Medicare, Medicaid, and CHIP include 
the latest Medicare Trustees Report, the 
Medicaid Actuarial Report, or other 
updated estimates as produced by 
OACT. Projected rates of growth in 
enrollment for private health insurance 
and the uninsured are based largely on 
OACT’s econometric models, which rely 
on the set of macroeconomic 
assumptions underlying the latest 
Medicare Trustees Report. Greater detail 
can be found in OACT’s report titled 
‘‘Projections of National Health 
Expenditure: Methodology and Model 
Specification,’’ which is available on the 
CMS website at: https://www.cms.gov/ 
Research-Statistics-Data-and-Systems/ 
Statistics-Trends-and-Reports/National
HealthExpendData/Downloads/ 
ProjectionsMethodology.pdf. 

The use of data from the NHEA to 
estimate the rate of uninsurance is 
consistent with the statute and meets 
the criteria we have identified for 
determining the appropriate data 
source. Section 1886(r)(2)(B)(ii) of the 
Act instructs the Secretary to estimate 
the rate of uninsurance for purposes of 
Factor 2 based on data from the Census 
Bureau or other sources the Secretary 
determines appropriate. The NHEA 
utilizes data from the Census Bureau; 
the estimates are available in time for 
the IPPS rulemaking cycle; the estimates 
are produced by OACT on an annual 
basis and are expected to continue to be 
produced for the foreseeable future; and 
projections are available for calendar 
year time periods that span the 

upcoming fiscal year. Timeliness and 
continuity are important considerations 
because of our need to be able to update 
this estimate annually. Accuracy is also 
a very important consideration and, all 
things being equal, we would choose the 
most accurate data source that 
sufficiently meets our other criteria. 

(2) Factor 2 for FY 2021 

As discussed in the FY 2021 IPPS/ 
LTCH PPS proposed rule (85 FR 32751), 
using these data sources and the 
previously described methodologies, the 
OACT estimated that the uninsured rate 
for the historical, baseline year of 2013 
was 14 percent and for CYs 2020 and 
2021 is 9.5 percent and 9.5 percent, 
respectively.433 As required by section 
1886(r)(2)(B)(ii) of the Act, the Chief 
Actuary of CMS has certified those 
estimates. However, for purposes of this 
final rule, we note that the OACT has 
added an addendum to the memo to 
reflect an updated methodology for 
uninsured rate projection, as discussed 
in our responses to comments. 

As with the CBO estimates on which 
we based Factor 2 in prior fiscal years, 
the NHEA estimates are for a calendar 
year. In the rulemaking for FY 2014, 
many commenters noted that the 
uncompensated care payments are made 
for the fiscal year and not on a calendar 
year basis and requested that CMS 
normalize the CBO estimate to reflect a 
fiscal year basis. Specifically, 
commenters requested that CMS 
calculate a weighted average of the CBO 
estimate for October through December 
2013 and the CBO estimate for January 
through September 2014 when 
determining Factor 2 for FY 2014. We 
agreed with the commenters that 
normalizing the estimate to cover FY 
2014 rather than CY 2014 would more 
accurately reflect the rate of 
uninsurance that hospitals would 
experience during the FY 2014 payment 
year. Accordingly, we estimated the rate 
of uninsurance for FY 2014 by 
calculating a weighted average of the 
CBO estimates for CY 2013 and CY 2014 
(78 FR 50633). We have continued this 
weighted average approach to rate of 
uninsurance projections for each 
Federal fiscal year since the FY 2014 
IPPS/LTCH PPS final rule. 

We continue to believe that, in order 
to estimate the rate of uninsurance 
during a fiscal year more accurately, 
Factor 2 should reflect the estimated 
rate of uninsurance that hospitals will 
experience during the fiscal year, rather 
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than the rate of uninsurance during only 
one of the calendar years that the fiscal 
year spans. Accordingly, we proposed to 
continue to apply the weighted average 
approach used in past fiscal years in 
order to estimate the rate of uninsurance 
for FY 2021. As part of the development 
of the proposed Factor 2 for FY 2021, 
the OACT certified this estimate of the 
fiscal year rate of uninsurance to be 
reasonable and appropriate for purposes 
of section 1886(r)(2)(B)(ii) of the Act. 
However, in the proposed rule, we 
noted that we might also consider the 
use of more recent data that may 
become available for purposes of 
estimating the rates of uninsurance used 
in the calculation of the final Factor 2 
for FY 2021. 

The calculation of the proposed 
Factor 2 for FY 2021 using a weighted 
average of the OACT’s projections for 
CY 2020 and CY 2021 was as follows: 

• Percent of individuals without 
insurance for CY 2013: 14 percent. 

• Percent of individuals without 
insurance for CY 2020: 9.5 percent. 

• Percent of individuals without 
insurance for CY 2021: 9.5 percent. 

• Percent of individuals without 
insurance for FY 2021 (0.25 times 0.095) 
+ (0.75 times 0.095): 9.5 percent. 

1¥|((0.095¥0.14)/0.14)| = 1¥0.3214 
= 0.6786 (67.86 percent). 

For FY 2020 and subsequent fiscal 
years, section 1886(r)(2)(B)(ii) of the Act 
no longer includes any reduction to the 
previous calculation. Therefore, we 

proposed that Factor 2 for FY 2021 
would be 67.86 percent. 

The proposed FY 2021 
uncompensated care amount was 
$11,518,901,035.84 * 0.6786 = 
$7,816,726,242.92. (We note that this 
calculation is Factor 1 * Factor 2. In the 
proposed rule, this sentence 
inadvertently referenced the total 
amount of estimated Medicare DSH 
payments before the application of 
§ 1886(r)(1), rather than 75% of that 
amount, as required by 
§ 412.106(g)(1)(i). However, the 
proposed total uncompensated care 
amount was accurately included in the 
FY 2021 proposed rule and is shown 
again below). 

We invited public comments on our 
methodology for calculating Factor 2 for 
FY 2021. 

Comment: As with the comments 
received on proposed Factor 1, a 
majority of commenters discussed the 
proposed Factor 2 in the context of the 
adverse economic effects resulting for 
the COVID–19 PHE. Stakeholders urged 
OACT to update its projections of the 
rates of uninsurance for CY 2020 and 
CY 2021 to reflect changes in the rate of 
uninsurance due to the COVID–19 PHE, 
and in particular, the marked increase 
in the number of unemployed workers. 
Several commentators also pointed out 
that, based on the OACT projections, the 
uninsured rate is expected to remain 
fairly flat (9.5% in FY 2021 as compared 
to 9.4% in FY 2020); however, given the 
proposed decrease of $534 million in 
the estimate of the amount available to 
make uncompensated care payments 
from the FY 2020 level, many 
commenters urged CMS to use more 
recent or alternative data sources to 
account for the increase in the rate of 
uninsurance due to the COVID–19 PHE. 
Several commenters highlighted CMS’ 
statement in the proposed rule that it 
could consider more recent data that 
may become available for the 
calculation of the final Factor 2 for FY 
2021. 

Many commenters cited the 
substantial increase in the 
unemployment rate, and the likely loss 
of employer-sponsored health 
insurance, as the main factor 
influencing the uninsured rate since the 
outset of the COVID–19 PHE. 
Commenters referenced various sources 
for the unemployment rate, including 
estimates from the Bureau of Labor 

Statistics as well as from independent 
research groups. Several commenters 
also proposed updated estimates of the 
uninsured rate and alternative 
approaches on how to adjust Factor 2 
and the estimated uncompensated care 
amount to reflect the impact of the 
COVID–19 PHE. A commenter raised 
the idea of using the correlation 
between the unemployment rate and the 
uninsured rate, which they projected to 
be 21.86%, by arguing that the 
uninsured rate is approximately 2.86 
times the unemployment rate. 
Considering this relationship, the 
commenter estimated the 
uncompensated care amount for FY 
2021 should be $18 billion. The 
commenter further suggested that the 
increase in uncompensated care 
payments from the proposed amount 
could be funded by the CARES Act. 

Several different estimates of the 
uninsured percentage were suggested by 
other stakeholders. Those who cited the 
Kaiser Family Foundation estimated 
that 3.8 million of the newly 
unemployed would remain uninsured 
in January 2021. A commenter stated 
that this would increase the number of 
uninsured to 35.3 million and, 
therefore, would increase Factor 2. 
Another stakeholder, also citing the 
Kaiser Family Foundation estimate, 
added that it would be unrealistic to 
assume that only 3.8 million people 
would remain uninsured in 2021 
because not everyone eligible for 
coverage in the Affordable Care Act 
(ACA) exchanges or Medicaid would 
actually enroll in such coverage. The 
commenter suggested that an optimistic 
estimate of those actually enrolling 
would be closer to 75% of the newly 

uninsured; given this assumption, the 
commenter indicated that the uninsured 
number would actually increase by 9.6 
million or 2.6 percentage points, which 
would increase the uncompensated care 
amount by 2.3 billion dollars. Several 
other commenters echoed this concern, 
stating that there is no guarantee that 
individuals losing ESI would actually 
enroll in alternative forms of coverage, 
primarily Medicaid and plans available 
through the ACA exchanges. For 
example, a commenter stated that 
previous estimates have shown that 
only 43% of ACA exchange eligible 
enroll, adding that increased Medicaid 
eligibility is limited to expansion states, 
further limiting potential enrollment. 

Other commenters provided estimates 
developed by consulting groups of both 
the uninsured rate and the 
uncompensated care amount. For 
example, a commenter referenced an 
estimate that the total uninsured 
population could increase to 40 million 
due to the COVID–19 PHE and indicated 
that inputting this number into the 
estimate based on the National Health 
Expenditure Accounts (NHEA) would 
result in an uninsured rate of 11% to 
12%. The resulting increase in Factor 2 
would translate to more than one billion 
dollars in additional funds for 
uncompensated care payments. Another 
commenter simulated the 
uncompensated care amount based on 
the uninsured and Medicaid enrollment 
estimates from the Urban Institute and 
the Kaiser Family Foundation and 
found that the uncompensated care 
amount would be closer to $10 billion. 
A handful of commenters also suggested 
that CMS maintain the same level of 
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uncompensated care funding as in FY 
2020. 

Several commenters urged that CMS 
revise its methodology for estimating 
Factor 2 to incorporate the effects of 
COVID–19 on the uninsured rate in FY 
2021 and the impact of any future 
public health emergency. 

Lastly, commenters urged CMS to be 
transparent in the calculation of Factor 
2 and stated that agency assumptions 
and data sources should be accurate and 
publicly available. 

Response: We thank the commenters 
for their input and their 
recommendations regarding the estimate 
of Factor 2 included in the proposed 
rule. Considering the unprecedented 
impact of the COVID–19 PHE and that 
more recent available data regarding 
levels of uninsurance have become 
available since the proposed rule, OACT 
has updated the projection of the rate of 
uninsurance for purposes of calculating 
the final Factor 2 for FY 2021. We refer 
readers to the addendum to the OACT 
memo for further details on the 
methodology and updated assumptions 
used in the calculation of the projection 
of the uninsurance rate. In brief, using 
the past estimates from NHEA from 
earlier this year as a baseline, OACT 
estimated the impacts of employment 
changes on insurance coverage to 
update the estimate of rates of 
uninsurance. We note that this approach 
takes into account more recent historical 
data on the rate of unemployment as 
published by BLS, as well as updated 
economic projections of those data, as 
published in the monthly Blue Chip 
Economic Indicators report, to better 
reflect the estimated impacts of the PHE. 
Regarding the commenters’ suggestion 
for revising the Factor 2 methodology 
more generally to reflect the impact of 
public health emergencies, such as the 
COVID–19 PHE, we may take this 
recommendation into consideration for 
future rulemaking, as appropriate. 

In response to the comments 
concerning transparency, we reiterate 
that we have been and continue to be 
transparent with respect to the 
methodology and data used to estimate 
Factor 2. The FY 2021 IPPS/LTCH PPS 
proposed rule included a detailed 
discussion of our proposed Factor 2 
methodology as well as the data sources 
that would be used in making our final 
estimate. For purposes of this final rule, 
we are using an updated projected rate 
of uninsurance to reflect the impact of 
the PHE for the COVID–19 pandemic. A 
detailed description of the methodology 
used to update our estimates can be 
found in the accompanying memo 
(available at: https://www.cms.gov/ 
Medicare/Medicare-Fee-for-Service- 

Payment/AcuteInpatientPPS/dsh). 
Section 1886(r)(2)(B)(ii) of the Act 
permits us to use a data source other 
than the CBO estimates to determine the 
percent change in the rate of 
uninsurance beginning in FY 2018. We 
continue to believe that the NHEA data 
and methodology that were used to 
estimate Factor 2 for this final rule are 
transparent and best meet all of our 
considerations for ensuring reasonable 
estimates for the rate of uninsurance 
that are available in conjunction with 
the IPPS rulemaking cycle. We further 
believe, given the unprecedented effects 
on health insurance enrollment as a 
result of COVID–19, that it is 
appropriate to update the NHEA-based 
projection of the FY 2021 rate of 
uninsurance that appeared in the 
proposed rule using recent relevant 
unemployment data from BLS, and 
associated projections of that metric as 
published in the Blue Chip Economic 
Indicators report, to account for these 
expected impacts. 

After consideration of the public 
comments we received, we are updating 
the calculation of Factor 2 for FY 2021 
to incorporate more recent data. The 
final estimates of the percent of 
uninsured individuals have been 
certified by the Chief Actuary of CMS. 
The calculation of the final Factor 2 for 
FY 2021 using a weighted average of 
OACT’s updated projections for CY 
2020 and CY 2021 is as follows: 

• Percentof individuals without 
insurance for CY 2013: 14 percent. 

• Percentof individuals without 
insurance for CY 2020: 10.3 percent. 

• Percentof individuals without 
insurance for CY 2021: 10.2 percent. 

• Percentof individuals without 
insurance for FY 2021 (0.25 times 0.103) 
+ (0.75 times 0.102): 10.2 percent. 

1¥|((0.0102¥0.14)/0.14)| = 1¥0.2714 
= 0.7286 (72.86 percent). Therefore, the 
final Factor 2 for FY 2021 is 72.86 
percent. The final FY 2021 
uncompensated care amount is 
$11,378,005,107.01 * 0.7286 = 
$8,290,014,520.96. 

c. Calculation of Factor 3 for FY 2021 

(1) General Background 

Section 1886(r)(2)(C) of the Act 
defines Factor 3 in the calculation of the 
uncompensated care payment. As we 
have discussed earlier, section 
1886(r)(2)(C) of the Act states that Factor 
3 is equal to the percent, for each 
subsection (d) hospital, that represents 
the quotient of: (1) The amount of 
uncompensated care for such hospital 
for a period selected by the Secretary (as 
estimated by the Secretary, based on 
appropriate data (including, in the case 

where the Secretary determines 
alternative data are available that are a 
better proxy for the costs of subsection 
(d) hospitals for treating the uninsured, 
the use of such alternative data)); and 
(2) the aggregate amount of 
uncompensated care for all subsection 
(d) hospitals that receive a payment 
under section 1886(r) of the Act for such 
period (as so estimated, based on such 
data). 

Therefore, Factor 3 is a hospital- 
specific value that expresses the 
proportion of the estimated 
uncompensated care amount for each 
subsection (d) hospital and each 
subsection (d) Puerto Rico hospital with 
the potential to receive Medicare DSH 
payments relative to the estimated 
uncompensated care amount for all 
hospitals estimated to receive Medicare 
DSH payments in the fiscal year for 
which the uncompensated care payment 
is to be made. Factor 3 is applied to the 
product of Factor 1 and Factor 2 to 
determine the amount of the 
uncompensated care payment that each 
eligible hospital will receive for FY 
2014 and subsequent fiscal years. In 
order to implement the statutory 
requirements for this factor of the 
uncompensated care payment formula, 
it was necessary to determine: (1) The 
definition of uncompensated care or, in 
other words, the specific items that are 
to be included in the numerator (that is, 
the estimated uncompensated care 
amount for an individual hospital) and 
the denominator (that is, the estimated 
uncompensated care amount for all 
hospitals estimated to receive Medicare 
DSH payments in the applicable fiscal 
year); (2) the data source(s) for the 
estimated uncompensated care amount; 
and (3) the timing and manner of 
computing the quotient for each 
hospital estimated to receive Medicare 
DSH payments. The statute instructs the 
Secretary to estimate the amounts of 
uncompensated care for a period based 
on appropriate data. In addition, we 
note that the statute permits the 
Secretary to use alternative data in the 
case where the Secretary determines 
that such alternative data are available 
that are a better proxy for the costs of 
subsection (d) hospitals for treating 
individuals who are uninsured. 

In the course of considering how to 
determine Factor 3 during the 
rulemaking process for FY 2014, the 
first year this provision was in effect, we 
considered defining the amount of 
uncompensated care for a hospital as 
the uncompensated care costs of that 
hospital and determined that Worksheet 
S–10 of the Medicare cost report 
potentially provides the most complete 
data regarding uncompensated care 
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costs for Medicare hospitals. However, 
because of concerns regarding variations 
in the data reported on Worksheet S–10 
and the completeness of these data, we 
did not use Worksheet S–10 data to 
determine Factor 3 for FY 2014, or for 
FYs 2015, 2016, or 2017. Instead, we 
believed that the utilization of insured 
low-income patients, as measured by 
patient days, would be a better proxy for 
the costs of hospitals in treating the 
uninsured and therefore appropriate to 
use in calculating Factor 3 for these 
years. Of particular importance in our 
decision making was the relative 
newness of Worksheet S–10, which 
went into effect on May 1, 2010. At the 
time of the rulemaking for FY 2014, the 
most recent available cost reports would 
have been from FYs 2010 and 2011, 
which were submitted on or after May 
1, 2010, when the new Worksheet S–10 
went into effect. We believed that 
concerns about the standardization and 
completeness of the Worksheet S–10 
data could be more acute for data 
collected in the first year of the 
Worksheet’s use (78 FR 50635). In 
addition, we believed that it would be 
most appropriate to use data elements 
that have been historically publicly 
available, subject to audit, and used for 
payment purposes (or that the public 
understands will be used for payment 
purposes) to determine the amount of 
uncompensated care for purposes of 
Factor 3 (78 FR 50635). At the time we 
issued the FY 2014 IPPS/LTCH PPS 
final rule, we did not believe that the 
available data regarding uncompensated 
care from Worksheet S–10 met these 
criteria and, therefore, we believed they 
were not reliable enough to use for 
determining FY 2014 uncompensated 
care payments. For FYs 2015, 2016, and 
2017, the cost reports used for 
calculating uncompensated care 
payments (that is, FYs 2011, 2012, and 
2013) were also submitted prior to the 
time that hospitals were on notice that 
Worksheet S–10 could be the data 
source for calculating uncompensated 
care payments. Therefore, we believed it 
was also appropriate to use proxy data 
to calculate Factor 3 for these years. We 
indicated our belief that Worksheet S– 
10 could ultimately serve as an 
appropriate source of more direct data 
regarding uncompensated care costs for 
purposes of determining Factor 3 once 
hospitals were submitting more accurate 
and consistent data through this 
reporting mechanism. 

In the FY 2018 IPPS/LTCH PPS final 
rule (82 FR 38202), we stated that we 
could no longer conclude that 
alternative data to the Worksheet S–10 
are available for FY 2014 that are a 

better proxy for the costs of subsection 
(d) hospitals for treating individuals 
who are uninsured. Hospitals were on 
notice as of FY 2014 that Worksheet S– 
10 could eventually become the data 
source for CMS to calculate 
uncompensated care payments. 
Furthermore, hospitals’ cost reports 
from FY 2014 had been publicly 
available for some time, and CMS had 
analyses of Worksheet S–10, conducted 
both internally and by stakeholders, 
demonstrating that Worksheet S–10 
accuracy had improved over time. 
Analyses performed by MedPAC had 
already shown that the correlation 
between audited uncompensated care 
data from 2009 and the data from the FY 
2011 Worksheet S–10 was over 0.80, as 
compared to a correlation of 
approximately 0.50 between the audited 
uncompensated care data and 2011 
Medicare SSI and Medicaid days. Based 
on this analysis, MedPAC concluded 
that use of Worksheet S–10 data was 
already better than using Medicare SSI 
and Medicaid days as a proxy for 
uncompensated care costs, and that the 
data on Worksheet S–10 would improve 
over time as the data are actually used 
to make payments (81 FR 25090). In 
addition, a 2007 MedPAC analysis of 
data from the Government 
Accountability Office (GAO) and the 
American Hospital Association (AHA) 
had suggested that Medicaid days and 
low-income Medicare days are not an 
accurate proxy for uncompensated care 
costs (80 FR 49525). 

Subsequent analyses from Dobson/ 
DaVanzo, originally commissioned by 
CMS for the FY 2014 rulemaking and 
updated in later years, compared 
Worksheet S–10 and IRS Form 990 data 
and assessed the correlation in Factor 3s 
derived from each of the data sources. 
Our analyses on balance led us to 
believe that we had reached a tipping 
point in FY 2018 with respect to the use 
of the Worksheet S–10 data. We refer 
readers to the FY 2018 IPPS/LTCH PPS 
final rule (82 FR 38201 through 38203) 
for a complete discussion of these 
analyses. 

We found further evidence for this 
tipping point when we examined 
changes to the FY 2014 Worksheet S–10 
data submitted by hospitals following 
the publication of the FY 2017 IPPS/ 
LTCH PPS final rule. In the FY 2017 
IPPS/LTCH PPS final rule, as part of our 
ongoing quality control and data 
improvement measures for the 
Worksheet S–10, we referred readers to 
Change Request 9648, Transmittal 1681, 
titled ‘‘The Supplemental Security 
Income (SSI)/Medicare Beneficiary Data 
for Fiscal Year 2014 for Inpatient 
Prospective Payment System (IPPS) 

Hospitals, Inpatient Rehabilitation 
Facilities (IRFs), and Long Term Care 
Hospitals (LTCHs),’’ issued on July 15, 
2016 (available at: https://www.cms.gov/ 
Regulations-and-Guidance/Guidance/ 
Transmittals/Downloads/ 
R1681OTN.pdf). In this transmittal, as 
part of the process for ensuring 
complete submission of Worksheet S–10 
by all eligible DSH hospitals, we 
instructed MACs to accept amended 
Worksheets S–10 for FY 2014 cost 
reports submitted by hospitals (or initial 
submissions of Worksheet S–10 if none 
had been submitted previously) and to 
upload them to the Health Care Provider 
Cost Report Information System (HCRIS) 
in a timely manner. The transmittal 
stated that, for revisions to be 
considered, hospitals were required to 
submit their amended FY 2014 cost 
report containing the revised Worksheet 
S–10 (or a completed Worksheet S–10 if 
no data were included on the previously 
submitted cost report) to the MAC no 
later than September 30, 2016. For the 
FY 2018 IPPS/LTCH PPS proposed rule 
(82 FR 19949 through 19950), we 
examined hospitals’ FY 2014 cost 
reports to see if the Worksheet S–10 
data on those cost reports had changed 
as a result of the opportunity for 
hospitals to submit revised Worksheet 
S–10 data for FY 2014. Specifically, we 
compared hospitals’ FY 2014 Worksheet 
S–10 data as they existed in the first 
quarter of CY 2016 with data from the 
fourth quarter of CY 2016. We found 
that the FY 2014 Worksheet S–10 data 
had changed over that time period for 
approximately one quarter of hospitals 
that receive uncompensated care 
payments. The fact that the Worksheet 
S–10 data changed for such a significant 
number of hospitals following a review 
of the cost report data they originally 
submitted and that the revised 
Worksheet S–10 information was 
available to be used in determining 
uncompensated care costs contributed 
to our belief that we could no longer 
conclude that alternative data are 
available that are a better proxy than the 
Worksheet S–10 data for the costs of 
subsection (d) hospitals for treating 
individuals who are uninsured. 

We also recognized commenters’ 
concerns that, in using Medicaid days as 
part of the proxy for uncompensated 
care, it would be possible for hospitals 
in States that choose to expand 
Medicaid to receive higher 
uncompensated care payments because 
they may have more Medicaid patient 
days than hospitals in a State that does 
not choose to expand Medicaid. Because 
the earliest Medicaid expansions under 
the Affordable Care Act began in 2014, 
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the 2011, 2012, and 2013 Medicaid days 
used to calculate uncompensated care 
payments in FYs 2015, 2016, and 2017 
are the latest available data on Medicaid 
utilization that do not reflect the effects 
of these Medicaid expansions. 
Accordingly, if we had used only low- 
income insured days to estimate 
uncompensated care for FY 2018, we 
would have needed to hold the time 
period of these data constant and use 
data on Medicaid days from 2011, 2012, 
and 2013 in order to avoid the risk of 
any redistributive effects arising from 
the decision to expand Medicaid in 
certain States. As a result, we would 
have been using older data that may 
provide a less accurate proxy for the 
level of uncompensated care being 
furnished by hospitals, contributing to 
our growing concerns regarding the 
continued use of low-income insured 
days as a proxy for uncompensated care 
costs in FY 2018. 

To address concerns raised by 
commenters regarding a lack of clear 
and concise line level instructions, CMS 
issued Transmittal 10, which clarified 
and revised the instructions for 
reporting charity care on Worksheet S– 
10. For a discussion of the revisions and 
clarifications included in Transmittal 
10, we refer the reader to the FY 2020 
IPPS/LTCH PPS final rule (84 FR 
42360). On September 29, 2017, we 
issued Transmittal 11, which clarified 
the definitions and instructions for 
uncompensated care, non-Medicare bad 
debt, non-reimbursed Medicare bad 
debt, and charity care, as well as 
modifying the calculations relative to 
uncompensated care costs and adding 
edits to ensure the integrity of the data 
reported on Worksheet S–10. 
Transmittal 11 is available for download 
on the CMS website at: https://
www.cms.gov/Regulations-and- 
Guidance/Guidance/Transmittals/ 
2017Downloads/R11p240.pdf. We 
further clarified that full or partial 
discounts given to uninsured patients 
who meet the hospital’s charity care 
policy or financial assistance policy/ 
uninsured discount policy (hereinafter 
referred to as Financial Assistance 
Policy or FAP) may be included on Line 
20, Column 1 of Worksheet S–10. These 
clarifications applied to cost reporting 
periods beginning on or after October 1, 
2013. We also modified the application 
of the CCR. We specified that the CCR 
will not be applied to the deductible 
and coinsurance amounts for insured 
patients approved for charity care and 
non-reimbursed Medicare bad debt. The 
CCR will be applied to the charges for 
uninsured patients approved for charity 
care or an uninsured discount, non- 

Medicare bad debt, and charges for 
noncovered days exceeding a length of 
stay limit imposed on patients covered 
by Medicaid or other indigent care 
programs. As discussed in more detail 
in the FY 2020 IPPS/LTCH PPS final 
rule (84 FR 42360 and 42361), we have 
also provided opportunities for 
hospitals to submit revisions to their 
Worksheet S–10 data for FY 2014 and 
FY 2015 cost reports. 

As discussed in the FY 2019 IPPS/ 
LTCH PPS final rule (83 FR 41424), due 
to the overwhelming feedback from 
commenters emphasizing the 
importance of audits in ensuring the 
accuracy and consistency of data 
reported on the Worksheet S–10, we 
expected to begin audits of the 
Worksheet S–10 in the Fall of 2018. The 
audit protocol instructions were still 
under development at the time of the FY 
2019 IPPS/LTCH PPS final rule; yet, we 
noted the audit protocols would be 
provided to the MACs in advance of the 
audit. Once the audit protocol 
instructions were complete, we began 
auditing the Worksheet S–10 data for 
selected hospitals in the Fall of 2018 so 
that the audited uncompensated care 
data from these hospitals would be 
available in time for use in the FY 2020 
IPPS/LTCH PPS proposed rule. The 
audits began with 1 year of data (that is, 
FY 2015 cost reports) in order to 
maximize the available audit resources 
and not spread those audit resources 
over multiple years, potentially diluting 
their effectiveness. We chose to begin 
the audits with the FY 2015 cost reports 
primarily because this was the most 
recent year of data that we had broadly 
allowed to be resubmitted by hospitals, 
and many hospitals had already made 
considerable efforts to amend their FY 
2015 reports in preparation for the FY 
2019 rulemaking. We also considered 
that we had used the FY 2015 data as 
part of the calculation of the FY 2019 
uncompensated care payments; 
therefore, the data had been subject to 
public comment and scrutiny. 

(2) Background on the Methodology 
Used To Calculate Factor 3 for FY 2020 

Section 1886(r)(2)(C) of the Act 
governs both the selection of the data to 
be used in calculating Factor 3, and also 
allows the Secretary the discretion to 
determine the time periods from which 
we will derive the data to estimate the 
numerator and the denominator of the 
Factor 3 quotient. Specifically, section 
1886(r)(2)(C)(i) of the Act defines the 
numerator of the quotient as the amount 
of uncompensated care for such hospital 
for a period selected by the Secretary. 
Section 1886(r)(2)(C)(ii) of the Act 
defines the denominator as the aggregate 

amount of uncompensated care for all 
subsection (d) hospitals that receive a 
payment under section 1886(r) of the 
Act for such period. In the FY 2014 
IPPS/LTCH PPS final rule (78 FR 
50638), we adopted a process of making 
interim payments with final cost report 
settlement for both the empirically 
justified Medicare DSH payments and 
the uncompensated care payments 
required by section 3133 of the 
Affordable Care Act. Consistent with 
that process, we also determined the 
time period from which to calculate the 
numerator and denominator of the 
Factor 3 quotient in a way that would 
be consistent with making interim and 
final payments. Specifically, we must 
have Factor 3 values available for 
hospitals that we estimate will qualify 
for Medicare DSH payments and for 
those hospitals that we do not estimate 
will qualify for Medicare DSH payments 
but that may ultimately qualify for 
Medicare DSH payments at the time of 
cost report settlement. 

In the FY 2020 IPPS/LTCH PPS 
proposed rule (84 FR 19418 and 19419), 
we proposed to use audited FY 2015 
data to calculate Factor 3 for FY 2020. 
Given that we had conducted audits of 
the FY 2015 Worksheet S–10 data and 
had previously used the FY 2015 data 
to determine uncompensated care 
payments, and the fact that the FY 2015 
data were the most recent data that we 
had allowed to be resubmitted to date, 
we believed, on balance, that the FY 
2015 Worksheet S–10 data were the best 
available data to use for calculating 
Factor 3 for FY 2020. 

In the FY 2020 IPPS/LTCH PPS 
proposed rule, we recognized that, for 
FY 2019, we used 3 years of data in the 
calculation of Factor 3 in order to 
smooth over anomalies between cost 
reporting periods and to mitigate undue 
fluctuations in the amount of 
uncompensated care payments from 
year to year. However, we stated that, 
for FY 2020, we believed mixing 
audited and unaudited data for 
individual hospitals by averaging 
multiple years of data could potentially 
lead to a less smooth result, which 
would be counter to our original goal in 
using 3 years of data. As we stated in 
the FY 2020 IPPS/LTCH PPS proposed 
rule, to the extent that the audited FY 
2015 data for a hospital are relatively 
different from its unaudited FY 2014 
data and/or its unaudited FY 2016 data, 
we potentially would be diluting the 
effect of our considerable auditing 
efforts and introducing unnecessary 
variability into the calculation if we 
continued to use 3 years of data to 
calculate Factor 3. As an example, we 
noted that approximately 10 percent of 
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audited hospitals had more than a $20 
million difference between their audited 
FY 2015 data and their unaudited FY 
2016 data. 

Although we proposed to use the 
Worksheet S–10 data from the FY 2015 
cost reports to calculate Factor 3 for FY 
2020, we acknowledged that some 
hospitals had raised concerns regarding 
some of the adjustments made to the FY 
2015 cost reports following the audits of 
those cost reports (for example 
adjustments made to Line 22 of 
Worksheet S–10). In particular, 
hospitals had raised concerns regarding 
the instructions in effect for FY 2015, 
especially compared to the reporting 
instructions that were effective for cost 
reporting periods beginning on or after 
October 1, 2016, contending that some 
adjustments would not have been made 
if CMS had chosen as an alternative to 
audit the FY 2017 reports. Accordingly, 
we sought public comments on whether 
the changes in the reporting instructions 
between the FY 2015 cost reports and 
the FY 2017 cost reports had resulted in 
a better common understanding among 
hospitals of how to report 
uncompensated care costs and 
improved relative consistency and 
accuracy across hospitals in reporting 
these costs. We also sought public 
comments on whether, due to the 
changes in the reporting instructions, 
we should use a single year of 
uncompensated care cost data from the 
FY 2017 reports, instead of the FY 2015 
reports, to calculate Factor 3 for FY 
2020. 

In the FY 2020 IPPS/LTCH PPS final 
rule (84 FR 42368), we finalized our 
proposal to use the FY 2015 Worksheet 
S–10 cost report data in the 
methodology for determining Factor 3 
for FY 2020. Although some 
commenters expressed support for the 
alternative policy of using the FY 2017 
Worksheet S–10 data to determine each 
hospital’s share of uncompensated care 
costs in FY 2020, given the feedback 
from commenters in response to both 
the FY 2019 and FY 2020 IPPS/LTCH 
PPS proposed rules, emphasizing the 
importance of audits in ensuring the 
accuracy and consistency of data 
reported on the Worksheet S–10, we 
concluded that the FY 2015 Worksheet 
S–10 data were the best available 
audited data to be used in determining 
Factor 3 for FY 2020. We also noted that 
we had begun auditing the FY 2017 data 
in July 2019, with the goal of having the 
FY 2017 audited data available for 
future rulemaking. 

With respect to the Worksheet S–10 
data, we indicated our belief that the 
definition of uncompensated care 
adopted in FY 2018 was still 

appropriate because it incorporates the 
most commonly used factors within 
uncompensated care as reported by 
stakeholders, including charity care 
costs and non-Medicare bad debt costs. 
Therefore, for purposes of calculating 
Factor 3 and uncompensated care costs 
for FY 2020, we again defined 
‘‘uncompensated care’’ as the amount 
on Line 30 of Worksheet S–10, which is 
the cost of charity care (Line 23) and the 
cost of non-Medicare bad debt and non- 
reimbursable Medicare bad debt (Line 
29). 

In the FY 2020 IPPS/LTCH PPS final 
rule, we continued to apply the 
following policies as part of the Factor 
3 methodology: (1) The merger policies 
that were initially adopted in the FY 
2015 IPPS/LTCH PPS final rule (79 FR 
50020); (2) the policy for providers with 
multiple cost reports, beginning in the 
same fiscal year, of using the longest 
cost report and annualizing Medicaid 
data and uncompensated care data if a 
hospital’s cost report does not equal 12 
months of data; (3) the policy for the 
rare cases where a provider has multiple 
cost reports, beginning in the same 
fiscal year, but one report also spans the 
entirety of the following fiscal year, 
such that the hospital has no cost report 
for that fiscal year, of using the cost 
report that spans both fiscal years for 
the latter fiscal year; and (4) the policies 
regarding the application of statistical 
trim methodologies to potentially 
aberrant CCRs and potentially aberrant 
uncompensated care costs reported on 
the Worksheet S–10. 

In the FY 2020 IPPS/LTCH PPS final 
rule (84 FR 19419), we finalized a 
modified new hospital policy for new 
hospitals that did not have data for the 
cost reporting period(s) used in the 
Factor 3 calculation for FY 2020. 
Generally, new hospitals do not yet 
have available data to project their 
eligibility for DSH payments because 
there is a lag until the SSI ratio and 
Medicaid ratio become available. 
However, we noted that there are some 
hospitals (that is, hospitals with CCNs 
established after October 1, 2015) that 
have a preliminary projection of being 
eligible for DSH payments based on 
their most recent available 
disproportionate patient percentages. 
Under the modified policy adopted for 
FY 2020, new hospitals that are eligible 
for Medicare DSH may receive interim 
empirically justified DSH payments. 
However, because these hospitals do not 
have a FY 2015 cost report to use in the 
Factor 3 calculation and the projection 
of eligibility for DSH payments is still 
preliminary, the MAC will make a final 
determination concerning whether the 
hospital is eligible to receive Medicare 

DSH payments at cost report settlement 
based on its FY 2020 cost report. If the 
hospital is ultimately determined to be 
eligible for Medicare DSH payments for 
FY 2020, the hospital will receive an 
uncompensated care payment 
calculated using a Factor 3, where the 
numerator is the uncompensated care 
costs reported on Worksheet S–10 of the 
hospital’s FY 2020 cost report, and the 
denominator is the sum of the 
uncompensated care costs reported on 
Worksheet S–10 of the FY 2015 cost 
reports for all DSH-eligible hospitals. In 
the FY 2020 IPPS/LTCH PPS final rule, 
we noted that, given the time period of 
the data used to calculate Factor 3, any 
hospitals with a CCN established after 
October 1, 2015, would be considered 
new and subject to this policy in FY 
2020. 

For a discussion of the policy that we 
finalized for FY 2020 for new Puerto 
Rico hospitals, we refer readers to the 
FY 2020 IPPS/LTCH PPS final rule (84 
FR 42370 and 42371). In brief, Puerto 
Rico hospitals that do not have a FY 
2013 cost report are considered new 
hospitals and subject to the new 
hospital policy, as previously discussed. 
Specifically, the numerator of the Factor 
3 calculation will be the uncompensated 
care costs reported on Worksheet S–10 
of the hospital’s FY 2020 cost report and 
the denominator is the same 
denominator that is determined 
prospectively for purposes of 
determining Factor 3 for all DSH- 
eligible hospitals. We stated that we 
believed the discussion in the FY 2020 
IPPS/LTCH PPS proposed rule of our 
intent to determine Factor 3 for these 
hospitals using their uncompensated 
care costs gave new Puerto Rico 
hospitals sufficient time to take the 
steps necessary to ensure that their 
uncompensated care costs for FY 2020 
are accurately reported on their FY 2020 
Worksheet S–10. In addition, we 
indicated that we expect MACs to 
review FY 2020 reports from new 
hospitals, as necessary, which will 
address past commenters’ concerns 
regarding the need for further review of 
Puerto Rico hospitals’ uncompensated 
care data before these data are used to 
determine Factor 3. 

In the FY 2020 IPPS/LTCH PPS final 
rule (83 FR 42371), for Indian Health 
Service and Tribal hospitals, and 
subsection (d) Puerto Rico hospitals that 
have a FY 2013 cost report, we 
continued the policy we first adopted 
for FY 2018 of substituting data 
regarding FY 2013 low-income insured 
days for the Worksheet S–10 data when 
determining Factor 3. As we discussed 
in the FY 2018 IPPS/LTCH PPS final 
rule (82 FR 38209), the use of data from 

VerDate Sep<11>2014 22:38 Sep 17, 2020 Jkt 250001 PO 00000 Frm 00387 Fmt 4701 Sfmt 4700 E:\FR\FM\18SER2.SGM 18SER2jb
el

l o
n 

D
S

K
JL

S
W

7X
2P

R
O

D
 w

ith
 R

U
LE

S
2



58818 Federal Register / Vol. 85, No. 182 / Friday, September 18, 2020 / Rules and Regulations 

Worksheet S–10 to calculate the 
uncompensated care amount for Indian 
Health Service and Tribal hospitals may 
jeopardize these hospitals’ 
uncompensated care payments due to 
their unique funding structure. With 
respect to Puerto Rico hospitals that 
would not be subject to the new hospital 
policy, we indicated that we continued 
to agree with concerns raised by 
commenters that the uncompensated 
care data reported by these hospitals 
need to be further examined before the 
data are used to determine Factor 3. 
Accordingly, for these hospitals, we 
determined Factor 3 based on Medicaid 
days from FY 2013 and the most recent 
update of SSI days. The aggregated 
amount of uncompensated care that is 
used in the Factor 3 denominator for 
these hospitals continued to be based on 
the low-income patient proxy; that is, 
the aggregate amount of uncompensated 
care determined for all DSH-eligible 
hospitals using the low-income insured 
days proxy. We stated our belief that 
this approach was appropriate as the FY 
2013 data reflect the most recent 
available information regarding these 
hospitals’ low-income insured days 
before any expansion of Medicaid. In 
addition, because we continued to use 
1 year of insured low-income patient 
days as a proxy for uncompensated care 
for Puerto Rico hospitals and residents 
of Puerto Rico are not eligible for SSI 
benefits, we continued to use a proxy 
for SSI days for Puerto Rico hospitals 
consisting of 14 percent of the hospital’s 
Medicaid days, as finalized in the FY 
2017 IPPS/LTCH PPS final rule (81 FR 
56953 through 56956). 

Therefore, for FY 2020, we computed 
Factor 3 for each hospital by— 

Step 1: Selecting the provider’s 
longest cost report from its Federal 
fiscal year (FFY) 2015 cost reports. 
(Alternatively, in the rare case when the 
provider has no FFY 2015 cost report 
because the cost report for the previous 
Federal fiscal year spanned the FFY 
2015 time period, the previous Federal 
fiscal year cost report would be used in 
this step.) 

Step 2: Annualizing the 
uncompensated care costs (UCC) from 
Worksheet S–10 Line 30, if the cost 
report is more than or less than 12 
months. (If applicable, use the statewide 
average CCR (urban or rural) to calculate 
uncompensated care costs.) 

Step 3: Combining annualized 
uncompensated care costs for hospitals 
that merged. 

Step 4: Calculating Factor 3 for Indian 
Health Service and Tribal hospitals and 
Puerto Rico hospitals that have a FY 
2013 cost report using the low-income 
insured days proxy based on FY 2013 

cost report data and the most recent 
available SSI ratio (or, for Puerto Rico 
hospitals, 14 percent of the hospital’s 
FY 2013 Medicaid days). (Alternatively, 
in the rare case when the provider has 
no FFY applicable cost report because 
the cost report for the previous Federal 
fiscal year spanned the time period, the 
previous Federal fiscal year cost report 
would be used in this step.) The 
denominator is calculated using the 
low-income insured days proxy data 
from all DSH eligible hospitals. 
Consistent with the policy adopted in 
the FY 2019 IPPS/LTCH PPS final rule, 
if a hospital did not have both Medicaid 
days for FY 2013 and SSI days for FY 
2017 available for use in the calculation 
of Factor 3 in Step 4, we considered the 
hospital not to have data available for 
Step 4. 

Step 5: Calculating Factor 3 for the 
remaining DSH eligible hospitals using 
annualized uncompensated care costs 
(Worksheet S–10 Line 30) based on FY 
2015 cost report data (from Step 3). The 
hospitals for which Factor 3 was 
calculated in Step 4 were excluded from 
this calculation. 

We amended the regulations at 
§ 412.106 by adding a new paragraph 
(g)(1)(iii)(C)(6) to reflect the 
methodology for computing Factor 3 for 
FY 2020. 

(3) Methodology for Calculating Factor 3 
for FY 2021 and Subsequent Fiscal 
Years 

(a) Use of Audited FY 2017 Data To 
Calculate Factor 3 for FY 2021 

Since the publication of the FY 2020 
IPPS/LTCH PPS final rule, we have 
continued to monitor the reporting of 
Worksheet S–10 data in order to 
determine the most appropriate data to 
use in the calculation of Factor 3 for FY 
2021. Audits of FY 2017 cost reports 
began in June 2019 and those audited 
reports were available in time for the 
development of the proposed rule. 
Feedback from the audits of the FY 2015 
reports and lessons learned were 
incorporated into the audit process for 
the FY 2017 reports. We again chose to 
audit 1 year of data (that is, FY 2017) 
in order to maximize the available audit 
resources and not spread those audit 
resources over multiple years, 
potentially diluting their effectiveness. 

Given that the FY 2017 Worksheet S– 
10 data were submitted under the 
revised cost reporting instructions that 
were effective on October 1, 2017, and 
we have also undertaken provider 
outreach regarding potentially aberrant 
data in FY 2017 reports and conducted 
audits of these data (84 FR 42371), in 
the FY 2021 IPPS/LTCH PPS proposed 

rule (85 FR 32755), we stated that we 
believe, on balance, that the FY 2017 
Worksheet S–10 data are the best 
available data to use for calculating 
Factor 3 for FY 2021. For a detailed 
discussion of the cost reporting 
instruction changes between the FY 
2015 and FY 2017 reports, we refer the 
reader to the FY 2020 IPPS/LTCH PPS 
final rule (84 FR 42368 and 42369). For 
the reasons discussed in the FY 2020 
IPPS/LTCH PPS proposed and final 
rules (84 FR 19419 and 84 FR 42364), 
we continue to believe that mixing 
audited and unaudited data for 
individual hospitals by averaging 
multiple years of data could potentially 
lead to a less smooth result. To the 
extent that the audited FY 2017 data for 
a hospital are relatively different from 
its FY 2015 data (whether audited or 
unaudited) and/or its unaudited FY 
2016 data, we potentially would be 
diluting the effect of the revisions to the 
cost reporting instructions and our 
considerable auditing efforts, while 
introducing unnecessary variability into 
the calculation if we were to use 
multiple years of data to calculate 
Factor 3 for FY 2021. As explained in 
the FY 2021 IPPS/LTCH proposed rule, 
we recognize that the FY 2015 reports 
include audited data for some hospitals, 
however, the FY 2017 cost reports are 
the most recent year of audited data 
and, as previously discussed, reflect the 
revisions to the Worksheet S–10 cost 
report instructions that were effective 
on October 1, 2017. 

Accordingly, we proposed to use a 
single year of Worksheet S–10 data from 
FY 2017 cost reports to calculate Factor 
3 in the FY 2021 methodology for all 
eligible hospitals with the exception of 
Indian Health Service (IHS) and Tribal 
hospitals and Puerto Rico hospitals. As 
discussed in a later section, we 
proposed to continue to use the low- 
income insured days proxy to calculate 
Factor 3 for these hospitals for one more 
year. We noted that the uncompensated 
care payments to hospitals whose FY 
2017 Worksheet S–10 data had been 
audited represented approximately 65 
percent of the total uncompensated care 
payments for FY 2021. For purposes of 
the FY 2021 proposed rule, we used a 
HCRIS extract updated through 
February 19, 2020. We noted that we 
intended to use the March 2020 update 
of HCRIS for the FY 2021 final rule and 
the respective March updates for all 
future final rules. However, we invited 
the public to submit comments on this 
intention regarding the use of the March 
update of HCRIS, and indicated that we 
might also consider the use of more 
recent data that may become available 
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after March 2020, but prior to the 
development of the final rule, if 
appropriate, for purposes of calculating 
the final Factor 3 for purposes of the FY 
2021 IPPS/LTCH PPS final rule. 

Comment: Several commenters 
expressed concern about the 
redistribution of uncompensated care 
payments in the context of CMS not 
using the most recent and accurate 
HCRIS data. To this end, several 
commenters urged CMS to use the latest 
HCRIS extract available for the 
calculation of Factor 3. Among these 
commenters, the majority preferred the 
use of a June 30 HCRIS extract, pointing 
out that CMS has used a June quarterly 
extract in both the FY 2018 and FY 2019 
IPPS/LTCH PPS final rules. Commenters 
reasoned that using a later HCRIS 
extract would allow providers more 
flexibility to amend materials that may 
have been overlooked in the proposed 
rule, and according to commenters, this 
is especially important due to the effect 
of the COVID–19 PHE. A commenter 
suggested CMS use a HCRIS extract as 
close as possible to the close of the 
comment period for the FY 2021 
rulemaking cycle. Another commenter 
suggested the agency use the February 
or March HCRIS data extract for future 
proposed rules and the June HCRIS 
extract for FY 2021 and future final 
rules, mentioning that this would allow 
for more time to complete the audits, to 
contest results, and to handle 
unforeseen circumstances or delays. 
Additionally, a commenter expressed 
concern that if CMS did not use the June 
30 HCRIS extract in the FY 2021 final 
rule, then their most recent CCR would 
not be accounted for, placing their 
hospital above the proposed CCR trim 
ceiling. 

Response: We thank commenters for 
sharing their concerns regarding the 
HCRIS extract used in the FY 2021 
IPPS/LTCH final rule. We agree with 
commenters that recommended using 
the June 2020 HCRIS data for 
calculating Factor 3 for FY 2021, due to 
this year’s public health emergency, 
which, for some hospitals, delayed the 
filing of amended cost report 
information and/or correction of report 
version discrepancies in time for the 
March HCRIS extract; therefore we are 
finalizing the use of the June 30 HCRIS 
extract to calculate Factor 3 for this FY 
2021 IPPS/LTCH PPS final rule. We 
believe on balance this is the best 
available data for purposes of 
calculating Factor 3 for FY 2021. In the 
rare situations where a MAC 
mishandled a report in the upload 
process, such as by accepting an 
amended report, reopening a report, 
and/or adjusting uncompensated care 

cost data on a report before the June 30 
cut off, but the corrected 
uncompensated care cost data were 
inadvertently omitted from the June 30, 
2020 extract of the HCRIS, we used the 
corrected version of the report after 
confirming the appropriate report 
version with the applicable MAC. 

Regarding commenters’ suggestions 
that we use the February or March 
HCRIS for all future proposed rules, we 
note that at this time, we intend to use 
the most recent data available for the 
applicable rulemaking, which generally 
means the respective December HCRIS 
extract for purposes of Factor 3 
calculations in future proposed rules. 
We expect that the December HCRIS 
extract would reflect the completed 
Worksheet S–10 audit results available 
in time for development of the 
respective proposed rules and the 
respective HCRIS extract public use 
files, which are posted on the CMS 
website quarterly, would also include 
the most recent audited cost report 
information for the applicable fiscal 
year, and be available for public 
scrutiny. Furthermore, as noted in the 
FY 2021 IPPS/LTCH PPS proposed rule, 
we continue to intend to use the 
respective March HCRIS for future final 
rules. We expect the COVID–19 PHE 
will not have the same impact on future 
rulemaking as it did for the FY 2021 
rulemaking. However, we may revisit 
this topic of the appropriate HCRIS 
extract, if necessary, in future 
rulemaking. 

Comment: A large majority of 
comments expressed general support for 
the use of Worksheet S–10 to estimate 
each hospital’s share of uncompensated 
care costs in FY 2021, FY 2022, and/or 
in future years. Some commenters 
argued that audited Worksheet S–10 
data are more accurate as compared to 
the proxy method previously used, and 
others commended CMS for its efforts to 
improve the data through revised 
instructions and audits. A few 
commenters expressed opposition to 
using Worksheet S–10 data and 
recommended that CMS reconsider 
using it for the calculation of 
uncompensated care costs, especially in 
the absence of auditing all DSH-eligible 
hospitals. A commenter expressed 
concern about the accuracy of 
Worksheet S–10 data and noted that 
even with the audits, hospitals are 
reporting charity care and defining 
write-offs inconsistently and suggested 
CMS consider alternative methods to 
the Worksheet S–10 in consultation 
with hospitals. 

Another commenter asserted that 
using Worksheet S–10 data to calculate 
Factor 3 could result in an inequitable 

distribution because Worksheet S–10 
does not ‘‘offset hospital UC 
[uncompensated care] losses with non- 
Medicare sources of subsidies such as 
Medicaid DSH and related Medicaid 
waiver [uncompensated care] pool 
funds.’’ Other commenters requested 
additional standardization in the 
reporting of uncompensated care. A 
commenter expressed concern that the 
data reported by hospitals may not be 
comparable across all hospitals noting, 
for example, a difference of opinion 
among hospitals about characterizing 
‘‘denied claims as charity care if the 
hospital’s financial assistance policy 
says the patient is not responsible for 
payment, even though that is a 
contractual or government payment 
requirement.’’ Another commenter 
noted a case where discounts for 
uninsured and underinsured patients 
required by state mandates were 
disallowed by a MAC because such 
mandates were not covered by their 
charity care policy. 

Response: We appreciate the support 
for our proposal to use Worksheet S–10 
data for the computation of Factor 3. We 
also appreciate the input from those 
commenters who are opposed to the use 
of data from Worksheet S–10 in the 
calculation of Factor 3. Regarding those 
comments which note that the 
Worksheet S–10 data are not accurate, 
and that the use of the Worksheet S–10 
data should be reconsidered on that 
basis, we note that as described in the 
FY 2021 IPPS/LTCH PPS proposed rule, 
we proposed to continue to use 
Worksheet S–10 cost report data in FY 
2021 based upon the results of analyses 
of Worksheet S–10 data, conducted both 
internally and by stakeholders, which 
demonstrate that Worksheet S–10 
accuracy has improved over time. As 
part of our ongoing quality control and 
data improvement measures, we have 
revised the cost report instructions 
(Transmittal 11). We have conducted 
audits of the FY 2017 Worksheet S–10 
data, and have now begun auditing the 
FY 2018 Worksheet S–10 data for an 
expanded number of hospitals to further 
improve provider reporting and overall 
accuracy. Moreover, as hospitals gain 
more experience with completing the 
Worksheet S–10 and build upon lessons 
learned from the audits, we believe the 
data obtained from these cost reports 
will continue to improve and become 
more consistent. Therefore, we have 
concluded that the Worksheet S–10 data 
is the best available source for the 
uncompensated care costs of subsection 
(d) hospitals. 

Comment: Many commenters 
supported the use of a single year of FY 
2017 Worksheet S–10 data for the 
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calculation of Factor 3 for FY 2021. 
Commenters noted that the FY 2017 cost 
reports are the most recent reports 
which have been subject to audit and 
that these audits have continued to 
improve the accuracy and reliability of 
Worksheet S–10 data over time. 
Supporters of this proposal also argued 
that FY 2017 Worksheet S–10 data have 
been audited and stated that audited 
hospitals are expected to receive 65 
percent of the proposed total 
uncompensated care payments for FY 
2021. A handful of commenters also 
pointed out that it would be 
inappropriate to blend audited data 
with unaudited data, which could lead 
to inaccurate and non-representative 
uncompensated care payments for some 
hospitals if the unaudited cost reports 
contained reporting errors. In addition, 
several commenters indicated that the 
FY 2017 cost reports reflect the first year 
of reported data under the most recent 
revised Worksheet S–10 instructions, 
which were effective for cost reporting 
periods beginning on or after October 1, 
2016. 

Many commenters expressed 
opposition to using a single year of 
Worksheet S–10 data for the calculation 
of FY 2021 uncompensated care 
payments and for future years. The 
primary concern expressed by these 
stakeholders was the possibility that 
such an approach would lead to 
significant variation in year-to-year 
payments, especially in light of outside 
factors that may affect a hospital’s 
finances. These commenters pointed to 
CMS’s historical practice of using data 
from multiple years to determine 
uncompensated care payments and 
argued that such an approach would 
mitigate year-to-year fluctuations and 
avoid a skewed distribution of 
uncompensated care payments. To this 
end, a commenter noted that some 
hospitals reported extreme changes in 
uncompensated care costs from FY 2017 
to FY 2018 and according to the 
commenter, in one example, the change 
was over 500 percent. The commenter 
added that less than one-third of 
hospitals reported changes in 
uncompensated care that were less than 
ten percent. 

The most common alternative 
proposal among commenters who 
opposed the use of a single year of FY 
2017 data for the calculation of Factor 
3 in FY 2021 was the use of three years 
of historical Worksheet S–10 data. A 
commenter specifically suggested the 
use of FY 2015, FY 2016, and FY 2017 
Worksheet S–10 data. Another 
commenter recommended that CMS use 
FY 2014, FY 2015, and FY 2016 data as 
a transition policy. Other commenters 

recommended a blend of FY 2015 and 
FY 2017 data since both years were 
subject to audits. Similar to this 
alternative, another commenter 
proposed that for the allocation of FY 
2021 uncompensated care payments, 
CMS use a 50/50 blend, derived from 
the FY 2020 Factor 3 and a Factor 3 
calculated using FY 2017 Worksheet S– 
10 data. There was also a commenter 
that requested that we maintain total 
national uncompensated care payments 
at the same level as in FY 2020. 

Some stakeholders offered suggestions 
regarding the uncompensated care 
payment calculation that appear outside 
of the scope of the proposed 
methodology. Such recommendations 
included that CMS change the 
distribution of uncompensated care 
payments so that the allocation is based 
not on only uncompensated care costs 
but also on the disproportionate share 
percentage (DPP); set a cap on per 
discharge uncompensated care 
payments not to exceed 100 percent of 
DRG amounts; establish a transition 
period for hospitals facing a significant 
(5 percent) decrease in uncompensated 
care payments for a given year; and 
reevaluate the uncompensated care 
payment formula to achieve parity 
between rural and urban payments. In 
addition, some commenters requested 
that we consider adjusting 
uncompensated care costs in this FY 
2021 rulemaking to reflect the impact of 
the COVID–19 PHE, rather than waiting 
until FY 2024 or FY 2025 when the 
current year’s data (FY 2020) may be 
used for uncompensated care payment 
calculations. In relation to this 
recommendation, a commenter noted 
that, while the effect of the COVID–19 
PHE would vary based upon geographic 
areas, they would expect a 
redistributional impact on future 
uncompensated care payments, and 
suggested that CMS begin to consider 
ways to dampen potential downward 
fluctuations in uncompensated care 
costs at the hospital level. 

Response: We are grateful to those 
commenters who expressed their 
support for our proposed policy of using 
the FY 2017 Worksheet S–10 data to 
determine each hospital’s share of 
uncompensated care costs in FY 2021. 
As noted in the FY 2021 IPPS/LTCH 
PPS proposed rule, we believe, that, on 
balance, mixing audited and unaudited 
data for individual hospitals by 
averaging multiple years of data could 
potentially lead to a less smooth result. 
To the extent that the audited FY 2017 
data for a hospital are relatively 
different from its unaudited FY 2016 
and/or (audited or unaudited) FY 2015 
data, we potentially would be diluting 

the effect of our considerable auditing 
efforts and introducing unnecessary 
variability into the calculation if we 
were to use multiple years of data to 
calculate Factor 3. 

We also note that if, for example, a 
blend of FY 2015, FY 2016, and/or FY 
2017 cost report data were to be used, 
some hospitals in states that expanded 
Medicaid eligibility during this time 
period may have experienced significant 
reductions in uncompensated care costs 
following the expansion due to 
increased Medicaid coverage covering 
many previously uninsured individuals. 
In this situation, if an average that 
included pre-expansion uncompensated 
care cost data were used, the Factor 3 
calculated for the hospital may be a less 
accurate reflection of the relative 
uncompensated care burden of the 
hospital. Thus, we believe using only 
the FY 2017 cost report data will result 
in a more accurate and more updated 
reflection of each hospital’s proportion 
of uncompensated care costs. We also 
agree with those commenters that noted 
FY 2017 cost reports reflect the first year 
of data reported under the revised to 
Worksheet S–10 instructions through 
Transmittal 11, which further improved 
the data quality. Accordingly, we are 
finalizing without modification our 
proposal to use FY 2017 cost report 
data, which we believe is the best 
available data, to calculate Factor 3 for 
FY 2021. 

For the same reasons, we also 
continue to have confidence that the 
best available data in future years will 
be the Worksheet S–10 data for cost 
reporting years for which audits have 
been conducted. In addition, we 
continue to believe that establishing a 
policy that would apply not only for FY 
2021, but also for all subsequent fiscal 
years would provide greater 
predictability regarding the basis for 
determining future uncompensated care 
payments. 

Regarding the commenters’ suggestion 
to adjust uncompensated care costs in 
this rulemaking to reflect the impact of 
the COVID–19 PHE, even if such a 
policy change were appropriate for FY 
2021 it is not clear what the 
methodology would be for determining 
such an adjustment and what data 
source could be used. Because the cost 
reporting data from the COVID–19 PHE 
time period is not yet available to be 
analyzed, we believe it would be 
premature to attempt in this rulemaking 
to modify the methodology for 
determining uncompensated care 
payments for a future year specifically 
to address the impact of the COVID–19 
PHE. We will consider this issue further 
in future rulemaking, if appropriate. 
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Regarding commenters’ concerns and 
suggestions that were outside of the 
scope of the proposed rule’s 
methodology, separate from the cost 
report years from historical Worksheet 
S–10 data, we appreciate commenters’ 
input and note that we may consider 
these and other considerations in future 
rulemaking. 

The following comments relate to the 
Worksheet S–10 audit process: 

Comment: As in previous years, the 
auditing process for the FY 2017 
Worksheet S–10 was a common topic 
among many commenters. Several 
commenters agreed that the data from 
audited FY 2017 Worksheet S–10s have 
improved in accuracy when compared 
to previous years of data, including the 
data used to calculate Factor 3 under the 
proxy methodology in previous years. 
Other commenters also commended 
CMS’s efforts to improve the Worksheet 
S–10 data through the audit process and 
revised instructions. 

Still, many commenters expressed 
concerns with the Worksheet S–10 
audits. Some commenters recommended 
that CMS implement a comprehensive 
audit process, similar to the audit 
process used for the wage index noting 
that Worksheet S–10 audits should 
include the same level of scrutiny. 
Many commenters requested that CMS 
establish a standardized, streamlined 
process across auditors, which would 
include uniform templates for cost 
report submissions, acceptable 
documentation regarding audit 
requirements, and consistent timelines 
for information submissions. A 
commenter noted that their hospitals 
faced significant reporting burden 
providing auditors with the necessary 
audit documentation and 
communicating between MAC auditors, 
which delayed their Worksheet S–10 
audits. 

Stakeholders also urged CMS to 
conduct consistent and equitable audits 
across providers. Others suggested that 
CMS set a clear timeframe for 
communication and revisit the scope of 
the audits to target specific data 
elements, which would decrease 
provider burden. Related to this, 
another commenter requested that CMS 
work with the MACs to streamline the 
audit process and avoid situations 
where hospitals would have to resubmit 
data in a different template, which 
would only add administrative burden 
on hospitals. 

To this end, a commenter proposed 
that CMS clarify that MACs can only 
request documentation referenced in 
hospitals’ Financial Assistance Policies 
(FAP), as well as confirm that the 
purpose of the Worksheet S–10 audits is 

to check if hospitals are following their 
FAP. Additionally, commenters advised 
CMS to minimize the administrative 
burden of excessive reporting 
requirements imposed by the MACs, 
such as requests for overly detailed 
information like patients’ social security 
numbers and birth dates, and the 
solicitation of information not yet 
generally available in hospitals’ 
financial recordkeeping systems. 

Additionally, several commenters 
suggested that CMS ensure transparency 
in the audit process by making the audit 
materials and protocols publicly 
available. They also urged CMS to 
develop a transparent timeframe for the 
audit process, with adequate lead time 
and communication to providers about 
expectations. Commenters also 
requested that CMS disclose the criteria 
used to identify hospitals subject to 
audits, and prepare communications 
regarding expectations for the audit and 
any audit guidance before the 
rulemaking cycle. A commenter noted 
that CMS’s ‘‘policy of opacity’’ only 
results in inconsistent interpretations of 
audit guidance by the MACs. Other 
commenters made recommendations 
regarding the timeliness of the audits, 
such as following a set annual 
timeframe similar to the approach used 
in the wage index audits. 

Commenters also expressed 
discontent regarding the limited time 
allowed for providers to respond to 
adverse adjustments, resolve 
differences, and submit supporting 
documentation. These commenters 
urged CMS to begin the audits in a 
timely manner to avoid situations with 
short response times. Regarding the 
audit timeline, a commenter proposed 
that CMS begin the audit process on an 
annual basis in February or March, with 
the end date remaining December 31 of 
the applicable year. According to this 
commenter, the proposed timeline 
would provide MACs sufficient time to 
work with providers and to schedule 
Worksheet S–10 audits. 

Additionally, commenters urged CMS 
to consider working with MACs in 
developing the Worksheet S–10 audit 
process to further promote clarity and 
consistency. To this end, a commenter 
requested that in developing Worksheet 
S–10 audit protocols, CMS consider 
using one MAC either to do all of the 
audits or to develop the audit rules to 
be employed by all MACs. A different 
commenter noted that there are hospital 
systems subject to audits conducted by 
multiple MACs, and these providers 
have observed inconsistent audit 
adjustments to uncompensated care 
amounts. This commenter noted that 
these inconsistencies are indicative of 

MACs not interpreting and following 
CMS’s audit instructions in a 
standardized way. 

Commenters noted the need for a 
timely review and timely appeals 
process for any Worksheet S–10 errors 
or inconsistent audit disallowances. As 
part of raising their concern regarding 
the lack of an appeals process for 
Worksheet S–10 audits, a commenter 
proposed that disallowed 
uncompensated care costs be appealed 
to the Provider Reimbursement Review 
Board (PRRB), which the commenter 
asserted would be consistent with the 
process used to appeal other items from 
the Medicare cost report. Another 
commenter asserted that there would 
not be sufficient time to appeal audit 
disallowances or adjustments under a 
normal PRRB process before the data are 
used by CMS. Some commenters 
recommended that CMS establish an 
expedited process for appeal to an 
appropriate oversight body, which 
would allow hospitals to obtain 
reversals of errors by MACs and address 
any inconsistencies and/or improper 
disallowances. A commenter suggested 
the use of an abbreviated appeals 
process, similar to the process used in 
the wage index development process. 

Commenters also provided additional 
recommendations for future audits 
specifically to improve data 
consistency. They suggested that CMS 
audit all hospitals and utilize a single 
auditor, or at least establish and enforce 
a formal and uniform audit process. 
Several commenters recommended 
using a similar approach to the desk 
review process conducted for the 
purposes of the wage index. Many 
commenters expressed concerns that not 
all providers have had their Worksheet 
S–10 data audited. For example, a 
commenter noted that while some 
hospitals have been audited more than 
once, other DSH hospitals have not been 
audited at all. Some commenters urged 
CMS to complete audits for the 
remaining hospitals that did not have 
the Worksheet S–10 from their FY 2017 
cost report audited before the FY 2021 
rulemaking and others strongly felt that 
CMS should audit all DSH-eligible 
hospitals on an ongoing basis. A 
commenter stated that if CMS cannot 
audit 100 percent of hospitals, the 
agency should focus on the biggest 
recipients of DSH payments. 

A commenter requested clarification 
of whether Sole Community Hospitals 
(SCHs) that are paid under their 
hospital-specific rates are subject to the 
Worksheet S–10 audits. Similarly, a few 
commenters suggested that SCHs should 
be excluded from the Worksheet S–10 
audits to improve efficiency and reduce 
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burden, as they are not eligible for DSH 
payments and their data are not 
included in the totals used for allocation 
of uncompensated care payments. A 
commenter asserted that there is a lack 
of justification for a requirement to 
audit data that is of no use for Medicare 
payment purposes. A commenter 
suggested that non-DSH eligible SCHs 
zero out uncompensated care on the 
Worksheet S–10, but also recognized 
that this approach may not be beneficial 
as it would appear as if the hospitals are 
not providing any uncompensated care. 

Finally, a few commenters suggested 
new approaches to auditing and/or 
reviewing Worksheet S–10 data. A 
commenter recommended that CMS 
establish a program of periodic timely 
data review for the identification of 
discrepancies and troublesome data. 
This commenter also proposed that 
CMS start the process of reviewing FY 
2019 cost data as it is reported, and that 
CMS to engage in FY 2018 data audits 
during FY 2021 for hospitals that are 
projected to receive DSH payments, but 
have not yet been audited. Another 
commenter recommended that in order 
to utilize resources more efficiently, 
CMS could work with the Internal 
Revenue Service (IRS) as it also audits 
hospital uncompensated care costs 
reported on the Form 990 and both 
agencies have similarly aligned goals. 
They also suggested that CMS continue 
Worksheet S–10 audits, but explore 
ways in which it can more efficiently 
utilize audit resources, such as, by 
relying on hospitals’ audited financial 
statements. In addition, this commenter 
requested that CMS apply the same 
audit criteria that are used for 
retrospective audits of empirically 
justified DSH payments, which use SSI/ 
Medicare and Medicaid eligible days/ 
indigent care days. The commenter also 
stated that hospitals should have the 
same protections afforded by the appeal 
rights for empirically justified DSH 
payments. 

Response: We thank commenters for 
their feedback on the audits of the FY 
2017 Worksheet S–10 data and their 
recommendations for future audits. As 
we have stated previously in response to 
comments regarding audit protocols, 
these are provided to the MACs in 
advance of the audit so as to assure 
consistency and timeliness in the audit 
process. We began auditing the FY 2017 
Worksheet S–10 data for selected 
hospitals last year so that the audited 
uncompensated care data for these 
hospitals would be available in time for 
use in the FY 2021 IPPS/LTCH PPS 
proposed rule. We chose to focus the 
audit on the FY 2017 cost reports in 
order to maximize the available audit 

resources. We note that FY 2017 is the 
first year of data under the revised cost 
report instructions included in 
Transmittal 11. In response to the 
consistent feedback from commenters 
emphasizing the importance of audits in 
ensuring the accuracy and consistency 
of data reported on the Worksheet S–10, 
we have also started the process of 
auditing FY 2018 Worksheet S–10 data. 

Regarding commenters’ 
recommendations to establish an audit 
and appeals process for the Worksheet 
S–10 similar to the process used for the 
wage index audits, at this point we do 
not plan on introducing such a process 
in order to maximize limited audit 
resources. Attempting to replicate the 
wage index audit process would exceed 
our current audit resources and require 
shifting resources from other audit 
work, for example potentially negatively 
impacting the wage index audit itself in 
the attempt to replicate it. The wage 
index impacts a far greater proportion of 
national hospital payments than the 
proportion impacted by Medicare 
uncompensated care payments. We 
appreciate all commenters’ input and 
recommendations on how to improve 
our audit process and reiterate our 
commitment to work with the MACs 
and providers on audit improvements, 
including changes to increase the 
efficiency of the audit process, building 
on the lessons learned in previous audit 
years. 

We also appreciate the different 
suggestions for a potential audit 
timeline. We thank the commenters for 
their suggestions, but at this time, we do 
not intend to establish fixed start date 
for audits across MACs so that we can 
retain the flexibility to use our limited 
audit resources to address and prioritize 
audit needs across all CMS programs 
each year. We note that MACs work 
closely with providers regarding 
scheduling dates during the Worksheet 
S–10 audit process. 

Regarding commenters’ requests to 
make public the audit instructions and 
criteria, as we previously stated in the 
FY 2020 IPPS/LTCH final rule (84 FR 
42368) and prior rules, we do not make 
review protocols public as CMS desk 
review and audit protocols are 
confidential and are for CMS and MAC 
use only. Additionally, we recognize 
that a number of commenters suggested 
we audit all hospitals. We note that 
limited resources do not allow us to 
audit all providers. However, as 
discussed in the FY 2021 IPPS LTCH 
PPS proposed rule (85 FR 32756), the 
proposed uncompensated care 
payments to hospitals whose FY 2017 
Worksheet S–10 data have been audited 
represented approximately 65 percent of 

the proposed total uncompensated care 
payments for FY 2021, which is an 
increase from the FY 2015 audits. Also, 
we are in the process of auditing FY 
2018 Worksheet S–10 data and expect 
that the number of audits conducted 
will continue to increase over time, 
resulting in improved Worksheet S–10 
data over the years as more cost report 
years are audited. 

Concerning the suggestions to exclude 
Sole Community Hospitals (SCHs) from 
audits of Worksheet S–10 when the 
hospitals are paid under their hospital- 
specific rate, we note that all hospitals 
are required to maintain documentation 
for cost reporting, including Worksheet 
S–10. We also note that there may be 
some uncertainty whether a hospital 
will ultimately be paid based on its 
hospital specific rate, since that review 
occurs during settlement process 
through the cost report. For example, 
there may be timing considerations with 
projecting which SCHs will be paid 
under the IPPS Federal rate, in addition 
SCH status may change over time. 

Regarding the recommendation that 
we review FY 2019 data as they are 
reported, we note that time and audit 
resources are limited, and as discussed 
previously, we are currently in the 
process of reviewing FY 2018 
Worksheet S–10 data, which is the most 
recent year of broadly available cost 
report data. With respect to the 
comment recommending that we work 
with the IRS to utilize audit resources 
more efficiently, we note that the 
instructions for the IRS’ Form 990 are 
not the same as for the Worksheet S–10. 
In addition, we note that the 
requirement to report on the IRS Form 
990 is limited to non-profit hospitals. 

Concerning the request to apply the 
same audit criteria that are used for 
empirically justified DSH payments, 
those audit protocols are also 
confidential and are for CMS and MAC 
use only, and we continue to believe 
that audit protocols (e.g. critieria) 
should be confidential, so we disagree 
with commenter to make public any 
audit protocols. To the extent that the 
commenter is implying that the 
confidentiality of the audit protocols 
causes inconsistency in auditing across 
the MACs, we also disagree and will 
continue to work with the MACs each 
year to ensure a consistent audit process 
across providers and MACs. 

As noted in earlier discussion, after 
consideration of the comments received 
we are finalizing without modification 
our proposal to use Worksheet S–10 
data from FY 2017 cost reports to 
calculate Factor 3 for FY 2021 for all 
hospitals, with the exception of IHS and 
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Tribal hospitals and Puerto Rico 
hospitals. 

(b) Use of the Most Recent Available 
Single Year of Audited Worksheet S–10 
Data To Calculate Factor 3 for All 
Subsequent Fiscal Years 

While the number of audited 
hospitals may change from year to year 
depending on audit experience and the 
availability of audit resources, we 
expect the Worksheet S–10 data for an 
increasing number of hospitals will be 
audited in future cost reporting years. 
As a result, we have confidence that the 
best available data in future years will 
be the Worksheet S–10 data for cost 
reporting years for which audits have 
been conducted. In addition, we believe 
that establishing a policy that would 
apply not only for FY 2021, but also for 
all subsequent fiscal years would help 
providers have greater predictability for 
planning purposes. Therefore, we 
proposed that for FY 2022 and all 
subsequent fiscal years, we would use 
the most recent single year of cost report 
data that have been audited for a 
significant number of hospitals 
receiving substantial Medicare 
uncompensated care payments to 
calculate Factor 3 for all eligible 
hospitals, with the exception of Indian 
Health Service and Tribal hospitals. In 
the FY 2021 IPPS/LTCH PPS proposed 
rule (85 FR 32756), we noted that we 
intended to consider the comments 
received on this proposal for FY 2022 
and subsequent fiscal years, and might 
revisit it either in the final rule or 
through future rulemaking. 

Comments: A few commenters 
supported the use of a single year of 
audited Worksheet S–10 data for FY 
2022 and subsequent years. In contrast, 
while the majority of commenters 
supported the use of one year of FY 
2017 Worksheet S–10 data for FY 2021 
uncompensated care payments, most 
commenters argued for a transitional 
period where ultimately multiple years 
of audited Worksheet S–10 data would 
be used to determine Factor 3 for future 
years, especially when sufficient years 
of audited data reported under the 
revised reporting instructions are 
available. According to these 
commenters, such an approach would 
mitigate year-to-year fluctuations in 
uncompensated care payments. A 
commenter stated that it is impossible to 
foresee what potential shortcomings in 
the data or concerns with the audit 
process could arise. Many commenters 
urged CMS not to finalize the policy of 
using the most recent year of audited 
Worksheet S–10 data beyond FY 2021. 
These commenters believed that 
finalizing the proposal would prevent 

opportunities to assess and comment on 
peculiarities in the data to be used in 
determining Factor 3 for future years. 

Consistent with these 
recommendations, a commenter 
proposed that for FY 2022 equally 
weighted blocks of audited FY 2017, FY 
2018, and ‘‘preliminarily-reviewed’’ FY 
2019 Worksheet S–10 data be used to 
determine Factor 3 with a rolling three- 
year average applied moving forward. 
There was also a handful of commenters 
that requested a three-year average as a 
phased approach. For example, a 
commenter suggested that FY 2017 and 
FY 2018 Worksheet S–10 data be used 
for the FY 2022 payments and then a 
rolling three-year average beginning 
with FY 2023. Additionally, 
commenters recommended that CMS 
monitor payments over time to assure 
data anomalies are addressed. To this 
end, a commenter urged CMS to allow 
for monitoring and review of 
uncompensated care payment volatility 
and audits of all hospitals’ Worksheet 
S–10 data, before implementing the use 
of a single year of Worksheet S–10 data 
for FY 2022 and subsequent years. 

Some commenters acknowledged the 
efforts CMS has taken to improve the 
accuracy of Worksheet S–10 data 
through the FY 2015 and FY 2017 audit 
process. A commenter provided an 
analysis that indicated the audits have 
improved the reliability and accuracy of 
Worksheet S–10 data. Another 
commenter indicated their support for 
the processes implemented by CMS and 
the MACs to ensure the integrity of 
Worksheet S–10 data. 

Still, several commenters expressed 
concerns about the accuracy of 
Worksheet S–10 data. Some commenters 
recommended CMS implement a fatal 
cost report edit on Worksheet S–10 to 
guarantee completeness and consistency 
in reporting. Another commenter 
requested that CMS provide a 14-day 
period for hospitals to submit 
corrections arising from the 
mishandling of data by MAC and/or 
CMS. While this commenter recognized 
that these situations are uncommon, 
they urged that a 14-day time period 
would be sufficient to improve the 
uncompensated care cost allocation and 
would be consistent with the 15-day 
period we proposed to allow for review 
and correction of merger listings 
following the publication of this final 
rule. 

Response: We thank commenters for 
their continued concern regarding the 
accuracy of Worksheet S–10 data and 
for their constructive feedback. As noted 
by some commenters, our continued 
efforts have improved the accuracy for 
Worksheet S–10 data. We believe that 

continued use of Worksheet S–10 for the 
calculation of Factor 3 along with the 
revisions made to the instructions 
through Transmittal 10 (November 
2016) and Transmittal 11 (September 
2017), as well as the FY 2015 and FY 
2017 audits, will improve the accuracy, 
consistency, and quality of the reported 
data. 

We believe using the most recent 
audited data available before the 
applicable Federal fiscal year will more 
accurately reflect a hospital’s 
uncompensated care costs, as opposed 
to averaging multiple years of data. 
Consistent with the discussion in the 
previous section, if a hospital has 
relatively different data between cost 
report years, we potentially would be 
diluting the effect of our considerable 
auditing efforts and introducing 
unnecessary variability into the 
calculation if we were to use multiple 
years of data to calculate Factor 3. 
Therefore, we believe using a single year 
of audited cost report data is an 
appropriate methodology for FY 2022 
and subsequent years. 

Concerning the suggestion that 
implement a fatal edit on Worksheet S– 
10, we note that we did not propose any 
additional edits in the FY 2021 IPPS/ 
LTCH PPS proposed rule. Furthermore, 
we continue to believe that the ongoing 
MAC reviews of hospitals’ Worksheet 
S–10 data coupled with our efforts to 
improve reporting through revised 
instructions, as well as providers’ 
growing experience with reporting 
uncompensated care costs outweigh the 
value of any additional edits to the 
Worksheet S–10 data. Regarding the 
suggestion that we allow a 14-day time 
period for hospitals to submit 
corrections due to data mishandling, we 
will revisit the issue in future 
rulemaking as necessary, and further 
note that providers will have the 
opportunity to submit comments on the 
accuracy of the supplemental data files 
within 15 business days from the public 
display of this FY 2021 IPPS/LTCH PPS 
final rule. 

Additionally, we recognize that a 
number of commenters suggested we 
audit all hospitals. In response to this, 
we note that the proposed 
uncompensated care payments to 
hospitals whose FY 2017 Worksheet S– 
10 data were audited represented 
approximately 65 percent of the 
proposed total uncompensated care 
payments for FY 2021, which is an 
increase from FY 2020 rulemaking in 
which about approximately half of total 
uncompensated care payments 
wereexpected to be made to hospitals 
whose FY 2015 Worksheet S–10 data 
had been audited. Further, while our 
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limited resources mean that it is not 
feasible to commit to auditing all 
hospitals every year, we note that we 
expect the number of audits will 
continue to increase from previous 
years. We are in the process of auditing 
FY 2018 data on an expanded number 
of hospitals. 

In the FY 2021 IPPS/LTCH PPS 
proposed rule, we noted that given the 
unique nature of IHS and Tribal 
Hospitals and of the patient populations 
they serve, we believe it may be 
appropriate to restructure Medicare 
DSH payments and uncompensated care 
payments to these hospitals beginning 
in FY 2022. As discussed in prior 
rulemaking (for example, 82 FR 38188), 
the principal mission of the IHS is the 
provision of health care to American 
Indians and Alaska Natives throughout 
the United States. In carrying out that 
mission, IHS operates under two 
primary authorizing statutes. The first 
statute, the Snyder Act, authorizes IHS 
to expend such moneys as Congress may 
determine from time to time appropriate 
for the conservation of the health of 
American Indians or Alaska Natives. We 
refer readers to 25 U.S.C. 13 (providing 
that the Bureau of Indian Affairs (BIA) 
will expend funds as appropriated for, 
among other things, the conservation of 
health of American Indians and Alaska 
Natives); and 42 U.S.C. 2001(a) 
(transferring the responsibility for 
American Indian and Alaska Native 
health care from BIA to HHS). The 
second statute, the Indian Health Care 
Improvement Act (IHCIA), established 
IHS as an agency within the Public 
Health Service of HHS and provides 
authority for numerous programs to 
address particular health initiatives for 
American Indians and Alaska Natives, 
such as alcohol and substance abuse 
and diabetes (25 U.S.C. 1601 et seq.). 
IHS and Tribal hospitals are charged 
with addressing the health of American 
Indians and Alaska Natives and are 
uniquely situated to provide services to 
this population. 

When Congress was considering 
reductions to the Medicare DSH 
payments and the creation of the 
Medicare uncompensated care 
payments under section 3133 the 
Affordable Care Act, one significant 
source of available information was the 
analysis done by the Medicare Payment 
Advisory Commission (MedPAC) in its 
March 2007 Report to the Congress. As 
discussed in the proposed rule, section 
1886(r)(1) of the Act explicitly refers to 
this March 2007 Report to Congress as 
the basis for reducing DSH payments to 
25 percent of the amount that would 
otherwise be paid under section 
1886(d)(5)(F) of the Act. We have 

reviewed MedPAC’s analysis in the 
March 2007 Report to Congress and it is 
not apparent that MedPAC was focused 
on the unique aspects of IHS and Tribal 
hospitals described previously when 
developing its recommendations for 
possible changes to DSH payments. 
Rather, it appears that MedPAC’s 
analysis was focused on broader 
underlying issues and hospitals more 
generally. 

Given the unique nature of IHS and 
Tribal hospitals, and the fact that we do 
not believe that the DSH analysis 
available to Congress at the time section 
3133 of the Affordable Care Act was 
being developed was focused on the 
specific circumstances of these 
hospitals, in the FY 2021 IPPS/LTCH 
PPS proposed rule, we explained our 
belief that it may be appropriate, 
beginning in FY 2022, to use our 
authority under section 1886(d)(5)(I)(i) 
of the Act to create an exception for IHS 
and Tribal hospitals from Medicare DSH 
payments under 1886(d)(5)(F), as 
amended by section 3133 of the 
Affordable Care Act. This exception 
would also have the consequence that 
IHS and Tribal hospitals would be 
excluded from the calculation of 
Medicare uncompensated care 
payments under 1886(r). Concurrently, 
we believe it may be appropriate to use 
our authority under section 
1886(d)(5)(I)(i) to adjust payments to 
IHS and Tribal hospitals through the 
creation of a new IHS and Tribal 
hospital Medicare DSH payment. The 
methodology for determining this IHS 
and Tribal hospital Medicare DSH 
payment would mirror the calculation 
of the Medicare DSH payment under 
1886(d)(5)(F) except that the payment 
would be determined at 100 percent of 
the calculated amount rather than 25 
percent of the calculated amount as 
required under section 3133 of the 
Affordable Care Act. We sought 
comment on this potential restructuring 
of the Medicare DSH and 
uncompensated care payments to IHS 
and Tribal hospitals beginning in FY 
2022. We also noted that we intended to 
consider input received on this issue 
through consultation with IHS and 
Tribal hospitals. 

Comment: In response to the 
discussion in the proposed rule of the 
unique circumstances of IHS and Tribal 
hospitals, commenters expressed 
support for the use of the low-income 
days proxy in the calculation of Factor 
3 for FY 2021. In response to the request 
for comment on the potential 
restructuring of Medicare DSH and 
uncompensated care payments to these 
hospitals beginning in FY 2022, there 
were a few commenters that supported 

the creation of a new payment for IHS 
and Tribal hospitals consisting of 100 
percent of the Medicare DSH amount. 
However, there were other commenters 
that requested that CMS provide more 
time so that the agency can consult with 
stakeholders on the proposed 
methodology. Specifically, a commenter 
requested that at a minimum, an 
additional year be given so that 
stakeholders can provide comments on 
the proposed policy and an additional 
three years as an implementation phase 
for the newly developed methodology, 
adding that an extension of the current 
proxy methodology would be needed. 

Commenters also noted that only two 
IHS and Tribal hospitals, both of which, 
have more than 100 beds, would not be 
subject to the 12 percent cap on DSH 
payments. The commenters indicated 
that, in the event uncompensated care 
payments were to be determined using 
Worksheet S–10 data, instead of the low 
income days proxy, these two hospitals 
would see an increase in their 
uncompensated care payments, while 
the remaining 26 facilities would lose 
$7.5 million. These commenters 
recommended that CMS mitigate the 
effect of the cap under the statutory 
DSH calculation on IHS and Tribal 
facilities and if this is not possible, a 
commenter suggested that CMS should 
work with hospitals on a tailored 
methodology for the calculation of 
uncompensated care payments that fits 
their unique circumstances. 

Further a commenter noted that IHS 
and Tribal Hospitals also face a unique 
legal standing such that they do not ‘‘fit 
well into the framework that CMS is 
proposing to adjust for uncompensated 
care payments.’’ The commenter also 
added that their inability to charge any 
Indian for services, even copays, and the 
provisions contained within treaties 
with the Federal Government and 
judicial rulings, means these hospitals 
face a very unique way of calculating 
uncompensated care costs and that the 
calculation of uncompensated care 
payments should be done in such a way 
as to maximize their access to federal 
resources. The commenter suggested 
that CMS should work with IHS and 
Tribal facilities as well as the 
consortium in providing guidance on 
how these facilities should report 
uncompensated care on Worksheet S– 
10. In this regard, another commenter 
pointed out that ‘‘many tribal health 
programs invest non-Federal resources 
in their health care programs to furnish 
care that could easily be classified as 
uncompensated care because IHCPs 
[Indian Healthcare Providers] may not 
charge beneficiaries to receive care and, 
thus, typically do not have the 

VerDate Sep<11>2014 22:38 Sep 17, 2020 Jkt 250001 PO 00000 Frm 00394 Fmt 4701 Sfmt 4700 E:\FR\FM\18SER2.SGM 18SER2jb
el

l o
n 

D
S

K
JL

S
W

7X
2P

R
O

D
 w

ith
 R

U
LE

S
2



58825 Federal Register / Vol. 85, No. 182 / Friday, September 18, 2020 / Rules and Regulations 

accounting methods to track these 
costs.’’ This situation, according to the 
commenter, makes IHS and Tribal 
hospitals unable to report charity care 
and non-Medicare bad debt in a way 
that is consistent with the current 
definition of uncompensated care in the 
current regulation. Additionally, a 
commenter stated that the information 
technology systems used by the IHS and 
Tribal hospitals are not equipped to 
collect the necessary data for the 
Worksheet S–10 and that, while these 
systems have been upgraded, it will take 
some time, potentially years, before they 
are fully functional. 

A few commenters also requested the 
continued use of the low-income days 
proxy in the calculation of Factor 3 for 
hospitals located in Puerto Rico. In 
particular, a commenter noted that they 
are working through challenges in 
implementing Worksheet S–10 and 
requested that CMS continue the use of 
low-income insured days to determine 
uncompensated care payments for 
Puerto Rico hospitals for at least another 
three years. Another commenter also 
requested that CMS treat Puerto Rico as 
it treats other states asserting that ‘‘CMS 
does not include a proper count of low 
income Medicare beneficiaries that 
receive services in our hospitals’’ 
[Puerto Rico hospitals]. The commenter 
asserts that CMS only accounts for low 
income Medicare beneficiaries in the 
SSI fraction for low income Medicare 
beneficiaries patients that live on the 
mainland but travel to Puerto Rico and 
require hospitalization. 

Response: We appreciate the concerns 
raised by commenters regarding the 
calculation of Factor 3 for IHS and 
Tribal hospitals and hospitals located in 
Puerto Rico. We are not finalizing any 
policies for FY 2022 for these hospitals 
and will consider the issues raised by 
stakeholders in future rulemaking. For 
FY 2021, we are finalizing our proposal 
to continue to use the low-income 
insured days proxy to calculate Factor 3 
for these hospitals. In regard to the 
comment concerning the data used in 
the SSI fraction for Puerto Rico 
hospitals, because we are continuing to 
use insured low-income patient days for 
uncompensated care in determining 
Factor 3 for FY 2021, and residents of 
Puerto Rico are not eligible for SSI 
benefits, we believe the SSI proxy 
consisting of 14 percent of a hospital’s 
Medicaid days, as finalized in the FY 
2017 IPPS/LTCH PPS final rule (81 FR 
56953 through 56956) is still 
appropriate. In regard to the 
recommendation that we provide Puerto 
Rico hospitals a three-year continuation 
of the current policy before the 
transition to the use of Worksheet S–10, 

we invite commenters to provide further 
input as we revisit the use of Worksheet 
S–10 data from Puerto Rico hospitals in 
future rulemaking and assess the FY 
2018 audit results from hospitals in 
Puerto Rico. We are not finalizing the 
proposal for Puerto Rico hospitals for 
FY 2022 and subsequent years, because 
we believe further consideration is 
necessary. However, we continue to 
believe Worksheet-S–10 data is the 
appropriate long term data source for 
hospitals located in Puerto Rico. 

We also appreciate the concerns and 
input raised by commenters regarding 
alternative methodologies for the 
calculation of uncompensated care 
payments for IHS and Tribal hospitals. 
We recognize the unique nature of these 
hospitals and the special circumstances 
they face, and we reiterate our 
commitment to continue working with 
stakeholders, including through tribal 
consultation, as we revisit the issue of 
Medicare uncompensated care 
payments to these hospitals in the FY 
2022 rulemaking. As discussed 
previously, we are not making any 
changes to the current policy for 
calculating uncompensated care 
payments for IHS and Tribal hospitals at 
this time, and we look forward to 
continuing to collaborate on 
methodological approaches in the 
future. 

After consideration of the comments 
received, we are finalizing the use of 
low-income insured days proxy to 
determine Factor 3 for IHS and Tribal 
hospitals and Puerto Rico hospitals for 
FY 2021. We are not finalizing a 
methodology to determine Factor 3 for 
IHS and Tribal hospitals and Puerto 
Rico hospitals for FY 2022 and 
subsequent years at this time because 
we believe further consideration and 
review of these hospitals’ Worksheet S– 
10 data is necessary. 

(c) Definition of ‘‘Uncompensated Care’’ 
We continue to believe that the 

definition of ‘‘uncompensated care’’ first 
adopted in FY 2018 when we started to 
incorporate data from Worksheet S–10 
into the determination of Factor 3 and 
that was used again in both FY 2019 and 
FY 2020 is appropriate, as it 
incorporates the most commonly used 
factors within uncompensated care as 
reported by stakeholders, namely, 
charity care costs and bad debt costs, 
and correlates to Line 30 of Worksheet 
S–10. Therefore, we proposed that, for 
purposes of determining 
uncompensated care costs and 
calculating Factor 3 for FY 2021 and 
subsequent fiscal years, 
‘‘uncompensated care’’ would continue 
to be defined as the amount on Line 30 

of Worksheet S–10, which is the cost of 
charity care (Line 23) and the cost of 
non-Medicare bad debt and non- 
reimbursable Medicare bad debt (Line 
29). We refer readers to the FY 2020 
IPPS/LTCH PPS rule (84 FR 42369 and 
42370), for a detailed discussion of 
additional topics related to the 
definition of uncompensated care. 

In the FY 2020 IPPS/LTCH PPS final 
rule, we stated that, we would attempt 
to address commenters’ concerns 
regarding the Worksheet S–10 through 
future cost report clarifications to 
further improve and refine the 
information that is reported on 
Worksheet S–10 in order to support 
collection of the information necessary 
to implement section 1886(r)(2) of the 
Act. (84 FR 42370). In the FY 2021 
IPPS/LTCH PPS proposed rule (85 FR 
32757), we noted that the Paper 
Reduction Act (PRA) package for Form 
CMS–2552–10 (OMB Control Number 
0938–0050, expiration date March 31, 
2022) would offer an additional 
opportunity to comment on the cost 
reporting instructions. For further 
information regarding PRA, we refer the 
reader to the CMS website at: https://
www.cms.gov/Regulations-and- 
Guidance/Legislation/ 
PaperworkReductionActof1995. 

Comment: In regard to the definition 
of uncompensated care, several 
commenters urged CMS to include 
shortfalls from Medicaid, CHIP, and 
State and local indigent care programs, 
which, according to commenters, 
represent substantial losses as they do 
not fully cover the cost of providing 
care. A commenter noted that it is 
inconsistent that Medicaid patient data 
is used for DSH eligibility but not for 
the definition of uncompensated care 
and provided CMS with methodologies 
on how to account for Medicaid 
shortfalls, including specific 
modifications to Worksheet S–10, such 
as reporting Medicaid DSH payments on 
a separate line, separating stand-alone 
CHIP from the Medicaid line items, and 
reporting non-DSH supplemental 
payments separately from Medicaid 
revenue and Medicaid DSH. The 
stakeholder notes these suggestions 
were made in earlier rulemaking years, 
but not acted upon by CMS. A 
commenter also argued that including 
Medicaid shortfalls in Worksheet S–10 
is especially important for hospitals in 
states that underwent Medicaid 
expansion, as compared to those that 
did not, which tend to do better with 
the current policy. 

In contrast, a commenter noted that 
the unreimbursed portion of the costs of 
care furnished under state and local 
indigent care programs should be 
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specifically counted as charity care, 
while pointing out that Medicaid 
expansion has helped reduce hospital 
charity care. Some commenters believed 
Worksheet S–10 should be revised to 
better reflect the actual cost of caring for 
Medicaid patients incurred by hospitals 
(that is, net of Medicaid DSH payments 
and other supplemental funding). 

Response: We appreciate commenters’ 
suggestions for revisions and/or 
modifications to Worksheet S–10. We 
will consider the concerns raised by 
commenters as part of future cost report 
clarifications, and will make 
modifications as necessary, to further 
improve and refine the information that 
is reported on Worksheet S–10 to 
support collection of the information 
necessary to implement section 
1886(r)(2) of the Act. With regard to the 
comments requesting that payment 
shortfalls from Medicaid and state and 
local indigent care programs be 
included in uncompensated care cost 
calculations, we recognize commenters’ 
concerns but continue to believe there 
are compelling arguments for excluding 
such shortfalls from the definition of 
uncompensated care. For example, and 
as noted in past rulemaking, several key 
stakeholders, including MedPAC, do not 
consider Medicaid shortfalls in their 
definition of uncompensated care. 
Furthermore, we continue to believe 
that it is most consistent with section 
1886(r)(2) of the Act for Medicare 
uncompensated care payments to target 
hospitals that incur a disproportionate 
share of uncompensated care for 
patients with no insurance coverage. In 
more practical terms, we also note that 
even if we agreed that it would be 
appropriate to adjust the definition of 
uncompensated care to include 
Medicaid shortfalls, this would not be a 
feasible option at this time due to 
computational limitations. Specifically, 
computing such shortfalls is 
operationally problematic because 
Medicaid pays hospitals a single DSH 
payment that in part covers the 
hospital’s costs in providing care to the 
uninsured and in part covers estimates 
of the Medicaid ‘‘shortfalls.’’ Therefore, 
it is not clear how CMS would 
determine how much of the ‘‘shortfall’’ 
is left after the Medicaid DSH payment 
is made. In addition, in some States, 
hospitals return a portion of their 
Medicaid revenues to the State via 
provider taxes and receive supplemental 
payments in return (along with the 
federal match), making the computation 
of ‘‘shortfalls’’ even more complex. 
Accordingly, after consideration of the 
comments received, and for the reasons 
discussed in the proposed rule and 

previously in this final rule, we are 
finalizing our proposal to continue to 
define uncompensated care costs as the 
amount on Line 30 of Worksheet S–10, 
which is the cost of charity care (Line 
23) and the cost of non-Medicare bad 
debt and non-reimbursable Medicare 
bad debt (Line 29). 

Comment: Commenters also suggested 
that CMS include all patient care costs 
when calculating the cost to charge ratio 
used in Worksheet S–10 including costs 
associated with training medical 
residents, supporting physician and 
professional services and paying 
provider taxes, so as to more accurately 
determine uncompensated care costs for 
purposes of the Worksheet S–10. 
Specifically, a commenter stated that 
the cost-to-charge ratio in line 1 does 
not include medical education costs and 
recommended that CMS include these 
costs, which they maintain can be 
derived from Worksheet B, column 24, 
line 118. 

Response: As we have consistently 
stated in past final rules (84 FR 42378) 
in response to similar comments, we 
believe that the purpose of 
uncompensated care payments is to 
provide additional payment to hospitals 
for treating the uninsured, not for other 
costs incurred, including costs 
associated with supporting and training 
physicians and other professionals or 
paying provider taxes associated with 
Medicaid, as commenters have 
suggested. In addition, because the CCR 
on Line 1 of Worksheet S–10 is obtained 
from Worksheet C, Part I, and is also 
used in other IPPS rate setting contexts 
(such as high-cost outliers and the 
calculation of the MS–DRG relative 
weights) from which it is appropriate to 
exclude the costs associated with 
supporting physician and professional 
services and GME, we remain hesitant 
to adjust CCRs in the narrower context 
of calculating uncompensated care 
costs. Therefore, we continue to believe 
that it is not appropriate to modify the 
calculation of the CCR on Line 1 of 
Worksheet S–10 to include any 
additional costs in the numerator of the 
CCR calculation. 

Comment: A few commenters 
requested that implicit price 
concessions be included in the 
definition of uncompensated care. 
Specifically, commenters expressed 
concern that without clear reporting 
instructions, implicit price concessions 
may no longer be included in Worksheet 
S–10 as bad debt and requested that 
CMS clarify that they should be 
considered as bad debt and must be 
included on the Medicare cost report. A 
commenter also expressed concern that 
CMS’s requirement that hospitals write 

off Medicare beneficiary accounts that 
meet a hospital’s financial assistance 
policy to bad debt, rather than charity 
care, causes their uncompensated care 
payments to be reduced because these 
implicit price concessions are 
multiplied by the hospital’s cost to 
charge ratio (CCR), which is 
inconsistent with general accounting 
practices and could cause distortion in 
the distribution of uncompensated care 
payments. 

Response: We appreciate commenters’ 
input in regard to CMS’s proposed 
policy on implicit price concessions and 
bad debt and the implications for 
Worksheet S–10 reporting. For further 
discussion and clarification on this 
topic, we refer readers to the bad debt 
section in this final rule. We note that 
the final bad debt policy related to 
implicit price concessions that we are 
adopting this final rule will be 
prospectively effective for cost reporting 
periods beginning on or after October 1, 
2020. 

Comment: Some commenters raised 
the use of presumptive eligibility tools 
in the determination of patient charity 
care, arguing that such tools offer an 
efficient and accurate way to determine 
uncompensated care costs. Specifically, 
commenters stated that the issue is that 
the MACs disallow charity care granted 
using such tools, adding that CMS 
should clarify that providers may 
indeed utilize presumptive eligibility as 
indicator of charity care and encouraged 
the agency to expedite updating the 
Provider Reimbursement Manual to 
clarify this issue. 

Response: We appreciate commenters’ 
input on this issue. With regard to the 
comments regarding the use of 
presumptive eligibility tools to 
determine charity care, we note that 
CMS does not set charity care criteria 
policy for hospitals, and within reason, 
hospitals can establish their own criteria 
for what constitutes charity care in their 
charity care and/or financial assistance 
policies. We refer the reader to the 
section IX.C (Revisions of Medicare Bad 
Debt Policy) of this preamble for related 
discussion of presumptive eligibility 
tools. We note that the forthcoming 
Paper Reduction Act (PRA) package for 
Form CMS–2552–10 (OMB Control 
Number 0938–0050, expiration date 
March 31, 2022) offers an additional 
opportunity for hospitals and other 
stakeholders to comment on the cost 
reporting instructions. 

Comment: A few commenters 
requested additional information from 
CMS on how payments furnished by 
Congress, as well as payments made by 
the Health Resources and Services 
Administration (HRSA) for uninsured 
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COVID–19 patients will be treated, 
pointing out that such payments may 
not necessarily offset uncompensated 
care, but, rather, were intended to cover 
the costs of responding to the COVID– 
19 PHE. To this end, another commenter 
noted funding provided by the 
Department of Health and Human 
Services (HHS) ‘‘in the general 
distribution, high-impact distribution, 
safety net distribution, and other 
allocations funded via the CARES Act 
would not be an offset specifically to 
uncompensated care.’’ 

Response: We recognize commenters’ 
concerns regarding the unique situation 
posed by the COVID–19 PHE in the 
reporting of uncompensated care costs. 
We will consider these concerns as 
appropriate in developing future 
reporting guidance. General information 
on the CARES Act Provider Relief Fund 
is available at: https://www.hhs.gov/ 
coronavirus/cares-act-provider-relief- 
fund/general-information/index.html. 
Information regarding HRSA COVID–19 
and information on the HRSA 
Uninsured Program is available at: 
https://
coviduninsuredclaim.linkhealth.com/. 
We note that a term and condition of the 
HRSA Uninsured Program is the 
following ‘‘The Recipient will not 
include costs for which Payment was 
received in cost reports or otherwise 
seek uncompensated care 
reimbursement through federal or state 
programs for items or services for which 
Payment was received.’’ 

The following comments relate to the 
Worksheet S–10 instructions: 

Comment: In regard to Worksheet S– 
10 instructions and guidance, several 
commenters commended CMS for its 
refinements to Worksheet S–10 in 
November 2016 (Transmittal 10) and for 
its continued efforts to improve the 
accuracy of the reported data, indicating 
that the instructions have improved. 
However, many commenters still 
requested that CMS clarify instructions 
to the Worksheet S–10 in areas where 
the treatment of uncompensated care 
costs (charity care and bad debt) is not 
immediately clear based on the revised 
instructions. A commenter suggested 
that CMS should engage MACs and 
hospitals prior to the release of 
substantial revisions to cost report 
instructions, which, according to the 
commenter, would promote dialogue on 
best reporting practices; similarly, 
another commenter suggested that CMS 
conduct additional outreach for 
stakeholder feedback and education 
before making revisions to Worksheet 
S–10 instructions. 

One common issue raised by 
commenters was a request that CMS 

improve the instructions so that non- 
Medicare bad debt is not multiplied by 
the cost-to-charge ratio. According to a 
commenter, applying the cost to charge 
ratio to non-Medicare bad debt is not 
mathematically sound nor does it 
represent a hospital’s true cost. Another 
commenter indicated that such practice 
is also inconsistent with the way non- 
reimbursable Medicare bad debt is 
treated. To address this, commenters 
suggested that CMS establish separate 
columns in Worksheet S–10 for insured 
and uninsured bad debt, where the 
column for insured bad debt is not 
multiplied by the CCR and the column 
for uninsured bad debt is multiplied by 
the CCR, as is currently done with 
charity care. 

Another suggestion was that CMS 
insert two new columns before column 
2 in the Worksheet S–10 to enable 
hospitals to separately report charges 
subject the CCR. According to the 
commenter, such a structure would be 
needed for lines 20 and 21 but not for 
lines 22 and 23; per the commenter’s 
recommendation, CMS would be able to 
discontinue lines 24 and 25, given that 
those amounts would be obsolete under 
the commenter’s recommended 
restructuring of the worksheet. Further, 
the commenter requested that CMS 
clarify whether the wording ‘‘total 
facility except physician and other 
professional services,’’ in relation to 
charity care and bad debt write-offs is 
inclusive of acute inpatient, exempt 
inpatient, outpatient, and long-term care 
services. The commenter also sought 
clarification of the definition of ‘‘non- 
covered’’ charges related to days 
exceeding the length of stay limit and 
with respect to Medicare, Medicaid, 
Workers’ Compensation/No Fault, and 
commercial plans with which the 
hospital has a contractual relationship, 
but is not allowed to pursue patient 
collections for losses (for example, 
unpaid claims). In addition, the 
commenter sought clarification on 
whether a hospital is permitted to 
include such losses on Line 20, if it 
includes them in its financial assistance 
policy. 

Finally, a commenter inquired if there 
were any templates under review for 
reporting charity care, uninsured 
discounts, and/or bad debt listings and, 
if so, the status of any such templates. 
The commenter also recommended that 
CMS should require the total bad debt 
listing to be submitted and reconciled 
with Worksheet S–10 line 26. 

Response: We appreciate commenters’ 
concerns regarding the need for 
clarification of the Worksheet S–10 
instructions, as well as their suggestions 
for form revisions to improve provider 

reporting. We reiterate our commitment 
to continuing to work with stakeholders 
to address their concerns regarding 
Worksheet S–10 instructions and 
reporting through provider education 
and further refinement of the 
instructions as appropriate. As noted by 
some commenters, such continued 
efforts to refine the instructions and 
guidance have improved provider 
understanding of the Worksheet S–10. 
We also recognize that there are 
continuing opportunities to further 
improve the accuracy and consistency 
of the information that is reported on 
the Worksheet S–10, and to the extent 
that commenters have raised new 
questions and concerns regarding the 
reporting requirements, we will attempt 
to address them through future 
rulemaking and/or sub-regulatory 
guidance. However, we also continue to 
believe that the Worksheet S–10 
instructions are sufficiently clear to 
allow hospitals to accurately complete 
Worksheet S–10. Regarding the 
comments requesting specific structural 
changes to Worksheet S–10 and/or 
further clarification of the reporting 
instructions, we note that these 
comments fall outside the scope of this 
final rule. We therefore refer 
commenters to the forthcoming Paper 
Reduction Act (PRA) package for the 
Worksheet S–10, which will include a 
public comment period and will be the 
appropriate forum to raise specific 
questions about or suggestions for 
modifications to Worksheet S–10, 
including the reporting instructions. 

Additionally, we refer commenters to 
the updated instructions for Worksheet 
S–10 that were issued in November 
2016 through Transmittal 10, as well as 
those issued in September 2017 through 
Transmittal 11, in which we specifically 
clarified the definitions of and the 
instructions for reporting 
uncompensated care, non-Medicare bad 
debt, non-reimbursed Medicare bad 
debt, charity care, and modified the 
calculations relative to uncompensated 
care costs as well as added edits to 
improve the integrity of the data 
reported on Worksheet S–10. 

For commenters’ reference, additional 
materials regarding clarifications to the 
Worksheet S–10 instructions are 
contained in the MLN article titled 
‘‘Updates to Medicare’s Cost Report 
Worksheet S–10 to Capture 
Uncompensated Care Data’’, available at 
https://www.cms.gov/Outreach-and- 
Education/Medicare-Learning-Network- 
MLN/MLNMattersArticles/Downloads/ 
SE17031.pdf as well as the Worksheet 
S–10 Q&As on the CMS DSH website in 
the download section, available at: 
https://www.cms.gov/Medicare/ 
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Medicare-Fee-for-Service-Payment/ 
AcuteInpatientPPS/Downloads/ 
Worksheet-S-10-UCC-QandAs.pdf. 

(d) Changes to the Methodology for 
Calculating Factor 3 for FY 2021 and 
Subsequent Fiscal Years 

The proposed changes to the 
methodology for calculating Factor 3 
that were discussed in the IPPS/LTCH 
PPS proposed rule include the 
following: 
• Merger Multiplier for Acquired 

Hospital Data 
In the FY 2015 IPPS/LTCH PPS final 

rule, we defined a merger as an 
acquisition where the Medicare 
provider agreement of one hospital is 
subsumed into the provider agreement 
of the surviving provider (79 FR 50020). 
In that final rule, we adopted a policy 
for calculating Factor 3 for hospitals that 
undergo a merger during or after the 
time period of the data that is used in 
the Factor 3 calculations, as well as a 
separate policy for a merger that occurs 
after the development of the final rule 
for the applicable fiscal year. Our 
proposed policy for newly merged 
hospitals is discussed in the next 
section. In the FY 2019 IPPS/LTCH PPS 
final rule, we finalized a policy for 
determining the uncompensated care 
costs of hospitals that have multiple 
cost reporting periods starting in the 
same fiscal year of using the longest cost 
report beginning in the applicable fiscal 
year and annualizing the 
uncompensated care data if a hospital’s 
cost report does not equal 12 months of 
data (83 FR 41427). This policy applied 
for all hospitals, including those 
involved in a merger. However, taking 
into consideration past comments 
regarding mergers, including comments 
on the FY 2019 IPPS/LTCH PPS 
proposed rule which suggested that we 
not annualize the uncompensated care 
costs data provided in short cost 
reporting periods for acquired hospitals 
because their uncompensated care costs 
for the remaining part of the year are 
included in the new combined 
hospital’s cost report (83 FR 41427), we 
proposed to modify the annualization 
policy that was finalized in FY 2019 
with respect to merged hospitals. 

We noted that for most mergers, the 
effective date of the merger coincides 
with the cost reporting end date for the 
hospital that is being acquired. In effect, 
this means that the FY 2015 merger 
policy of combining uncompensated 
care costs (UCC) across CCNs results in 
adding together data reported on the 
cost report for two different CCNs (the 
acquired hospital and the surviving 
hospital) to estimate the merged 

hospital’s post-merger total UCC. For 
mergers with a recent merger effective 
date, such as a merger in Federal fiscal 
year 2019 (that is, a merger after the 
period of the FY 2017 cost reports we 
proposed to use for the Factor 3 
calculation), we stated that we continue 
to believe the current policy of 
annualizing and combining across 
historical cost reports produces the best 
available estimate for post-merger total 
UCC. For example, if the acquired 
hospital’s FY 2017 cost report includes 
less than 12 months of data, we would 
annualize the data to reflect a full 12 
months of data. Similarly, in this 
example, if the surviving hospital’s cost 
report includes less than 12 months of 
data, we would annualize its 
uncompensated care data. However, as 
discussed later in this section, we 
proposed a modification to this policy 
when the merger effective date occurs 
partway through the surviving hospital’s 
cost reporting period. 

In some mergers, the merger effective 
date does not coincide with the start 
date for the surviving hospital’s cost 
reporting period. When the merger 
effective date does not coincide with the 
start date of the surviving hospital’s cost 
reporting period, the policy of 
annualizing the acquired hospital’s data 
before combining data across hospital 
cost reports could substantially 
overestimate the acquired hospital’s 
UCC, given that the surviving hospital’s 
cost report reflects the UCC incurred by 
the acquired hospital during the portion 
of the year after the merger effective 
date. In other words, when the merger 
effective date is partway through the 
surviving hospital’s cost reporting 
period, annualizing the acquired 
hospital’s data may double-count UCC 
for the portion of the year that overlaps 
with the remainder of the surviving 
hospital’s cost reporting period. 

Accordingly, to more accurately 
estimate UCC for the hospitals involved 
in a merger when the merger effective 
date occurs partway through the 
surviving hospital’s cost reporting 
period, we proposed not to annualize 
the acquired hospital’s data. Further, we 
proposed to use only the portion of the 
acquired hospital’s unannualized UCC 
data that reflects the UCC incurred prior 
to the merger effective date, but after the 
start of the surviving hospital’s current 
cost reporting period. Specifically, we 
proposed to calculate a multiplier to be 
applied to an acquired hospital’s UCC 
when the merger effective date occurs 
partway through the surviving hospital’s 
cost reporting period. This multiplier 
would represent the portion of the UCC 
data from the acquired hospital that 
should be incorporated with the 

surviving hospital’s data to determine 
UCC for purposes of determining Factor 
3 for the surviving hospital. This 
multiplier is obtained by calculating the 
number of days between the start of the 
applicable cost reporting period for the 
surviving hospital and the merger 
effective date, and then dividing this 
result by the total number of days in the 
reporting period of the acquired 
hospital. Applying this multiplier to the 
acquired hospital’s unannualized UCC 
data would determine the final portion 
of the acquired hospital’s UCC that 
should be added to that of the surviving 
hospital for purposes of determining 
Factor 3. 

As an example, if the cost reporting 
period start dates of the acquired and 
surviving hospitals align and a merger 
occurs halfway through the surviving 
hospital’s cost reporting period (for 
example, the hospital’s fiscal year), then 
ultimately, the cost report for the 
surviving hospital for that fiscal year 
would already reflect half a year of the 
acquired hospital’s UCC (because the 
merger occurred halfway through the 
surviving hospital’s cost reporting 
period and the UCC data reported by the 
surviving hospital incorporate any UCC 
incurred by the acquired hospital during 
the second half of the fiscal year). For 
illustrative purposes, consider that the 
cost reporting period start dates of the 
acquired and surviving hospitals are 10/ 
01/2016; the cost reporting period end 
date of the acquired hospital is 06/30/ 
2017; and the merger acquisition date is 
07/01/2017. Thus, there are 273 days 
between the start of the cost reporting 
period of the surviving hospital and the 
merger effective date, and the cost 
reporting period of the acquired hospital 
is 273 days. The multiplier, as 
previously defined, would be 1 (273 
days divided by 273 days) and all of the 
acquired hospital’s unannualized UCC 
data for the period 10/01/2016 to 06/30/ 
2017 would be added to that of the 
surviving hospital for purposes of 
calculating Factor 3 for FY 2021. It is 
not necessary to annualize the acquired 
hospital’s data from its short cost report, 
because the UCC incurred by the 
acquired hospital for the remainder of 
the surviving hospital’s fiscal year post- 
merger (07/01/2017 to 09/30/2017) are 
already included in the UCC data 
reported by the surviving hospital for 
the cost reporting period ending on 09/ 
30/2017. 

As another example, we assumed the 
merger effective date was the same as 
the start date for the surviving hospital’s 
cost reporting period and the surviving 
hospital’s cost reporting period is 12 
months long. In this example, we 
explained our belief that it would not be 
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necessary to combine uncompensated 
care costs across multiple cost reports, 
because the surviving hospital’s cost 
report already reflects 12 months of 
uncompensated care costs for the 
merged hospital. In this example, the 
multiplier would be 0 because there are 
0 days between the start of the surviving 
hospital’s cost reporting period and the 
merger effective date, and there would 
be no need to combine data from the 
acquired hospital given that the 
surviving hospital’s cost report reflects 
all post-merger UCC data for the 
acquired hospital. 
• Newly Merged Hospitals 

We proposed to continue to treat 
hospitals that merge after the 
development of the final rule for the 
applicable fiscal year similar to new 
hospitals. As explained in the FY 2015 
IPPS/LTCH PPS final rule, for these 
newly merged hospitals, we do not have 
data currently available to calculate a 
Factor 3 amount that accounts for the 
merged hospital’s uncompensated care 
burden (79 FR 50021). In the FY 2015 
IPPS/LTCH PPS final rule, we finalized 
a policy under which Factor 3 for 
hospitals that we do not identify as 
undergoing a merger until after the 
public comment period and additional 
review period following the publication 
of the final rule or that undergo a merger 
during the fiscal year would be 
recalculated similar to new hospitals (79 
FR 50021 and 50022). 

Consistent with the policy adopted in 
the FY 2015 IPPS/LTCH PPS final rule, 
we proposed to treat newly merged 
hospitals in a similar manner to new 
hospitals, such that the newly merged 
hospital’s final uncompensated care 
payment would be determined at cost 
report settlement where the numerator 
of the newly merged hospital’s Factor 3 
would be based on the cost report of 
only the surviving hospital (that is, the 
newly merged hospital’s cost report) for 
the current fiscal year. However, if the 
hospital’s cost reporting period includes 
less than 12 months of data, we 
proposed that the data from the newly 
merged hospital’s cost report would be 
annualized for purposes of the Factor 3 
calculation. We noted that we were not 
proposing that the multiplier 
calculation discussed previously would 
be used, as that would only be necessary 
for estimating post-merger data using 
historical reports. The acquired 
hospital’s uncompensated care payment 
for the fiscal year during which the 
merger occurs would be determined 
using the prospectively determined 
Factor 3 amount for the acquired 
hospital and then prorated, if 
applicable. We referred readers to the 

detailed discussion in the FY 2015 
IPPS/LTCH PPS rule regarding the 
calculation of pro rata uncompensated 
care payments (79 FR 50151 through 
50153). 

Consistent with past policy, we also 
proposed that the interim 
uncompensated care payments for the 
newly merged hospital would be based 
only on the data for the surviving 
hospital’s CCN available the time of the 
development of the final rule. In other 
words, for FY 2021, the eligibility of a 
newly merged hospital to receive 
interim uncompensated care payments 
and the amount of any interim 
uncompensated care payments, would 
be based only on the FY 2017 cost 
report available for the surviving CCN at 
the time the final rule is developed. 
However, at cost report settlement, we 
would determine the newly merged 
hospital’s final uncompensated care 
payment based on the uncompensated 
care costs reported on its FY 2021 cost 
report. That is, we would revise the 
numerator of Factor 3 for the newly 
merged hospital to reflect the 
uncompensated care costs reported on 
the newly merged hospital’s FY 2021 
cost report. 

Comment: A few commenters 
supported CMS’s policy proposal for 
combining uncompensated care costs 
data in the case of mergers by using a 
multiplier to adjust the acquired 
hospital’s data. A commenter also 
supported the proposed policy 
regarding the treatment of mergers that 
happen after the final rule is issued. 
Another commenter, who expressed 
support for the annualization of 
uncompensated care costs from cost 
reports containing less than 12 months 
of data for the purpose of calculating 
Factor 3, also supported CMS’s proposal 
to annualize the surviving newly 
merged hospital’s cost report data for 
purposes of determining that hospital’s 
proportion of uncompensated care. 

Response: We appreciate the support 
for our proposal to apply a multiplier to 
the acquired hospital’s unannualized 
uncompensated care cost data to 
determine the final portion of the 
acquired hospital’s uncompensated care 
costs that should be added to the 
uncompensated care costs of the 
surviving hospital for purposes of 
determining Factor 3. We also 
appreciate support for the proposal to 
treat hospitals that merge after the final 
rule has been issued as new hospitals. 
Additionally, we appreciate the support 
for our policy of annualizing the data 
from cost reports that do not include 12 
months of data, including our proposal 
to annualize the data for surviving 
newly merged hospitals if their cost 

reporting period does not equal 12 
months. 
• Annualization and Long Cost Reports 

We proposed to continue the policy 
that was finalized in the FY 2018 IPPS/ 
LTCH PPS final rule of annualizing 
uncompensated care cost data reported 
on the Worksheet S–10 if a hospital’s 
cost report does not equal 12 months of 
data, except in the case of mergers, 
which would be subject to the modified 
merger policy previously discussed. In 
addition, we proposed to continue the 
policies that were finalized in the FY 
2019 IPPS/LTCH final rule (83 FR 
41415) regarding the use of the longest 
cost report available within the Federal 
fiscal year. However, we proposed to 
modify our current policy for those rare 
situations where a hospital has a cost 
report that starts in one fiscal year but 
spans the entirety of the following fiscal 
year such that the hospital has no cost 
report starting in that subsequent fiscal 
year. Under this proposal, we would use 
the cost report that spans both fiscal 
years for purposes of calculating Factor 
3 when data for the latter fiscal year is 
used in the Factor 3 methodology. The 
current policy for this rare situation 
includes the criterion that the hospital 
have multiple cost reports beginning in 
the same fiscal year. However, we 
explained that we no longer believe this 
is a necessary condition, given that we 
have identified some hospitals that have 
no FY 2017 cost report, but that only 
have one FY 2016 cost report, which 
spans the entire FY 2017 period. 

Comment: Some commenters 
supported the continuation of 
annualization and the proposed 
modification to the long cost report 
policy. 

Response: We appreciate the support 
for our proposals. We are finalizing as 
proposed. 
• New Hospital for Purposes of Factor 

3 
We proposed to continue the new 

hospital policy that was finalized in the 
FY 2020 IPPS/LTCH PPS final rule. 
Specifically, for new hospitals that do 
not have an FY 2017 cost report to use 
in the Factor 3 calculation (that is, 
hospitals with CCNs established on or 
after October 1, 2017) that may have a 
preliminary projection of being eligible 
for DSH payments based on their most 
recent available disproportionate patient 
percentage, we proposed that the MAC 
would make a final determination 
concerning whether the hospital is 
eligible to receive Medicare DSH 
payments at cost report settlement based 
on its FY 2021 cost report. If the 
hospital is ultimately determined to be 
eligible for Medicare DSH payments for 
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FY 2021, the hospital would receive an 
uncompensated care payment 
calculated using a Factor 3, where the 
numerator is the uncompensated care 
costs reported on Worksheet S–10 of the 
hospital’s FY 2021 cost report, and the 
denominator is the sum of the 
uncompensated care costs reported on 
Worksheet S–10 of the FY 2017 cost 
reports for all DSH-eligible hospitals. 
This denominator would be the same 
denominator that is determined 
prospectively for purposes of 
determining Factor 3 for all DSH- 
eligible hospitals, with the exception of 
Puerto Rico hospitals and IHS and 
Tribal hospitals. The new hospital 
would not receive interim 
uncompensated care payments before 
cost report settlement because we would 
have no FY 2017 uncompensated care 
data on which to determine what those 
interim payments should be. 

Comment: Commenters supported 
this proposal for continuing the new 
hospital policy. 

Response: We thank the commenters 
for their support. We are finalizing as 
proposed, without modification. 
• IHS and Tribal Hospitals 

For the reasons discussed in the FY 
2018 IPPS/LTCH PPS final rule (82 FR 
38209), we continue to recognize that 
the use of data from Worksheet S–10 to 
calculate the uncompensated care 
amount for IHS and Tribal hospitals for 
FY 2021 may jeopardize these hospitals’ 
payments due to their unique funding 
structure. Prior to the proposed 
rulemaking for FY 2021, CMS consulted 
with IHS and Tribal hospitals regarding 
Worksheet S–10 uncompensated care 
reporting as well as any potential 
barriers under the current cost reporting 
instructions to reporting by IHS and 
Tribal hospitals on Worksheet S–10. 
During the consultation, representatives 
of some hospitals indicated that it was 
not clear to them that they could submit 
Worksheet S–10 data given the 
historical use of the low-income patient 
proxy when determining Factor 3 for 
these hospitals. CMS reiterated that the 
use of the low-income patient proxy 
when determining Factor 3 does not 
preclude the submission of Worksheet 
S–10 data by these hospitals. CMS 
explained that IHS and Tribal Hospitals 
should be aware of and comply with the 
instructions and requirements for the 
submission of Worksheet S–10 data. We 
noted that an o the MLN Matters® 
Special Edition article ‘‘Updates to 
Medicare’s Cost Report Worksheet S–10 
to Capture Uncompensated Care Data’’ 
that was released on September 29, 
2017, provides an overview of the 
instructions and requirements for 

reporting on the Worksheet S–10 and is 
available on the CMS website at https:// 
www.cms.gov/Outreach-and-Education/ 
Medicare-Learning-Network-MLN/ 
MLNMattersArticles/Downloads/ 
SE17031.pdf. Another source of 
information is the ‘‘Worksheet S–10— 
Hospital Uncompensated and Indigent 
Care Data Following 2018 IPPS Final 
Rule Questions and Answers’’ that is 
also available on the CMS website at 
https://www.cms.gov/Medicare/ 
Medicare-Fee-for-Service-Payment/ 
AcuteInpatientPPS/Downloads/ 
Worksheet-S-10-UCC-QandAs.pdf. As 
discussed previously in this section, we 
also noted that CMS continues to 
consider the feedback provided during 
IHS and Tribal consultation for 
purposes of determining what policies 
should apply with respect to DSH and 
uncompensated care payments to IHS 
and Tribal hospitals in future years and 
solicited comment on this issue to assist 
future rulemaking. We also noted that 
the Paper Reduction Act (PRA) package 
for Form CMS 2552–10 will be an 
additional opportunity for comments on 
the Worksheet S–10 instructions. 

Therefore, for IHS and Tribal 
hospitals that have a FY 2013 cost 
report, we proposed to continue the 
policy first adopted for the FY 2018 
rulemaking regarding the low-income 
patient proxy. Specifically, for FY 2021 
we proposed to determine Factor 3 for 
these hospitals based on Medicaid days 
for FY 2013 and the most recent update 
of SSI days. The aggregate amount of 
uncompensated care that is used in the 
Factor 3 denominator for these hospitals 
would continue to be based on the low- 
income patient proxy; that is, the 
aggregate amount of uncompensated 
care determined for all DSH eligible 
hospitals using the low-income insured 
days proxy. We explained that we 
continue to believe this approach is 
appropriate because the FY 2013 data 
reflect the most recent available 
information regarding these hospitals’ 
Medicaid days before any expansion of 
Medicaid. At the time of development of 
the proposed rule, for modeling 
purposes, we computed Factor 3 for 
these hospitals using FY 2013 Medicaid 
days from a HCRIS extract updated 
through February 19, 2020, and the most 
recent available FY 2018 SSI days. 

We refer the reader to the previous 
section for a discussion regarding 
comments related to IHS and Tribal 
hospitals. We are finalizing the above 
methodology for IHS and Tribal 
hospitals for FY 2021 as proposed 
without modification. 

• Puerto Rico Hospitals 

In the FY 2021 IPPS/LTCH PPS 
proposed rule, we explained that we 
had considered calculating the Factor 3 
amounts for Puerto Rico hospitals for 
FY 2021 using the same methodology 
we proposed for hospitals other than 
IHS and Tribal hospitals. However, we 
concluded that the recent natural 
disasters in Puerto Rico may negatively 
impact the ability of these hospitals to 
engage in the FY 2021 rulemaking on 
the particular issue of the data to be 
used to determine Factor 3 for Puerto 
Rico hospitals, while simultaneously 
focusing on ensuring that their FY 2018 
uncompensated care Worksheet S–10 
data is accurately reported and available 
for use in calculating FY 2022 Medicare 
uncompensated care payments 
consistent with our proposed approach 
for FY 2022 and subsequent fiscal years. 

Accordingly, for FY 2021 we 
proposed to determine Factor 3 for 
Puerto Rico hospitals that have a FY 
2013 cost report based on the low- 
income patient proxy. We would 
determine Factor 3 for these hospitals 
based on Medicaid days for FY 2013 
and the most recent update of SSI days. 
The aggregate amount of 
uncompensated care that is used in the 
Factor 3 denominator for these hospitals 
would continue to be based on the low- 
income patient proxy; that is, the 
aggregate amount of uncompensated 
care determined for all DSH eligible 
hospitals using the low-income insured 
days proxy. We continue to believe the 
use of FY 2013 data in determining the 
low-income insured days proxy is 
appropriate because the FY 2013 data 
reflect the most recent available 
information regarding these hospitals’ 
Medicaid days before any expansion of 
Medicaid. At the time of development of 
the proposed rule, for modeling 
purposes, we computed Factor 3 for 
these hospitals using FY 2013 Medicaid 
days from a recent HCRIS extract and 
the most recent available FY 2018 SSI 
days. In addition, because we proposed 
to continue to use 1 year of insured low- 
income patient days as a proxy for 
uncompensated care for Puerto Rico 
hospitals and residents of Puerto Rico 
are not eligible for SSI benefits, we 
proposed to continue to use a proxy for 
SSI days for Puerto Rico hospitals, 
consisting of 14 percent of a hospital’s 
Medicaid days, as finalized in the FY 
2017 IPPS/LTCH PPS final rule (81 FR 
56953 through 56956). 

We refer the reader to the previous 
section for a discussion regarding 
comments related to Puerto Rico 
hospitals. We are finalizing the above 
methodology for Puerto Rico hospitals 
for FY 2021 as proposed without 
modification. 
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• All-Inclusive Rate Providers 
In FY 2018 IPPS/LTCH PPS final rule 

(82 FR 38218), we indicated that we 
would further explore which trims are 
appropriate to apply to the CCRs on 
Line 1 of Worksheet S–10, including 
whether it is appropriate to apply a 
unique trim to certain subsets of 
hospitals, such as all-inclusive rate 
providers. We noted that all-inclusive 
rate providers have the ability to 
compute and enter their appropriate 
CCR on Worksheet S–10, Line 1, by 
answering Yes to the question on 
Worksheet S–2, Part I, Line 115, and not 
have it computed using information 
from Worksheet C, Part I. We stated that 
we would give more consideration to 
the utilization of statewide averages in 
substituting outlier CCRs, and that we 
intended to consider other approaches 
that would ensure validity of the trim 
methodology and not penalize hospitals 
that use alternative methods of cost 
apportionment in future rulemaking. In 
the FY 2020 IPPS/LTCH PPS proposed 
rule (84 FR 19420), we stated that we 
had examined the CCRs from the FY 
2015 cost reports and believed the risk 
that all-inclusive rate providers will 
have aberrant CCRs and, consequently, 
aberrant uncompensated care data, was 
mitigated by the proposal to apply the 
trim methodology for potentially 
aberrant uncompensated care costs to all 
hospitals. 

In preparation for the FY 2021 
rulemaking, we conducted a review of 
the CCRs from the FY 2017 cost reports 
from all-inclusive rate providers (AIRPs) 
and determined that in rare situations 
they may include a potentially aberrant 
CCR (Worksheet S–10 line 1) which 
results in a ratio of total UCC to total 
operating costs of greater than 50 
percent. For FY 2021, we continue to 
believe that all-inclusive rate providers 
should be excluded from the CCR trim 
methodology because all-inclusive rate 
providers have alternative methods of 
cost apportionment that are different 
from those used in the standard CCR 
calculation. However, in order to ensure 
that we are able to calculate a 
reasonable estimate of the hospital’s FY 
2017 UCC, we proposed to modify the 
potentially aberrant UCC trim 
methodology when it is applied to all- 
inclusive rate providers. Specifically, 
we proposed that when an AIRP’s total 
UCC are greater than 50 percent of its 
total operating costs when calculated 
using the CCR included on its FY 2017 
cost report, we would recalculate UCC 
using the CCR reported on Worksheet 
S–10, line 1 of the hospital’s most recent 
available prior year cost report that 
would not result in UCC of over 50 

percent of total operating costs. That is, 
we would apply the CCR from 
Worksheet S–10 line 1 of that prior cost 
report to the data reported on Worksheet 
S–10 of the FY 2017 cost report. For 
purposes of the proposed rule, we 
identified a few AIRPs that had UCC in 
excess of 50 percent of their total 
operating costs. For these hospitals, we 
used the CCR from Worksheet S–10, line 
1 of their FY 2015 cost report in place 
of the CCR reported on Worksheet S–10, 
line 1 of their FY 2017 cost report, in 
order to re-calculate their UCC. As we 
explained in the proposed rule, we 
believe this approach produces a more 
accurate estimate of the AIRP’s UCC for 
purposes of determining Factor 3, while 
continuing to reflect the information on 
uncompensated care included in the 
AIRP’s FY 2017 cost report, which for 
the reasons discussed previously we 
believe is the most appropriate data to 
be used in determining Factor 3 for FY 
2021. 

Comment: A commenters supported 
this proposal related to AIRPs. 

Response: We thank the commenter 
for their support. 
• CCR Trim Methodology 

The calculation of a hospital’s total 
uncompensated care costs on Worksheet 
S–10 requires the use of the hospital’s 
cost to charge ratio (CCR). Similar to the 
process used in the FY 2018 IPPS/LTCH 
PPS final rule (82 FR 38217 through 
38218), the FY 2019 IPPS/LTCH PPS 
final rule (83 FR 41415 and 41416), and 
the FY 2020 IPPS/LTCH PPS final rule 
(84 FR 42372) for trimming CCRs, we 
proposed the following steps to 
determine the applicable CCR: 

Step 1: Remove Maryland hospitals. 
In addition, we would remove all- 
inclusive rate providers because their 
CCRs are not comparable to the CCRs 
calculated for other IPPS hospitals. 

Step 2: For FY 2017 cost reports, 
calculate a CCR ‘‘ceiling’’ with the 
following data: For each IPPS hospital 
that was not removed in Step 1 
(including non-DSH eligible hospitals), 
we would use cost report data to 
calculate a CCR by dividing the total 
costs on Worksheet C, Part I, Line 202, 
Column 3 by the charges reported on 
Worksheet C, Part I, Line 202, Column 
8. (Combining data from multiple cost 
reports from the same fiscal year is not 
necessary, as the longer cost report 
would be selected.) The ceiling would 
be calculated as 3 standard deviations 
above the national geometric mean CCR 
for the applicable fiscal year. This 
approach is consistent with the 
methodology for calculating the CCR 
ceiling used for high-cost outliers. 
Remove all hospitals that exceed the 

ceiling so that these aberrant CCRs do 
not skew the calculation of the 
statewide average CCR. 

Step 3: Using the CCRs for the 
remaining hospitals in Step 2, 
determine the urban and rural statewide 
average CCRs for FY 2017 for hospitals 
within each State (including non-DSH 
eligible hospitals), weighted by the sum 
of total hospital discharges from 
Worksheet S–3, Part I, Line 14, Column 
15. (As explained in the proposed rule, 
this is not a change from the 
methodology used in past years. In past 
rules, we inadvertently referred to 
Column 14, rather than Column 15.) 

Step 4: Assign the appropriate 
statewide average CCR (urban or rural) 
calculated in Step 3 to all hospitals, 
excluding all-inclusive rate providers, 
with a CCR for FY 2017 greater than 3 
standard deviations above the national 
geometric mean for that fiscal year (that 
is, the CCR ‘‘ceiling’’). For the proposed 
rule, the statewide average CCR was 
applied to 12 hospitals, of which 4 
hospitals had FY 2017 Worksheet S–10 
data. (For this final rule, the statewide 
average CCR was applied to 13 
hospitals, of which 3 hospitals have FY 
2017 Worksheet S–10 data.) 

Step 5: For providers that did not 
report a CCR on Worksheet S–10, Line 
1, we would assign them the statewide 
average CCR as determined in step 3. 

We proposed that after completing the 
described previously steps, we would 
re-calculate the hospital’s 
uncompensated care costs (Line 30) 
using the trimmed CCR (the statewide 
average CCR (urban or rural, as 
applicable)). 

Comment: In relation to the proposed 
CCR trim methodology a commenter 
requested that CMS reconsider its policy 
of applying the state-wide average CCR 
for providers with a CCR above the 
proposed ceiling. The commenter 
suggested an alternative approach of 
using the hospital’s previous CCR or an 
average of two or three years CCRs to 
reflect the provider’s actual experience. 
Another commenter supported CMS’s 
proposed policy of excluding All- 
Inclusive Rate Providers (AIRPs) from 
the CCR trim methodology and agreed 
with CMS’s proposed approach of 
assessing whether the amount of 
uncompensated care resulting from the 
product of the AIRP-reported CCR and 
uncompensated care charges is greater 
than 50 percent of total operating costs; 
in such cases, CMS proposed to use the 
CCR from the 2015 Worksheet S–10, 
which, according to a commenter, the 
agency has already vetted. 

Response: We appreciate the 
comments regarding the proposed CCR 
trim methodology. We believe that the 
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suggested alternative approaches to the 
use of the statewide average CCR for 
providers with a CCR above the CCR 
‘‘ceiling’’, including using a hospital’s 
previous CCR or an average of multiple 
CCRs, may not provide a solution as 
some providers may still have high 
CCRs in the past fiscal years. Further, 
we note that the proposed CCR trim 
methodology is not only similar to the 
CCR trim methodology policy that has 
been used for purposes of determining 
uncompensated care payments since FY 
2018, but is also consistent with the 
approach used in the outlier payment 
methodology under § 412.84(h)(3)(ii), 
which states that the Medicare 
contractor may use a statewide average 
CCR for hospitals whose operating or 
capital CCR is in excess of 3 standard 
deviations above the corresponding 
national geometric mean. 
• Uncompensated Care Data Trim 

Methodology 
In the proposed rule, we noted that 

after applying the CCR trim 
methodology, there are rare situations 
where a hospital has potentially 
aberrant data that are unrelated to its 
CCR. Therefore, we proposed to 
continue the trim methodology for 
potentially aberrant UCC that was 
finalized in the FY 2019 and FY 2020 
IPPS/LTCH PPS final rules. That is, if 
the hospital’s uncompensated care costs 
for FY 2017 are an extremely high ratio 
(greater than 50 percent) of its total 
operating costs, we proposed to 
determine the ratio of uncompensated 
care costs to the hospital’s total 
operating costs from another available 
cost report, and to apply that ratio to the 
total operating expenses for the 
potentially aberrant fiscal year to 
determine an adjusted amount of 
uncompensated care costs. Specifically, 
if the FY 2017 cost report is determined 
to include potentially aberrant data, we 
proposed that data from the FY 2018 
cost report would be used for the ratio 
calculation. Thus, the hospital’s 
uncompensated care costs for FY 2017 
would be trimmed by multiplying its FY 
2017 total operating costs by the ratio of 
uncompensated care costs to total 
operating costs from the hospital’s FY 
2018 cost report to calculate an estimate 
of the hospital’s uncompensated care 
costs for FY 2017 for purposes of 
determining Factor 3 for FY 2021. 

However, because we have audited 
the FY 2017 Worksheet S–10 data for a 
number of hospitals, we explained our 
belief that it is necessary to modify the 
UCC data trim methodology for 
hospitals whose FY 2017 cost report has 
been audited. Because the UCC data for 
these hospitals have been subject to 

audit, we believe there is increased 
confidence that if high uncompensated 
care costs are reported by these audited 
hospitals, the information is accurate. 
Therefore, we stated that we no longer 
believe it is necessary to apply the trim 
methodology for these audited 
hospitals. Accordingly, we proposed to 
exclude hospitals that were part of the 
audits from the trim methodology for 
potentially aberrant UCC. For those 
hospitals that do not have audited 
Worksheet S–10 data, we proposed to 
continue to apply the trim methodology 
as previously described. 

Comment: A few commenters 
expressed support for the proposal to 
substitute extremely high 
uncompensated care costs with 
information from FY 2018 cost reports 
and supported the agency’s proposed 
modification to the uncompensated care 
data trim methodology to exempt 
hospitals for which uncompensated care 
values have been audited from the 
application of the uncompensated care 
cost adjustment. 

Response: We appreciate the 
comments regarding our proposed 
policy for trimming uncompensated 
care costs that are an extremely high 
ratio of a hospital’s total operating costs 
for the same year. We believe the 
proposed approach balances our desire 
to exclude potentially aberrant data 
with our concern regarding 
inappropriately reducing FY 2021 
uncompensated care payments to a 
hospital that may have a legitimately 
high ratio as determined through an 
audit of their Worksheet S–10 data. 
• Summary of Proposed Methodology 

In summary, for FY 2021, we 
proposed to compute Factor 3 for each 
hospital using the following steps— 

Step 1: Select the provider’s longest 
cost report from its Federal fiscal year 
(FFY) 2017 cost reports. (Alternatively, 
in the rare case when the provider has 
no FFY 2017 cost report because the 
cost report for the previous Federal 
fiscal year spanned the FFY 2017 time 
period, the previous Federal fiscal year 
cost report would be used in this step.) 

Step 2: Annualize the uncompensated 
care costs (UCC) from Worksheet S–10 
Line 30, if the cost report is more than 
or less than 12 months. (If applicable, 
use the statewide average CCR (urban or 
rural) to calculate uncompensated care 
costs.) 

Step 3: Combine adjusted and/or 
annualized uncompensated care costs 
for hospitals that merged using the 
merger policy, discussed earlier. 

Step 4: Calculate Factor 3 for Indian 
Health Service and Tribal hospitals and 
Puerto Rico hospitals using the low- 

income insured days proxy based on FY 
2013 cost report data and the most 
recent available SSI ratio (or, for Puerto 
Rico hospitals, 14 percent of the 
hospital’s FY 2013 Medicaid days). The 
denominator is calculated using the 
low-income insured days proxy data 
from all DSH eligible hospitals. 

Step 5: Calculate Factor 3 for the 
remaining DSH eligible hospitals using 
annualized uncompensated care costs 
(Worksheet S–10 Line 30) based on FY 
2017 cost report data (from Step 1, 2 or 
3). The hospitals for which Factor 3 was 
calculated in Step 4 are excluded from 
this calculation. 

We proposed to amend the regulation 
at § 412.106 by adding a new paragraph 
(g)(1)(iii)(C)(7) to reflect the 
methodology for computing Factor 3 for 
FY 2021. We also proposed to add a 
new paragraph (g)(1)(iii)(C)(8) to reflect 
the proposal for all subsequent fiscal 
years to use the most recent available 
single year of audited Worksheet S–10 
data to calculate Factor 3 for all eligible 
hospitals, except IHS and Tribal 
hospitals. 

Comment: Some commenters urged 
CMS to consider a five to ten percent 
stop-loss policy across all hospitals’ 
uncompensated care payments, so as to 
help mitigate and minimize hospital 
uncompensated care payment 
fluctuations across years. 

Response: As discussed in last year’s 
final rule (84 FR 42366) and prior 
rulemaking, section 1886(r) does not 
provide CMS with authority to 
implement a stop-loss policy. Rather, 
section 1886(r)(2)(C) requires that we 
determine Factor 3 for each hospital 
based upon the ratio of the amount of 
uncompensated care furnished by the 
hospital compared to the 
uncompensated care furnished by all 
DSH-eligible hospitals, and there is no 
authority under section 1886(r) to adjust 
this amount. We note that the use of 
three years of data to determine Factor 
3 for FY 2018 and FY 2019, as discussed 
in the FY 2020 IPPS/LTCH PPS final 
rule already provided a mechanism that 
had the effect of smoothing the 
transition from the use of low-income 
insured days to the use of Worksheet S– 
10 data. However, we will continue to 
monitor uncompensated care payments 
for payment fluctuations as we move 
forward with using only one year of 
Worksheet S–10 for future Factor 3 
calculations. 

Comment: A commenter 
recommended that CMS use the 
traditional payment reconciliation 
process to calculate final payments for 
uncompensated care costs pursuant to 
section 1886(r)(2) of the Act. The 
commenter did not object to CMS using 
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prospective estimates, derived from the 
best data available, to calculate interim 
payments for uncompensated care costs. 
However, the commenter stated that 
interim payments should be subject to 
later reconciliation based on estimates 
derived from actual data from the 
Federal fiscal year. The commenter also 
noted that not all FY 2017 Worksheet S– 
10 cost reports were audited and that 
the use of this blend of audited and 
unaudited data would be arbitrary and 
consistent with the statutory 
requirements. This same commenter 
also expressed the need for meaningful 
engagement on concerns raised in the 
rulemaking process, and stated that the 
preclusion of review provision leaves 
intact the agency’s responsibilities, 
including the rulemaking requirements 
of the Administrative Procedure Act and 
the Medicare Act. 

Response: Consistent with the 
position that we have taken in 
rulemaking for previous years, we 
continue to believe that applying our 
best estimates of the three factors used 
in the calculation of uncompensated 
care payments to determine payments 
prospectively is most conducive to 
administrative efficiency, finality, and 
predictability in payments (78 FR 
50628; 79 FR 50010; 80 FR 49518; 81 FR 
56949; 82 FR 38195; and 84 FR 42373). 
We believe that, in affording the 
Secretary the discretion to estimate the 
three factors used to determine 
uncompensated care payments and by 
including a prohibition against 
administrative and judicial review of 
those estimates in section 1886(r)(3) of 
the Act, Congress recognized the 
importance of finality and predictability 
under a prospective payment system. As 
a result, we do not agree with the 
commenter’s suggestion that we should 
establish a process for reconciling our 
estimates of uncompensated care 
payments, which would be contrary to 
the notion of prospectivity. 
Furthermore, we note that this 
rulemaking has been conducted 
consistent with the requirements of the 
Administrative Procedure Act and Title 
XVIII of the Act. Under the 
Administrative Procedure Act, a 
proposed rule is required to include 
either the terms or substance of the 
proposed rule or a description of the 
subjects and issues involved. In this 
case, the FY 2021 IPPS/LTCH PPS 
proposed rule included a detailed 
discussion of our proposed 
methodology for calculating Factor 3 
and the data that would be used. We 
made public the best data available at 
the time of the proposed rule, in order 
to allow hospitals to understand the 

anticipated impact of the proposed 
methodology and submit comments, 
and we have considered those 
comments in determining our final 
policies for FY 2021. 

After consideration of the public 
comments we received, and for the 
reasons discussed in the proposed rule 
and in this final rule, for FY 2021, we 
are finalizing the following 
methodology to compute Factor 3 for 
each hospital by— 

Step 1: Selecting the provider’s 
longest cost report from its Federal 
fiscal year (FFY) 2017 cost reports. 
(Alternatively, in the rare case when the 
provider has no FFY 2017 cost report 
because the cost report for the previous 
Federal fiscal year spanned the FFY 
2017 time period, the previous Federal 
fiscal year cost report would be used in 
this step.) 

Step 2: Annualizing the 
uncompensated care costs (UCC) from 
Worksheet S–10 Line 30, if the cost 
report is more than or less than 12 
months. (If applicable, use the statewide 
average CCR (urban or rural) to calculate 
uncompensated care costs.) 

Step 3: Combining adjusted and/or 
annualized uncompensated care costs 
for hospitals that merged using the 
merger policy, discussed earlier. 

Step 4: Calculating Factor 3 for Indian 
Health Service and Tribal hospitals and 
Puerto Rico hospitals using the low- 
income insured days proxy based on FY 
2013 cost report data and the most 
recent available SSI ratio (or, for Puerto 
Rico hospitals, 14 percent of the 
hospital’s FY 2013 Medicaid days). The 
denominator is calculated using the 
low-income insured days proxy data 
from all DSH eligible hospitals. 

Step 5: Calculating Factor 3 for the 
remaining DSH eligible hospitals using 
annualized uncompensated care costs 
(Worksheet S–10 Line 30) based on FY 
2017 cost report data (from Step 1, 2 or 
3). The hospitals for which Factor 3 was 
calculated in Step 4 are excluded from 
this calculation. 

We also are finalizing without 
modification the other proposals related 
to the Factor 3 methodology that are 
discussed in this section. 

For this FY 2021 IPPS/LTCH PPS 
final rule, we are finalizing a HCRIS 
cutoff of June 30, 2020, for purposes of 
calculating Factor 3, except in rare 
situations where report upload 
discrepancies by CMS or the MACs have 
been corrected, as appropriate. We are 
also finalizing our proposal to amend 
the regulations at § 412.106(g)(1)(iii)(C) 
by adding new paragraphs (7) and (8) to 
reflect the methodology for computing 
Factor 3 for FY 2021 and for subsequent 
fiscal years. In brief, the methodology 

adopted in this final rule for purposes 
of determining Factor 3 would apply for 
FY 2022 and subsequent years, using 
Worksheet S–10 data from the most 
recent cost reporting year for which 
audits have been conducted. 

(e) Proposals Related to the Per 
Discharge Amount of Interim 
Uncompensated Care Payments 

Consistent with the policy adopted in 
FY 2014 and applied in each subsequent 
fiscal year, we proposed to use a 3-year 
average of the number of discharges for 
a hospital to produce an estimate of the 
amount of the uncompensated care 
payment per discharge. Specifically, the 
hospital’s total uncompensated care 
payment amount, is divided by the 
hospital’s historical 3-year average of 
discharges computed using the most 
recent available data. The result of that 
calculation is a per discharge payment 
amount that will be used to make 
interim uncompensated care payments 
to each projected DSH eligible hospital. 
The interim uncompensated care 
payments made to the hospital during 
the fiscal year are reconciled following 
the end of the year to ensure that the 
final payment amount is consistent with 
the hospital’s prospectively determined 
uncompensated care payment for the 
Federal fiscal year. 

In response to our proposal in the FY 
2020 IPPS/LTCH PPS proposed rule to 
continue to determine interim 
uncompensated care payments using a 
3-year average of discharges, we 
received a comment expressing concern 
that discharge growth discrepancies 
create the risk of overpayments of 
interim uncompensated care payments 
and unstable cash flows for CMS, 
hospitals, and MA plans (84 FR 42373). 
Taking the commenter’s concerns into 
consideration, for FY 2021, we proposed 
a voluntary process through which a 
hospital may submit a request to its 
Medicare Administrative Contractor 
(MAC) for a lower per discharge interim 
uncompensated care payment amount, 
including a reduction to zero, once 
before the beginning of the Federal 
fiscal year and/or once during the 
Federal fiscal year. In conjunction with 
this request, the hospital would be 
required to provide supporting 
documentation demonstrating there 
would likely be a significant 
recoupment (for example, 10 percent or 
more of the hospital’s total 
uncompensated care payment or at least 
$100,000) at cost report settlement if the 
per discharge amount were not lowered. 
For example, a hospital might submit 
documentation showing a large 
projected increase in discharges during 
the fiscal year to support reduction of its 
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per discharge uncompensated care 
payment amount. As another example, a 
hospital might request that its per 
discharge uncompensated care payment 
amount be reduced to zero midyear if 
the hospital’s interim uncompensated 
care payments during the year have 
already surpassed the total 
uncompensated care payment 
calculated for the hospital. 

We proposed that the hospital’s MAC 
would evaluate these requests and the 
supporting documentation before the 
beginning of the Federal fiscal year and/ 
or with midyear requests when the 3- 
year average of discharges is lower than 
hospital’s projected FY 2021 discharges. 
If following review of the request and 
the supporting documentation, the MAC 
agrees that there likely would be 
significant recoupment of the hospital’s 
interim Medicare uncompensated care 
payments at cost report settlement, the 
only change that would be made would 
be to lower the per discharge amount 
either to the amount requested by the 
hospital or another amount determined 
by the MAC to be appropriate to reduce 
the likelihood of a substantial 
recoupment at cost report settlement. 
No change would be made to the total 
uncompensated care payment amount 
determined for the hospital on the basis 
of its Factor 3. In other words, this 
proposal would not change how the 
total uncompensated care payment 
amount will be reconciled at cost report 
settlement. 

Comments: A few commenters 
recognized the effort CMS has taken in 
addressing uncompensated care 
overpayments. These commenters 
expressed support for the proposal to 
provide an option for hospitals to 
submit a request to their MAC for a 
lower interim uncompensated care 
payment. The commenters noted that 
the policy would mitigate discharge 
growth discrepancies that could lead to 
an overestimate of the per-discharge 
amount of interim uncompensated 
payments, which could cause unstable 
cash flows for hospitals. 

In contrast, a commenter stated that it 
seemed unlikely hospitals would want 
to request lower or zero per-claim 
uncompensated care payments because 
of inherent incentives to maximize their 
cash flow. The commenter also noted 
that the current claims average does not 
consider the growth in Medicare 
eligibility since 2019 due to the aging of 
baby boomers. This lack of 
consideration, according to the 
commenter, results in the risk of 
overpayments for uncompensated care 
and unstable cash flows for hospitals 
and MA plans. To minimize this risk, 
the commenter suggested a growth 

factor, based on the CBO estimate of 64 
million Part A fee- for-service 
beneficiaries in 2021 compared to the 61 
million in 2019, be applied to the three- 
year claims average (that is, a growth 
factor of 1.05 (64/61)). 

The commenter also expressed 
concern that exorbitant amounts in per- 
claim uncompensated care payments 
could result in surprise balance billing 
if MA beneficiaries use an out-of- 
network provider, where coinsurance 
payments could range from 20 percent 
to 40 percent. To avoid this situation, 
the commenter recommended that CMS 
place a cap on per-discharge 
uncompensated care payments ‘‘within 
the range of $6,232—$12,464, which 
represents a range of one to two 
standard deviations of the Estimated Per 
Claim Amounts for all qualifying 
hospitals.’’ 

Response: We thank commenters for 
their thoughtful suggestions regarding 
our proposal to allow hospitals the 
opportunity to voluntarily request a 
decrease to their per-claim 
uncompensated care payments. We are 
finalizing the policy as proposed 
without modification, because we 
believe the policy may facilitate greater 
payment predictability throughout the 
year and limit recoupment of 
overpayments as part of cost report 
settlement. We will consider 
commenters’ input and suggestions 
regarding this policy in considering any 
potential modifications or refinements 
to this policy in future rulemaking. 

(f) Process for Notifying CMS of Merger 
Updates and To Report Upload Issues 

As we have done for every proposed 
and final rule beginning in FY 2014, in 
conjunction with this final rule, we will 
publish on the CMS website a table 
listing Factor 3 for all hospitals that we 
estimate will receive empirically 
justified Medicare DSH payments in FY 
2021 (that is, those hospitals that will 
receive interim uncompensated care 
payments during the fiscal year), and for 
the remaining subsection (d) hospitals 
and subsection (d) Puerto Rico hospitals 
that have the potential of receiving a 
Medicare DSH payment in the event 
that they receive an empirically justified 
Medicare DSH payment for the fiscal 
year as determined at cost report 
settlement. We note that, at the time of 
development of this final rule, the FY 
2018 SSI ratios were available. 
Accordingly, we computed Factor 3 for 
Indian Health Service and Tribal 
hospitals and Puerto Rico hospitals 
using the most recent available data 
regarding SSI days from the FY 2018 SSI 
ratios. 

We also will publish a supplemental 
data file containing a list of the mergers 
that we are aware of and the computed 
uncompensated care payment for each 
merged hospital. 

Hospitals had 60 days from the date 
of public display of the FY 2021 IPPS/ 
LTCH PPS proposed rule to review the 
table and supplemental data file 
published on the CMS website in 
conjunction with the proposed rule and 
to notify CMS in writing of issues 
related to mergers and/or to report 
potential upload discrepancies due to 
MAC mishandling of the Worksheet S– 
10 data during the report submission 
process (for example, report not 
reflecting audit results due to MAC 
mishandling or most recent report 
differs from previously accepted 
amended report due to MAC 
mishandling). We stated that comments 
that are specific to the information 
included in the table and supplemental 
data file could be submitted to the CMS 
inbox at Section3133DSH@cms.hhs.gov. 
We indicated we would address these 
comments as appropriate in the table 
and the supplemental data file that we 
publish on the CMS website in 
conjunction with the publication of the 
FY 2020 IPPS/LTCH PPS final rule. 

For FY 2021, we proposed that after 
the publication of the FY 2021 IPPS/ 
LTCH PPS final rule, hospitals would 
have 15 business days from the date of 
public display of the FY 2021 IPPS/ 
LTCH PPS final rule to review and 
submit comments on the accuracy of the 
table and supplemental data file 
published in conjunction with the final 
rule. We stated that any changes to 
Factor 3 would be posted on the CMS 
website prior to October 1, 2020. We 
acknowledged that this is less time 
compared to previous years. However, 
we noted that there is only a limited 
amount of time for CMS to review the 
information submitted by the hospitals 
and to implement the finalized policies 
before the start of the Federal fiscal year. 
We explained our belief that hospitals 
would have sufficient opportunity 
during the comment period for the 
proposed rule to provide information 
about recent and/or pending mergers 
and/or to report upload discrepancies. 
We further explained that we expected 
to use data from the March 2020 HCRIS 
extract for the FY 2021 final rule, which 
contributed to our increased confidence 
that hospitals would be able to comment 
on mergers and report any upload 
discrepancies during the comment 
period following the final rule. 
However, we also noted that we might 
consider using more recent data that 
may become available after March 2020, 
but before the final rule for purpose of 
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calculating the final Factor 3s for 
purposes of the FY 2021 IPPS/LTCH 
PPS final rule. We stated that in the 
event that there are any remaining 
merger updates and/or upload 
discrepancies after the final rule, the 15 
business days from the date of public 
display of the FY 2021 IPPS/LTCH PPS 
final rule deadline should allow for the 
time necessary to prepare and make any 
corrections to Factor 3 calculations 
before the beginning of the Federal 
fiscal year. In addition, we noted that 
we intend to revisit in future 
rulemaking whether to discontinue this 
additional comment process after the 
final rule, because we believe, in 
general, the comment period for the 
proposed rule should provide sufficient 
opportunity for hospitals to notify CMS 
regarding pending mergers and/or to 
report upload discrepancies. 

Comment: Several commenters 
expressed concern related to the 
proposed 15-business day deadline to 
submit comments on the accuracy of the 
supplemental data files after the FY 
2021 IPPS/LTCH final rule is posted. A 
few commenters requested at least 30 
days to review the files in order to 
ensure the accuracy of the data. A 
commenter indicated that the additional 
time to review would be especially 
important in light of the COVID–19 
PHE. The commenter also argued that 
CMS has consistently delayed the 
release of the proposed rules and that 
the 15-business day period allocated for 
review after the final rule is not 
sufficient. Related to this, a commenter 
requested that CMS release the 
proposed rule for FY 2022 and 
subsequent proposed rules earlier. 

A commenter also recommended that 
CMS provide at least a 14-day period for 
hospitals to submit corrections to their 
uncompensated care data arising from 
MAC and/or CMS mishandling of cost 
report data either related to a Worksheet 
S–10 audit and/or any other report 
upload issue, adding that such a policy 
would be conceptually consistent with 
the 14-day period to submit corrections 
in the merger listing. 

Response: We thank the commenters 
for providing feedback on our proposed 
15-business day timeframe to review 
and submit comments regarding the 
public use files published in 
conjunction with this FY 2021 IPPS/ 
LTCH final rule. We are finalizing the 
proposal as we continue to believe a 15- 
business day review period is sufficient. 
Hospitals do not enter into mergers 
without advanced planning. A hospital 
can inform CMS during the comment 
period regarding merger activity not 
reflected in supplemental file published 
in conjunction with the proposed rule. 

This is true irrespective of a PHE. We 
note also that the historical FY 2017 
cost reports are publically available on 
a quarterly basis on the CMS website for 
analysis and review of cost report data, 
which is another opportunity to review 
cost report data, separate from the 
supplemental data file published with 
this final rule. 

In regard to the comment requesting 
a 14-day period to address MAC and/or 
CMS mishandling of data, we note that 
we are finalizing our proposal to afford 
hospitals 15 business days from the 
public display of the FY 2021 IPPS/ 
LTCH PPS final rule to submit 
comments on the accuracy of the 
supplemental data file, including with 
respect to mergers and/or report upload 
discrepancies. As noted in the FY 2021 
IPPS/LTCH PPS proposed rule, the CMS 
inbox is not intended for Worksheet S– 
10 audit process related emails or 
inquiries, which should be directed to 
the respective MAC. 

As noted in the FY 2021 IPPS/LTCH 
PPS proposed rule, we intend to revisit 
the necessity of this additional review 
period following the publication of the 
final rule. As discussed in the proposed 
rule, under usual circumstances the 60- 
day comment period on the 
supplemental data file issued with the 
proposed rule should be sufficient time 
to provide information about mergers 
and/or to report upload discrepancies. 
We note that the December HCRIS 
extract is usually available in January; 
thus, stakeholders would be able to 
perform initial review of that data when 
it becomes available to confirm their 
report was properly processed. 
Therefore, this review could occur 
before the comment period for the 
proposed rule. We will take 
commenters’ suggestions into 
consideration as part of any future 
rulemaking on the issue of whether a 
review period following the final rule 
continues to be needed. 

Comment: A commenter identified a 
discrepancy in the FY 2021 proposed 
rule’s supplemental tables, in which a 
provider was misclassified as a ‘‘new 
hospital’’ despite having received prior 
DSH payments. The commenter 
encouraged CMS to reevaluate the status 
of the misclassified provider and update 
the hospital’s status accordingly in the 
public use files in the final rule. 

Another commenter pointed out that 
in the FY 2021 proposed rule’s 
supplemental data file, their hospital is 
projected to be ineligible for DSH 
because the data used in the proposed 
rule was based on a cost reporting year 
pre-Medicaid expansion. The 
commenter indicated that while 
Medicare allows providers to 

retrospectively settle DSH and 
uncompensated care payments on their 
Medicare Cost Reports, MA plans 
currently do not, resulting in a 
significant under-reimbursement in FY 
2021. According to the commenter, they 
can only receive DSH payments from 
MA plans if the uncompensated care 
rate is loaded into their specific IPPS 
Pricer File. The commenter requested 
that CMS consider updating their DSH 
data to reflect the As Filed 2019 
Medicare cost report in the FY 2021 
final rule public use file. 

Response: We appreciate the 
commenters’ diligence in checking that 
their own reports and data were 
properly processed. As appropriate, we 
have accounted for the inaccuracies 
identified by commenters in the 
development of the final rule’s DSH 
supplemental data file published in 
conjunction with this FY 2021 IPPS/ 
LTCH final rule, and we will continue 
to pay diligent attention to any data 
issues and work internally and with our 
contractors to resolve these issues in a 
timely manner. 

In regard to the commenter’s concern 
about the retrospective settlement of 
DSH uncompensated care payments on 
their cost report and the impact of any 
potential delay in establishing their 
interim DSH eligibility in relation to 
their contractual relationship with MA 
plans, we note that this issue is beyond 
the scope of this rulemaking. 

H. Payment for Allogeneic 
Hematopoietic Stem Cell Acquisition 
Costs (§ 412.113) 

1. Background 

Medicare reimburses allogeneic 
hematopoietic stem cell transplants 
provided to Medicare beneficiaries for 
the treatment of certain diagnoses if 
such treatment is considered reasonable 
and necessary. Allogeneic 
hematopoietic stem cell transplants 
involve collecting or acquiring stem 
cells from a healthy donor’s bone 
marrow, peripheral blood, or cord blood 
for intravenous infusion to the recipient. 
Currently, acquisition costs associated 
with allogeneic hematopoietic stem cell 
transplants are included in the 
operating costs of inpatient hospital 
services for subsection (d) hospitals 
(that is, hospitals paid under the IPPS). 
In addition, IPPS payments for 
acquisition services associated with 
allogeneic hematopoietic stem cell 
transplants are currently included in the 
MS–DRG payments for the allogeneic 
hematopoietic stem cell transplants 
when the transplants occurred in the 
inpatient setting. 
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Section 108 of the Further 
Consolidated Appropriations Act, 2020 
(Pub. L. 116–94; hereafter, ‘‘section 
108’’), provides that, effective for cost 
reporting periods beginning on or after 
October 1, 2020, costs related to 
hematopoietic stem cell acquisition for 
the purpose of an allogeneic 
hematopoietic stem cell transplant are 
not included in the definition of 
‘‘operating costs of inpatient hospital 
services’’ at section 1886(a)(4) of the 
Act. In addition, section 108 provides 
that in the case of a subsection (d) 
hospital that furnishes an allogeneic 
hematopoietic stem cell transplant, 
payment to such hospital for 
hematopoietic stem cell acquisition 
shall be made on a reasonable cost basis, 
and that the Secretary shall specify the 
items included in such hematopoietic 
stem cell acquisition in rulemaking. 
Section 108 also requires that, beginning 
in FY 2021, the payments made based 
on reasonable cost for the acquisition 
costs of allogeneic hematopoietic stem 
cells be made in a budget neutral 
manner. We discuss each of the 
amendments under section 108 and our 
codification and implementation of 
those amendments, in the sections that 
follow. 

2. Revisions to the Regulations for the 
Payment for Allogeneic Hematopoietic 
Stem Cell Acquisition Costs 

a. Payment for Allogeneic 
Hematopoietic Stem Cell Acquisition 
Costs on a Reasonable Cost Basis 

Section 108 amended section 
1886(d)(5) of the Act by adding a new 
paragraph (M)(i) which requires that, for 
cost reporting periods beginning on or 
after October 1, 2020, in the case of a 
subsection (d) hospital that furnishes an 
allogeneic hematopoietic stem cell 
transplant to an individual during such 
a period, payment to such hospital for 
hematopoietic stem cell acquisition 
shall be made on a reasonable cost basis. 
In the proposed rule, we proposed to 
amend 42 CFR 412.113 to reflect this 
new statutory requirement by adding a 
new paragraph (e). We proposed that 
this new paragraph (e) would state that 
for cost reporting periods beginning on 
or after October 1, 2020, in the case of 
a subsection (d) hospital that furnishes 
an allogeneic hematopoietic stem cell 
transplant to an individual, Medicare 
payment to such hospital for 
hematopoietic stem cell acquisition 
costs is made on a reasonable cost basis. 
We stated in the proposed rule that this 
is the same way hospitals with 
approved transplant centers are 
reimbursed for their acquisition costs 

for solid organs under 42 CFR 
412.113(d). 

In the proposed rule, we proposed to 
add new paragraph (e)(3) to 42 CFR 
412.113 to specify that a subsection (d) 
hospital that furnishes allogeneic 
hematopoietic stem cell transplants be 
required to formulate a standard 
acquisition charge. We stated in the 
proposed rule that the hospital’s 
standard acquisition charge is based on 
costs expected to be reasonably and 
necessarily incurred in the acquisition 
of hematopoietic stem cells. In the 
proposed rule we stated that the 
standard acquisition charge does not 
represent the cost of acquiring stem 
cells for an individual allogeneic 
hematopoietic stem cell transplant; 
rather, it is a charge that approximates 
the hospital’s average cost of acquiring 
hematopoietic stem cells for all of its 
allogeneic hematopoietic stem cell 
transplants. We proposed that the 
standard acquisition charge would be 
billed and paid on an interim payment 
basis as a ‘‘pass-through’’ item in 
accordance with 42 CFR 413.60 and 
413.64. We proposed that the actual 
charges by ancillary cost center from the 
provider’s records would be included 
on the Medicare cost report and 
converted to reasonable cost using the 
corresponding ancillary cost-to-charge 
ratios. In the proposed rule we also 
stated that at the end of the cost 
reporting period, a settlement 
determination would be made of the 
actual cost incurred compared to the 
interim payments made during the 
period. 

We proposed to add new paragraph 
(e)(5) to 42 CFR 412.113 to specify that 
a subsection (d) hospital maintain an 
itemized statement that identifies the 
services furnished in collecting 
hematopoietic stem cells, the charges, 
the person receiving the service (donor/ 
recipient, if donor the provider must 
identify the prospective recipient), and 
the recipient’s health care insurance 
number. 

We proposed to add new paragraph 
(e)(4) to 42 CFR 412.113 to specify that 
the hospital’s Medicare share of the 
hematopoietic stem cell acquisition 
costs is based on the ratio of the number 
of its allogeneic hematopoietic stem cell 
transplants furnished to Medicare 
beneficiaries to the total number of its 
allogeneic hematopoietic stem cell 
transplants furnished to all patients, 
regardless of payer, applied to 
reasonable cost. We stated in the 
proposed rule that this is the same 
methodology used to reimburse 
transplant hospitals with approved 
transplant programs for their acquisition 
costs for solid organs, and will be 

further discussed in a forthcoming 
Paperwork Reduction Act (PRA) 
package as referenced in section IV.H.3. 
of the preamble of the proposed rule 
and this final rule. 

In addition, we proposed to amend 42 
CFR 412.1(a) to reflect the new statutory 
requirement by revising the 
parenthetical identifying other costs 
related to inpatient hospital services 
that are paid for on a reasonable cost 
basis to include costs related to 
hematopoietic stem cell acquisition for 
the purpose of an allogeneic 
hematopoietic stem cell transplant. In 
addition, we proposed to make 
formatting changes to 42 CFR 412.1(a) to 
improve the readability of this 
paragraph. We also proposed to add 
new paragraph (e)(6) to 42 CFR 412.2 to 
add the costs of hematopoietic stem cell 
acquisition for the purpose of an 
allogeneic hematopoietic stem cell 
transplant to the list of services which 
are paid for on a reasonable cost basis. 

We summarize in this section the 
comments we received on these 
proposals. 

Comment: Some commenters 
supported our proposed amendment to 
codify the statutory requirements of 
section 108 which provides for 
Medicare payment to a subsection (d) 
hospital that furnishes an allogeneic 
hematopoietic stem cell transplant to an 
individual, so that such Medicare 
payment for allogeneic hematopoietic 
stem cell costs is made on a reasonable 
cost basis, effective for cost reporting 
periods beginning on or after October 1, 
2020. A few commenters appreciated 
our reflecting the timing of this statutory 
change in the regulation. 

Response: We thank the commenters 
for their support. After consideration of 
the public comments we received, we 
are finalizing our proposed changes to 
42 CFR 412.1(a) and 412.2 without 
modification. We are also finalizing our 
proposal to amend 42 CFR 412.113 by 
adding a new paragraph (e) to reflect 
this new statutory requirement, with the 
modifications described later this 
section. 

Comment: The majority of 
commenters disagreed with our 
proposal to require a subsection (d) 
hospital that furnishes an allogeneic 
hematopoietic stem cell transplant to 
formulate a standard acquisition charge 
(SAC), as reflected in proposed new 
paragraph 42 CFR 412.113(e)(3). 

A few commenters acknowledged that 
the proposed billing methodology was 
the same methodology used for billing 
solid organ acquisition. However, a 
commenter noted that because obtaining 
solid organs frequently involves the use 
of an Organ Procurement Organization 
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(OPO) and acquiring stem cells does 
not, the billing process is not analogous. 
Many commenters suggested that if the 
proposed requirement is finalized, a 
subsection (d) hospital furnishing an 
allogeneic hematopoietic stem cell 
transplant would be required to apply 
the SAC across all payers (for example, 
commercial payers, Medicaid, etc.), in 
addition to Medicare. Some of these 
commenters referenced the instructions 
provided in the Provider 
Reimbursement Manual (PRM) 15–1, 
chapter 22, section 2202.4, which states 
in part that, ‘‘Charges refer to the regular 
rates established by the provider for 
services rendered to both beneficiaries 
and to other paying patients. Charges 
should be related consistently to the 
cost of the services and uniformly 
applied to all patients whether inpatient 
or outpatient.’’ 

These commenters suggested that the 
proposed requirement, if finalized, 
would require a hospital to renegotiate 
its contracts among all payers, which 
would be administratively burdensome 
and potentially impact hospital 
reimbursement. A few commenters 
noted that although the proposed 
methodology requires Medicare to 
reconcile the SAC with actual charges at 
the end of the cost reporting period, 
commercial payers would be impacted 
by this approach because no settlement 
opportunity exists for them. 

Several commenters stated that 
resources and costs associated with 
acquiring hematopoietic stem cells for 
an allogeneic hematopoietic stem cell 
transplant vary significantly among the 
different types of donor search and stem 
cell acquisition services (for example, 
related, unrelated, cord blood, 
haploidentical, etc.). Commenters 
suggested that we consider requiring 
providers to formulate multiple SACs 
based on the different type of donor 
search and stem cell acquisition as they 
stated this more accurately aligns 
different costs with the charges 
associated with the types of acquisition. 
A commenter also expressed concern 
that requiring an average charge is 
another form of ‘‘cost compression.’’ 

The majority of commenters noted 
that currently, when a subsection (d) 
hospital furnished an allogeneic 
hematopoietic stem cell transplant for a 
Medicare recipient, the hospital holds 
all allogeneic hematopoietic stem cell 
acquisition charges and reports the 
actual allogeneic hematopoietic stem 
cell acquisition charges under revenue 
code 0815 (Allogeneic Stem Cell 
Acquisition/Donor Services), when the 
transplant occurs. Some commenters 
noted that this differs from how 
commercial contracts are structured. 

Many commenters requested that we not 
finalize the proposed requirement and 
alternatively continue to require a 
subsection (d) hospital to report its 
actual stem cell acquisition charges 
under revenue code 0815 when the 
transplant occurs, which is the method 
they are accustomed to. These 
commenters noted that this approach 
allows all third-party payers to continue 
their current billing practices, is the 
least complicated to implement, and 
achieves the intent of section 108 which 
requires reimbursement of 
hematopoietic stem cell acquisition 
costs on a reasonable cost basis. A 
commenter noted that if we adopted a 
SAC, new condition or value codes 
recently approved by National Uniform 
Billing Committee (NUBC) would be 
affected. This commenter wrote that 
commercial insurance billing practice 
would be complicated at best or could 
not occur at worst if transplant centers 
are mandated to have one SAC for each 
transplant recipient. A commenter 
suggested that we delay the 
implementation of the SAC policy to 
allow hospitals adequate time to adopt 
charging and billing protocols to 
accommodate this new methodology. 

Response: We appreciate the 
commenters’ feedback on our proposal 
to require a subsection (d) hospital 
furnishing an allogeneic hematopoietic 
stem cell transplant to formulate and 
bill a SAC. Our proposal to implement 
payment for hematopoietic allogeneic 
stem cell acquisition costs on a 
reasonable cost basis was modeled after 
the methodology used by certified 
transplant centers and OPOs when 
acquiring solid organs, as such organs 
are also paid for on the basis of 
reasonable cost. In the case of solid 
organs, a SAC is required in order to 
account for the costs of solid organs 
acquired by OPOs. We agree that OPOs 
are frequently involved in solid organ 
acquisition and that stem cell 
acquisition does not involve the use of 
an OPO and, therefore, billing for stem 
cell acquisition and solid organs is not 
analogous. We also appreciate the 
concerns raised by commenters 
regarding the use of an average charge 
such as a SAC where there is significant 
variation in acquisition costs based on 
the type of donor, and agree that the 
current methodology of billing actual 
charges would address these concerns, 
including ‘‘cost compression’’ concerns, 
and provide more accuracy, given the 
variability in cost by donor source. 
While we agree that billing multiple 
SACs by donor search and acquisition 
type, as suggested by some commenters, 
would address concerns about cost 

variation by donor type better than 
billing a single SAC, billing multiple 
SACs would increase complexity and 
would still be less accurate than billing 
actual charges. The current 
methodology for billing allogeneic 
hematopoietic stem cell acquisition 
costs is familiar to providers and 
therefore would be less burdensome for 
providers, as compared to billing a SAC 
(or multiple SACs). As commenters 
noted, it would also appropriately 
implement the requirement in section 
108 that we pay reasonable costs for 
allogeneic hematopoietic stem cell 
acquisition. We also believe the 
continued use of providers’ current 
methodology for billing allogeneic 
hematopoietic stem cell acquisition 
charges, in place of formulating and 
billing a SAC, would address the 
concerns raised by commenters 
regarding potential implications for 
their commercial contracts. 

In summary, after consideration of the 
comments received and for the reasons 
discussed, we are not finalizing our 
proposal that subsection (d) hospitals 
formulate and bill a SAC for allogeneic 
hematopoietic stem cell acquisition 
costs. Instead, we are codifying 
providers’ current methodology for 
billing actual hematopoietic stem cell 
acquisition charges; that is, that 
subsection (d) hospitals must continue 
to hold their actual donor search and 
hematopoietic stem cell acquisition 
charges and include them on the 
Medicare recipient’s transplant claim 
under revenue code 0815. The use of 
revenue code 0815, as discussed in the 
hospital OPPS Final Rule, 81 FR 79585– 
79587, ‘‘should include all services 
required to acquire stem cells from a 
donor, as previously defined, and 
should be reported on the same date of 
service as the transplant procedure in 
order to be appropriately packaged for 
payment purposes.’’ Furthermore, the 
use of revenue code 0815 was requested 
by CMS and approved by the NUBC, 
effective January 1, 2017. For the 
reasons discussed, we believe this final 
policy is the least burdensome for 
providers, is familiar to providers, is the 
most accurate way of billing charges 
incurred by a subsection (d) hospital for 
acquiring allogeneic hematopoietic stem 
cells for an allogeneic hematopoietic 
stem cell transplant, and appropriately 
implements section 108. As such, there 
is no need for a delayed implementation 
since providers will not need to adapt 
their charging and billing protocols to 
accommodate a new methodology. 

Therefore, consistent with this final 
policy, we are codifying under new 
paragraph (e)(3) of 42 CFR 412.113, that 
a subsection (d) hospital that furnishes 
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inpatient allogeneic hematopoietic stem 
cell transplants is required to hold all 
allogeneic hematopoietic stem cell 
acquisition charges and bill them to 
Medicare using the appropriate revenue 
code, when the transplant occurs. 

Comment: Several commenters stated 
that our proposal to bill and pay a SAC 
on an interim payment basis as a ‘‘pass- 
through’’ item would be problematic 
because of inconsistent use of cost 
center 77 on the cost reports and a lack 
of prior years’ actual charges by 
ancillary cost center. Several 
commenters expressed that until CMS 
has complete data from cost center 77 
and prior years’ actual charges by 
ancillary cost center, the agency must 
use alternative methods for interim 
payments for at least the first few years 
after section 108 is implemented. 

These commenters made several 
recommendations for a temporary 
methodology to use until cost report 
data issues are resolved, including 
providing interim payments to 
transplant centers using a Provider 
Statistical and Reimbursement Report 
summary (PS&R) method, whereby we 
could use each transplant center’s prior 
year PS&R report’s total Medicare 
charges billed under revenue code 0815, 
multiply those charges by the individual 
hospital’s cost-to-charge ratio (CCR) and 
then divide by 26 to develop the initial 
bi-weekly interim payment amount. 
Commenters noted that the contractors 
could update this amount throughout 
the fiscal year as appropriate, to 
minimize the amount receivable or 
payable at cost settlement. Commenters 
also stated that this option aligns more 
closely with the way in which CMS 
handles pass-through payments for solid 
organs, results in more consistent cash 
flow for transplant centers, and is 
familiar to hospital reimbursement staff 
and to contractors conducting audits. 

Alternatively, commenters suggested 
a claim-based approach using the actual 
billed charges reported under revenue 
code 0815 from each submitted 
transplant recipient’s claim multiplied 
by the hospital’s CCR. CMS would then 
pay this amount on the remittance as a 
pass-through payment amount in 
addition to the MS–DRG 014 payment. 
Commenters noted that this would 
likely result in a lower incidence of 
large receivables or payables at cost 
report settlement as long as CMS allows 
actual donor charges to be billed. A 
commenter added that this may better 
reflect the volume and type of donor/ 
cell acquisition costs involved in 
hematopoietic stem cell transplants 
throughout the year. 

A few commenters noted that several 
transplant centers were queried about 

their preferences, and that either option 
was acceptable to them; some 
commenters wrote that both options 
align with the proposed budget 
neutrality adjustment in section IV.H.4 
of this final rule. 

Response: We appreciate the 
commenters’ suggestions. We proposed 
to make payments on an interim basis 
as a ‘‘pass-through’’ item in accordance 
with 42 CFR 413.60 and 413.64, which 
is similar to the way we pay for direct 
graduate medical education, bad debt 
and organ acquisition costs. As 
specified in 42 CFR 413.64(c), before 
complete cost report data are available, 
the initial interim rate of payment must 
be determined by other methods, 
including allowing the contractor to 
compute an appropriate interim 
payment for the initial period using 
prior year financial data. We 
acknowledge commenters’ concerns 
with using cost report data, specifically 
with the inconsistent use of cost center 
77, and agree that the agency should use 
alternative methods for establishing the 
initial interim payments as described in 
42 CFR 413.64(c). We considered 
commenters’ suggestions that the initial 
interim payment amount should be 
based upon their Medicare charges 
reported on their PS&R and billed under 
revenue code 0815, or upon a claims- 
based approach. 

We agree with commenters who 
suggested that the initial interim 
payment amount should be based upon 
their Medicare charges reported on their 
PS&R for the cost reporting year that 
immediately precedes the cost reporting 
period beginning on or after October 1, 
2020 and billed under revenue code 
0815. These charges should be 
multiplied by the individual hospital’s 
CCR to arrive at cost, and then divided 
by 26 to develop the initial bi-weekly 
interim payment amount. Interim 
payments after the initial reporting 
period will follow 42 CFR 413.64(e). 
The PS&R methodology allows for more 
consistent cash flow for hospitals, and 
is familiar to some hospitals as it is 
similar to the way CMS handles pass- 
through payments for direct GME, bad 
debt, and organ acquisition costs. 
Therefore, we are finalizing our 
proposal to provide interim payments 
on a pass-through basis with the 
clarification that for the initial period, 
that is, for the hospital’s first cost 
reporting period beginning on or after 
October 1, 2020, the initial interim 
‘‘pass-through’’ payment amount is 
calculated in accordance with 42 CFR 
413.64(c)(3) using each subsection (d) 
hospital’s prior year PS&R report’s total 
Medicare charges billed under revenue 
code 0815, multiplied by the individual 

hospital’s overall CCR to determine total 
estimated cost, divided by 26. As 
already specified in 42 CFR 413.64(c)(4), 
after the initial interim rate has been set, 
the provider may at any time request, 
and be allowed, an appropriate increase 
in the computed rate, upon presentation 
of satisfactory evidence to the contractor 
that costs have increased. Likewise, the 
contractor may adjust the interim rate of 
payment if it has evidence that actual 
costs may fall significantly below the 
computed rate. We note that since 
providers set their own cost reporting 
period dates, these initial interim 
payments will begin at different times 
during FY 2021, depending on each 
hospital’s cost reporting period. 

The regulations at 42 CFR 413.64(e) 
specify how interim payments are made 
after the initial period. In accordance 
with 42 CFR 413.64(e), interim rates of 
payment made after the initial period 
for services will be established on the 
basis of the cost report filed for the 
previous year covering Medicare 
services. Therefore, for the cost 
reporting periods after the initial period, 
we are clarifying that interim payments 
will be determined using the cost report 
filed for the initial period and each 
subsequent period. The cost report will 
contain the actual charges by ancillary 
cost center billed in aggregate under 
revenue code 0815 and converted to 
reasonable cost using the corresponding 
ancillary cost-to-charge ratios. The total 
of these ancillary costs would be 
divided by 26 to determine the 
subsequent biweekly interim payment 
amounts. 

Similar to what occurs with the 
interim payment for the initial period, 
this interim rate of payment may be 
adjusted by the contractor during an 
accounting period if the provider 
submits appropriate evidence that its 
actual costs are or will be significantly 
higher than the computed rate. 
Likewise, the contractor may adjust the 
interim rate of payment if it has 
evidence that actual costs may fall 
significantly below the computed rate. 

We are also finalizing our proposal 
that at the end of the cost reporting 
period, a settlement determination 
would be made of the actual cost 
incurred compared to the interim 
payments made during the period. 

Comment: A commenter requested 
that CMS consider the impact of the 
‘‘transitional period,’’ where some 
hospitals will be receiving the 
reasonable cost-based payment while 
other hospitals will not, based on the 
start of hospitals’ cost reporting periods. 
The commenter noted that since the 
changes to payment for hematopoietic 
stem cell transplant are effective based 
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on hospitals’ cost reporting periods 
beginning on or after October 1, 2020, 
some hospitals may ‘‘benefit’’ from the 
proposed change while others get 
‘‘underpaid’’ based on when their cost 
reports are filed, and recommended that 
we adopt an interim reimbursement 
mechanism for hospitals from October 
1, 2020 until their first cost reports are 
filed. 

Response: Section 108 of Public Law 
116–94 specifies that the reasonable 
cost-based payment for hematopoietic 
stem cell acquisition costs is effective 
for cost reporting periods beginning on 
or after October 1, 2020. While we agree 
that under this statute providers will 
begin receiving cost-based payment for 
hematopoietic stem cell acquisition 
costs at different times, this is 
consequence of the statutory language. 
Providers will continue to be paid as 
they are currently based on MS–DRG 
payments until the beginning of a 
provider’s cost reporting period that 
starts on or after October 1, 2020. 
Accordingly, we do not believe there is 
a need for an interim reimbursement 
mechanism for this limited period. 

Comment: A few commenters noted 
that many itemized statements may be 
maintained for a single recipient, as 
there may be several evaluations and 
work-ups of potential donors before a 
match is identified. These commenters 
stated that this results in multiple 
itemized statements about various donor 
services to evaluate, collect, and obtain 
cells for a transplant recipient. Some of 
these commenters suggested that for 
clarity, we finalize the following 
language: Providers must maintain 
records for all costs defined at 42 CFR 
412.113(e)(1) to include all invoices/ 
statements for purchased services and 
each itemized patient accounting 
statement for all donors and their 
service charges. Records must be for the 
person receiving the service (donor/ 
recipient, if anonymous donor, the 
provider must identify the prospective 
recipient), and the recipient’s Medicare 
beneficiary identification number. 

Response: We appreciate the 
commenters’ feedback, and agree that 
the regulation text should reflect that 
there may be multiple invoices or 
billing statements for acquisition costs 
included in the itemized statement in 
the record for a single recipient. We do 
not agree with the addition to the 
regulation text regarding anonymous 
donors (such as when cord blood is 
used as the source of the stem cells), as 
we believe the word ‘‘donor’’ covers 
both anonymous and identified donors. 
We are modifying the proposed 
regulation text to make clear that all 
donor records (anonymous or not) 

should identify the prospective 
recipient. We are finalizing that a 
subsection (d) hospital must maintain 
an itemized statement that identifies, for 
all costs defined at 42 CFR 
412.113(e)(2), the services furnished in 
collecting hematopoietic stem cells 
including all invoices or statements for 
purchased services for all donors and 
their service charges. Records must be 
for the person receiving the services 
(donor or recipient; for all donor 
sources, the hospital must identify the 
prospective recipient), and the 
recipient’s Medicare beneficiary 
identification number. We note that we 
are finalizing this regulation at 42 CFR 
412.113(e)(4) rather than in 42 CFR 
412.113(e)(5) as proposed, because we 
are not finalizing the proposed text 
originally in 42 CFR 412.113(e)(4) as 
discussed in the following comment and 
response. 

Comment: A commenter supported 
our proposed calculation to determine a 
hospital’s Medicare share of its 
hematopoietic stem cell acquisition 
costs, which is based on the ratio of the 
number of its allogeneic hematopoietic 
stem cell transplants furnished to 
Medicare beneficiaries to the total 
number of its allogeneic hematopoietic 
stem cell transplants furnished to all 
patients, regardless of payer, applied to 
reasonable cost. A few other 
commenters suggested that this simple 
ratio may not be sufficiently accurate, 
and recommended that we convene a 
panel of hematologists and others with 
expertise in allogeneic hematopoietic 
stem cell transplantation to vet this 
allocation mechanism, and develop a 
more accurate one if necessary. A 
commenter requested that we consider 
clearly defining in regulation and/or 
policy when allogeneic hematopoietic 
stem cells should be counted as being 
used for research and excluded from 
any acquisition count used to determine 
the Medicare share of the allowable 
acquisition cost. 

Response: We thank the commenters 
for their comments. However, since we 
are not finalizing our proposal that 
hospitals bill a SAC, but instead are 
finalizing that hospitals must continue 
to bill their actual charges for Medicare 
allogeneic hematopoietic stem cell 
acquisition as described earlier in this 
section, there is no need to calculate a 
Medicare share of the costs; we will be 
able to directly calculate the actual 
Medicare costs. Additionally, because 
the transplant recipient’s hospital only 
bills Medicare once a transplant has 
occurred, we would not need or have 
visibility to the cost of allogeneic 
hematopoietic stem cell acquisitions 
used for research. For all of these 

reasons, we are not finalizing the 
proposed regulation text at 42 CFR 
412.113(e)(4) related to calculating the 
Medicare share of allogeneic 
hematopoietic stem cell acquisition 
costs. 

b. Definition of Allogeneic 
Hematopoietic Stem Cell Transplant 

We noted in the proposed rule that 
section 108 amended section 1886(d)(5) 
of the Act by adding a new paragraph 
(M)(ii) which defines the term 
‘allogeneic hematopoietic stem cell 
transplant’ to mean, with respect to an 
individual, the intravenous infusion of 
hematopoietic cells derived from bone 
marrow, peripheral blood stem cells, or 
cord blood, but not including embryonic 
stem cells, of a donor to an individual 
that are or may be used to restore 
hematopoietic function in such 
individual having an inherited or 
acquired deficiency or defect. In the 
proposed rule, we proposed to codify 
this definition by adding new paragraph 
(e)(1) to 42 CFR 412.113. 

Comment: Commenters supported our 
proposed definition of the term 
‘allogeneic hematopoietic stem cell 
transplant’ made in accordance with 
Section 108, and our proposed 
codification of this definition in new 
paragraph (e)(1) of 42 CFR 412.113. 

Response: We appreciate the 
commenters’ support of the proposed 
definition and we are finalizing our 
proposal as proposed, without 
modification. 

c. Items Included as Allogeneic 
Hematopoietic Stem Cell Acquisition 
Costs 

As noted in the proposed rule, section 
108 amended section 1886(d)(5) of the 
Act by adding a new paragraph (M)(i), 
which also requires that the Secretary 
specify the items included as allogeneic 
hematopoietic stem cell acquisition 
costs through rulemaking. We stated in 
the proposed rule that allogeneic 
hematopoietic stem cell acquisition 
costs apply only to hematopoietic 
allogeneic stem cell transplants, for 
which stem cells are obtained from a 
donor (other than the recipient himself 
or herself). In the proposed rule, 
specifically, we proposed that 
allogeneic hematopoietic stem cell 
acquisition costs would include registry 
fees from a national donor registry 
described in 42 U.S.C. 274k, if 
applicable, for stem cells from an 
unrelated donor; tissue typing of donor 
and recipient; donor evaluation; 
physician pre-admission/pre-procedure 
donor evaluation services; costs 
associated with the collection procedure 
such as, general routine and special care 
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services, procedure/operating room and 
other ancillary services, and apheresis 
services; post-operative/post-procedure 
evaluation of donor; and the preparation 
and processing of stem cells derived 
from bone marrow, peripheral blood 
stem cells, or cord blood (but not 
including embryonic stem cells). We 
also proposed to codify this definition 
of allogeneic hematopoietic stem cell 
acquisition costs by adding proposed 
new paragraph (e)(2) to 42 CFR 412.113. 
In the proposed rule, we invited public 
comments on whether any additional 
items should be included in the final 
rule. 

Comment: Several commenters 
supported our proposed items included 
as allogeneic hematopoietic stem cell 
acquisition costs. Another commenter 
expressed support for this proposal 
because it aligns with the costs hospitals 
currently incur for hematopoietic stem 
cell acquisition for the purpose of an 
allogeneic hematopoietic stem cell 
transplant. A commenter questioned if 
transportation of the stem cells should 
be included as an allowable 
hematopoietic stem cell acquisition cost 
and whether a limit on donor follow-up 
visits should be specified. 

Response: We thank the commenters 
for their support and input. In the 
proposed rule, we did not propose a 
limit on donor follow-up visits because 
a physician determines the medically 
necessary care that is appropriate and 
directly and immediately attributable to 
stem cell donation. 

We appreciate the commenter’s 
suggestion regarding transportation 
costs of allogeneic hematopoietic stem 
cells and agree that such costs should be 
included as stem cell acquisition costs 
when incurred or paid by the recipient 
hospital and that section 108 provides 
the authority to include such costs. 
Therefore, after consideration of the 
comments received, we are finalizing 
the proposed list of allogeneic 
hematopoietic stem cell acquisition 
costs with modification, to also include 
transportation costs of stem cells if the 
recipient hospital incurred or paid such 
costs. Specifically, we are codifying at 
new paragraph (e)(2) of 42 CFR 412.113, 
that allogeneic hematopoietic stem cell 
acquisition costs would include registry 
fees from a national donor registry 
described in 42 U.S.C. 274k, if 
applicable, for stem cells from an 
unrelated donor; tissue typing of donor 
and recipient; donor evaluation; 
physician pre-admission/pre-procedure 
donor evaluation services; costs 
associated with the collection procedure 
such as, general routine and special care 
services, procedure/operating room and 
other ancillary services, apheresis 

services and transportation costs of stem 
cells if the recipient hospital incurred or 
paid such costs; post-operative/post- 
procedure evaluation of donor; and the 
preparation and processing of stem cells 
derived from bone marrow, peripheral 
blood stem cells, or cord blood (but not 
including embryonic stem cells). 

3. Clarification of Hospital Cost 
Reporting Instructions 

In the proposed rule we noted that, in 
the CY 2017 Outpatient Prospective 
Payment System (OPPS) final rule (81 
FR 79587), we finalized the policy to 
update the Medicare hospital cost report 
(Form CMS–2552–10, OMB control 
number 0938–0050, expiration date 
March 31, 2022) by adding a new 
standard cost center, line 77 
‘‘Allogeneic Stem Cell Acquisition’’ to 
Worksheet A (and applicable 
worksheets) with the standard cost 
center code of ‘‘07700.’’ The new cost 
center line was established to record 
any acquisition costs related to 
allogeneic stem cell transplants as 
defined in Section 231.11, Chapter 4, of 
the Medicare Claims Processing Manual 
(Pub. 100–04) in order to develop an 
accurate estimate of allogeneic 
hematopoietic stem cell donor 
acquisition costs for future ratesetting. 
In the proposed rule, we noted there is 
a similar discussion of allogeneic stem 
cell acquisition costs when the 
transplant occurs in the inpatient setting 
found in the Medicare Claims 
Processing Manual (Pub 100–04), 
Chapter 3, Section 90.3.1. We stated in 
the proposed rule that with the 
establishment of this line came 
additional challenges on how to 
reclassify expenses into the new cost 
center from routine and ancillary 
departments. In addition, we stated in 
the proposed rule that we found 
inconsistencies in the reporting of costs 
and charges for allogeneic 
hematopoietic stem cell acquisition 
costs. 

In the proposed rule we noted that the 
current cost reporting instructions 
require providers to report on line 77, 
the acquisition costs for allogeneic stem 
cell transplants. Line 77 only allows 
providers to report direct expenses, and 
does not provide a method for 
determining other routine and ancillary 
costs that are part of the allogeneic stem 
cell acquisition costs. We stated in the 
proposed rule that some providers are 
reclassifying costs from routine and 
ancillary cost centers to line 77. 
However, as noted in the proposed rule, 
this practice does not align costs and 
charges properly in accordance with the 
Provider Reimbursement Manual, 15–1, 
chapter 23, sections 2300, 2302.7 and 

2302.8 (available online at: https://
www.cms.gov/Regulations-and- 
Guidance/Guidance/Manuals/Paper- 
Based-Manuals-Items/CMS021929). In 
addition, we stated in the proposed rule 
that in order to reimburse allogeneic 
hematopoietic stem cell acquisition 
costs on a reasonable cost basis as 
required by section 108, and to 
accommodate the reporting of both 
direct and indirect costs on line 77 as 
well as routine and ancillary costs 
associated with the acquisition of 
hematopoietic stem cells, we are 
modifying cost reporting forms and 
instructions. We also noted in the 
proposed rule that we are developing a 
worksheet similar to the Worksheet D– 
4 for solid organs that will allow 
providers to capture costs from line 77 
as well as to report charges by routine 
and ancillary cost center and compute 
the related costs. 

In the proposed rule, we stated that 
changes to the forms and instructions 
will be described in more detail in a 
forthcoming PRA package, with 
comment period. We noted in the 
proposed rule that the forthcoming PRA 
package will address providers’ requests 
for a standardized format for data 
collection as referenced in the FY 2019 
IPPS/LTCH PPS final rule (83 FR 41681 
through 41684) and Worksheet S–10 
modifications as referenced in the FY 
2020 IPPS/LTCH PPS final rule (84 FR 
42375). 

Comment: Several commenters agreed 
that the current cost reporting forms and 
instructions require modification in 
order to facilitate reimbursement of 
allogeneic hematopoietic stem cell 
acquisition costs. A few commenters 
expressed support of our developing a 
worksheet for stem cell acquisition cost 
that is similar to the Worksheet D–4, for 
solid organ acquisition costs. A few 
commenters agreed that the current 
forms and instructions do not provide a 
method for determining other routine 
and ancillary costs that are part of 
allogeneic hematopoietic stem cell 
acquisition, and the lack of instruction 
has resulted in inconsistencies. 
Commenters suggested that detailed 
instructions would benefit providers. A 
commenter also requested confirmation 
that both direct and indirect costs 
should be reported on line 77. Finally, 
a commenter requested that we consider 
modifying the Worksheet S–2, Part I, to 
allow for better cost report editing 
regarding the use of Worksheet A, cost 
center 77, and our development of a 
worksheet similar to Worksheet D–4. 

Response: We thank the commenters 
for their support and input. We 
appreciate the commenters’ concerns 
regarding the current challenges of 
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reporting stem cell acquisition costs on 
line 77. We are considering the 
commenter’s request to modify 
Worksheet S–2, Part I, to enhance 
editing and improve compliance with 
reporting of allogeneic hematopoietic 
stem cell acquisition costs. 

We appreciate that commenters 
concurred with our developing a 
worksheet to report allogeneic 
hematopoietic stem cell acquisition 
costs similar to the worksheet for solid 
organs. This new worksheet will allow 
providers to capture Medicare’s share of 
costs from line 77 as well as to report 
charges by routine and ancillary cost 
centers and compute the related costs. 
As stated in the proposed rule, line 77 
only allows providers to report direct 
expenses, and does not provide a 
method for determining routine and 
ancillary costs that are part of the 
allogeneic stem cell acquisition costs. In 
addition, our changes will include 
associated updates and clarifications to 
the cost reporting instructions. 
Commenters will have an opportunity to 
comment on the modifications to the 
Medicare hospital cost report forms and 
instructions in a forthcoming PRA 
package. 

Comment: Several commenters 
suggested we update the sub-regulatory 
guidance that references allogeneic 
hematopoietic stem cell transplants. 
Another commenter questioned why we 
were proposing to add details regarding 
allogeneic hematopoietic stem cell 
acquisition costs to the regulation text, 
instead of sub-regulatory guidance 
through CMS policy manuals or cost 
reporting instructions. 

Response: We note that section 108 
requires the Secretary to specify in 
rulemaking the items included in 
allogeneic hematopoietic stem cell 
acquisition costs. In addition, 
modifications will be made to the CMS 
policy manuals, specifically PRM 15–1, 
chapter 24, PRM 15–2, chapter 40, and 
the Medicare Claims Processing Manual 
(Pub 100–04) chapters 3 and 4. 

Comment: A commenter questioned if 
there is a Medicare certification for 
allogeneic hematopoietic stem cell 
transplants that needs to be verified, 
similar to that for solid organs, and if so, 
will it be published at a central location. 

Response: A subsection (d) hospital 
that furnishes an allogeneic 
hematopoietic stem cell transplant is 
not required to be a Medicare certified 
transplant center as is required for solid 
organs; therefore, a hospital that bills 
using revenue code 0815 for inpatient 
allogeneic hematopoietic stem cells is 
sufficient verification. 

Comment: A commenter requested 
that we address how section 108 of the 

Further Consolidated Appropriations 
Act, 2020 will affect Medicare 
Advantage (MA) organizations’ 
payments for allogeneic hematopoietic 
stem cell acquisition costs in both in- 
network and out-of-network cases. This 
same commenter requested that the 
relevant MA manuals be updated to 
reflect the section 108 changes in 
payment for allogeneic hematopoietic 
stem cell acquisition. 

Response: Under section 1852(a) of 
the Act, when an MA organization’s 
coverage responsibilities include 
payment for services furnished to an 
MA enrollee by a hospital with which 
the MA organization does not have a 
contract that establishes a payment 
amount, the MA organization’s payment 
to the hospital must be equal to the total 
dollar amount that would have been 
authorized for such services under the 
Medicare FFS program, less any cost- 
sharing paid by the enrollee under the 
MA plan. In addition, section 
1866(a)(1)(O) of the Act provides that a 
hospital that does not have a contract 
establishing payment amounts for 
services furnished to an MA enrollee 
must accept as payment in full the 
amount that the hospital would be paid 
if the MA enrollee had instead been 
enrolled in Medicare FFS. The payment 
amount established in this rule for the 
Medicare FFS program would therefore 
apply in cases where an MA 
organization must cover allogeneic 
hematopoietic stem cell acquisition 
costs when the MA enrollee receives the 
relevant services from a non-contracted 
hospital. CMS does not interfere in the 
contracts between an MA organization 
and its contracted providers to require 
either the MA organization to contract 
with a specific provider or to require a 
specific payment or pricing 
arrangement; an MA organization and 
its contracted providers may negotiate 
payment arrangements for covered 
services furnished to MA enrollees. For 
in-network services and services 
furnished by contracted providers to 
MA enrollees, this rule and the 
amendments to section 1886(d) of the 
Act by section 108 of the Further 
Consolidated Appropriations Act, 2020, 
do not impose or set the payment 
amount from an MA organization for 
these services. CMS will consider 
whether additional guidance specific to 
payment for allogeneic hematopoietic 
stem cell acquisition by MA 
organizations is necessary. 

4. Budget Neutrality for the Reasonable 
Cost Based Payment for Allogeneic 
Hematopoietic Stem Cell Acquisition 
Costs 

Section 108 of the Further 
Consolidated Appropriations Act, 2020 
(Pub. L. 116–94) amended section 
1886(d)(4)(C)(iii) of the Act to require 
that beginning with FY 2021, the 
reasonable cost based payments for 
allogeneic hematopoietic stem cell 
acquisition costs be made in a manner 
that assures that the aggregate IPPS 
payments for discharges in the fiscal 
year are not greater or less than those 
that would have been made without 
such payments; that is, that the 
reasonable cost based payments for 
allogeneic hematopoietic stem cell 
acquisition costs be made in a budget 
neutral manner. 

To implement this requirement, we 
proposed to make an adjustment to the 
standardized amount to ensure the 
effects of the additional payments for 
allogeneic hematopoietic stem cell 
acquisition costs are budget neutral, as 
required under section 108 of Public 
Law 116–94. We also proposed to codify 
this budget neutrality requirement by 
adding new paragraph (e)(5) to 412.64 to 
specify that CMS makes an adjustment 
to the standardized amount to ensure 
that the reasonable cost based payments 
for allogeneic hematopoietic stem cell 
acquisition costs are made in a manner 
so that aggregate payments to hospitals 
are not affected. 

When the allogeneic stem cell 
transplant occurs in the inpatient 
setting, the hospital identifies stem cell 
acquisition charges for allogeneic 
hematopoietic stem cell transplants 
separately using revenue code 0815 on 
the inpatient hospital bill (see Medicare 
Claims Processing Manual, CMS Pub. 
100–04, Chapter 3, section 90.3.1.B., 
which is available online at https://
www.cms.gov/Regulations-and- 
Guidance/Guidance/Manuals/ 
Downloads/clm104c03pdf.pdf). To 
estimate the reasonable cost based 
payments for allogeneic hematopoietic 
stem cell acquisition costs for purposes 
of the budget neutrality adjustment, we 
used the charges reported on the 
hospital’s inpatient claim in revenue 
center code 0815 (which is reflected in 
the MedPAR field for the Revenue 
Center Allogeneic Stem Cell 
Acquisition/Donor Services) and 
converted those charges to costs by 
applying the hospital’s operating CCR 
(that is, the same hospital-specific CCR 
used to estimate the hospital’s operating 
outlier payments). 

In the proposed rule, based on the 
latest data at that time (that is, claims 
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from the December 2019 update of the 
FY 2019 MedPAR file and CCRs from 
the December 2019 update of the PSF), 
we estimated that reasonable cost based 
payments for allogeneic hematopoietic 
stem cell acquisition costs for FY 2021 
would be $15,865,373.61. Therefore, the 
total amount that we proposed to use to 
make an adjustment to the standardized 
amounts to ensure the additional 
payments for allogeneic hematopoietic 
stem cell acquisition costs are budget 
neutral was $15,865,373.61. We further 
proposed that if more recent data 
become available for the final rule, we 
would use that data to determine the 
final amount we would use to make the 
budget neutrality adjustment. (We refer 
readers to section II.A.4.f. of the 
Addendum of the proposed rule for 
discussion of the budget neutrality 
adjustment factor we proposed to apply 
to the standardized amounts for FY 
2021 based on these estimated 
allogeneic hematopoietic stem cell 
acquisition costs.) 

Comment: We received comments 
supporting our proposed approach for 
estimating the reasonable cost based 
payments for allogeneic hematopoietic 
stem cell acquisition costs for FY 2021 
for purposes of the budget neutrality 
requirement of section 108 of Public 
Law 116–94. 

Response: We appreciate the 
commenters’ support for our proposed 
approach. 

After consideration of public 
comments, we are finalizing our 
proposed approach for estimating the 
reasonable cost based payments for 
allogeneic hematopoietic stem cell 
acquisition costs for FY 2021 for 
purposes of the budget neutrality 
requirement of section 108 of Public 
Law 116–94 without modification, as 
well as our proposed codification of this 
budget neutrality requirement at new 
paragraph § 412.64(e)(5). Consistent 
with our proposal to use more recent 
available data for this final rule (claims 
from the March 2020 update of the FY 
2019 MedPAR file and CCRs from the 
March 2020 update of the PSF), we 
estimate that reasonable cost based 
payments for allogeneic hematopoietic 
stem cell acquisition costs for FY 2021 
will be $16,167,790.60. Therefore, the 
total amount that we are using to make 
an adjustment to the standardized 
amounts to ensure the additional 
payments for allogeneic hematopoietic 
stem cell acquisition costs are budget 
neutral is $16,167,790.60. (We refer 
readers to section II.A.4.f. of the 
Addendum of this final rule for 
discussion of the budget neutrality 
adjustment factor we are applying to the 
standardized amounts for FY 2021 

based on these estimated allogeneic 
hematopoietic stem cell acquisition 
costs.) 

I. Payment Adjustment for CAR T-Cell 
Clinical Trial and Expanded Access Use 
Immunotherapy Cases (§§ 412.85 and 
412.312) 

As discussed in section II.D.2.b. of the 
preamble of this final rule, we proposed, 
and are finalizing, the creation of new 
MS–DRG 018 for cases that include 
procedures describing CAR T-cell 
therapies, which are currently reported 
using ICD–10–PCS procedure codes 
XW033C3 or XW043C3. As a requestor 
noted, a large percentage of the total 
cases that would group to any new MS– 
DRG for CAR T-cell therapy cases would 
be clinical trial cases, in which the 
provider typically does not incur the 
cost of the drug. By comparison, for 
non-clinical trial cases involving CAR 
T-cell therapy, the drug cost is an 
extremely large portion of the total 
costs. To address this, as described in 
section II.E.2.b. of this final rule, we 
proposed to modify our relative weight 
methodology for new MS–DRG 018 in 
order to develop a relative weight that 
is reflective of the typical costs of 
providing CAR T-cell therapies relative 
to other IPPS services. Specifically, in 
determining the relative weights, we 
proposed that clinical trial claims, that 
group to new MS–DRG 018 would not 
be included when calculating the 
average cost for new MS–DRG 018 that 
is used to calculate the relative weight 
for this MS–DRG, so that the relative 
weight generally reflects the costs of the 
CAR T-cell therapy drug. We refer 
readers to section II.E.2.b. of this final 
rule for discussion of our finalized 
modifications to our relative weight 
methodology relating to clinical trial 
cases involving CAR–T cell therapy. 

Cases involving clinical trials, like 
non-clinical trial cases, are currently 
paid using the same relative weight for 
the MS–DRG to which the case is 
assigned. However, given that the drug 
cost is an extremely large portion of the 
total costs of the non-clinical trial CAR 
T-cell therapy cases, and that the 
relative weight for new MS–DRG 018 
assumes that the provider has incurred 
the costs of the CAR T-cell therapy drug, 
we proposed an adjustment to the 
payment amount for clinical trial cases 
that would group to new MS–DRG 018. 
We proposed to calculate this 
adjustment using the same methodology 
that we proposed to use to adjust the 
case count for purposes of the relative 
weight calculations: 

• Calculate the average cost for cases 
to be assigned to new MS–DRG 018 that 
contain ICD–10–CM diagnosis code 

Z00.6 or contain standardized drug 
charges of less than $373,000. 

• Calculate the average cost for cases 
to be assigned to new MS–DRG 018 that 
do not contain ICD–10–CM diagnosis 
code Z00.6 or standardized drug charges 
of at least $373,000. 

• Calculate an adjustor by dividing 
the average cost calculated in step 1 by 
the average cost calculated in step 2. 

• Apply this adjustor when 
calculating payments for clinical trial 
cases that group to MS–DRG 018 by 
multiplying the relative weight for MS– 
DRG 018 by the adjustor. 

Consistent with our methodology for 
calculating the proposed case count 
adjustment for purposes of the relative 
weight calculations, for FY 2021, for 
purposes of calculating this proposed 
payment adjustment, we identified 
clinical trial claims to be those 
historical claims that contain ICD–10– 
CM diagnosis code Z00.6 (Encounter for 
examination for normal comparison and 
control in clinical research program) or 
contain the proxy of standardized drug 
charges of less than $373,000. 

For FY 2021, based on the claims data 
from the December 2019 update of the 
FY 2019 MedPAR files used for the 
proposed rule, the ratio of the average 
cost for CAR T-cell therapy cases 
identified as clinical trial cases to the 
average cost for non-clinical trial CAR 
T-cell therapy cases (that is, those cases 
not identified as being clinical trial 
cases) was 0.15. Therefore, we proposed 
that the adjustor that would be applied 
to CAR T-cell therapy clinical trial 
claims would be 0.15. For example, if 
the relative weight for new MS–DRG 
018 was 30.00, we proposed we would 
multiply 30.00 by the adjustor of 0.15 as 
part of the calculation of the payment 
for clinical trial claims assigned to new 
MS–DRG 018. 

We stated in the proposed rule that 
the claims involving CAR T-cell therapy 
that would be subject to this proposed 
adjustment would be cases that would 
group to new MS–DRG 18 and include 
ICD–10–CM diagnosis code Z00.6 
(Encounter for examination for normal 
comparison and control in clinical 
research program). ICD–10–CM 
diagnosis code Z00.6 is required to be 
included with clinical trial cases and we 
stated that we expect hospitals to 
include this code for clinical trial cases 
that would group to MS–DRG 18 for FY 
2021 and all subsequent years. 
Consistent with our historical practice, 
we also proposed to update the value of 
the adjustor based on more recent data 
for the final rule. 

We also proposed to amend our 
regulations at 42 CFR part 412, subpart 
F (for operating IPPS payments), and 42 
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CFR 412.312 (for capital IPPS payments) 
to codify this proposed payment 
adjustment for certain clinical trial 
cases. Under 42 CFR part 412, subpart 
F, we proposed to redesignate existing 
§ 412.86 (which sets forth payment for 
extraordinarily high-cost day outliers for 
discharges occurring before October 1, 
1997) as new § 412.83, and to add a new 
center heading and new § 412.85 to 
codify the proposed payment 
adjustment for certain clinical trial 
cases. We also proposed to make 
conforming changes to § 412.82(c) to 
replace the reference to § 412.86 with 
§ 412.83, and proposed to reserve 
§ 412.86. We proposed this restructuring 
to subpart F in order to keep the 
sections related to payment for outlier 
cases together under the ‘‘Payment for 
Outlier Cases’’ center heading when 
adding the proposed section to codify 
the proposed payment adjustment. 
Specifically, proposed new § 412.85 
provides for a payment adjustment for a 
discharge assigned to MS–DRG 018 that 
is part of a clinical trial as determined 
by CMS based on the reporting of a 
diagnosis code indicating the encounter 
is part of a clinical research program on 
the claim for the discharge. Proposed 
new § 412.85 further provides that 
payment for such a discharge is adjusted 
by adjusting the DRG weighting factor 
determined under § 412.60(b) by a factor 
that reflects the average cost for cases to 
be assigned to MS–DRG 018 that are 
part of a clinical trial to the average cost 
for cases to be assigned to MS–DRG 018 
that are not part of a clinical trial. 
Similarly, we proposed to add 
paragraph (f) to § 412.312 to specify that 
in determining the capital IPPS 
payments under that section for certain 
clinical trial cases as described in 
§ 412.85(b), the DRG weighting factor 
described in § 412.312(b)(1) is adjusted 
as described in § 412.85(c). 

Comment: Several commenters 
expressed concerns about the potential 
for over and under-payments due to 
CMS’ proposed methodology for 
defining clinical trial claims as those 
that group to new MS–DRG 18 and 
include ICD–10–CM diagnosis code 
Z00.6. Commenters stated that when 
CAR T-cell therapy products are used 
out of specification (also termed 
expanded access), hospitals do not incur 
the cost of the CAR T-cell therapy 
product, but the claim would not 
include ICD–10–CM diagnosis code 
Z00.6 because the case is not part of a 
clinical trial. Commenters identified an 
additional scenario, in which the CAR 
T-cell therapy product is purchased in 
the usual manner, but the case involves 
a clinical trial of another drug, in which 

case ICD–10–CM diagnosis code Z00.6 
would be included on the claim. A 
commenter requested that CMS clarify 
that ICD–10–CM diagnosis code Z00.6 
may be reported in this instance. Other 
commenters requested that CMS require 
hospitals to report their acquisition cost 
in value code 90, which could then be 
used to identify whether the provider 
incurred the cost of the CAR T-cell 
therapy product. A commenter stated 
that the administrative burden to 
hospitals to report their acquisition 
costs would be outweighed by the value 
of the data collected to improve future 
rulemaking. Another commenter 
recommended that CMS require 
hospitals to use the NDC codes or cross- 
reference the clinical trial ID on the 
claim to determine whether the trial is 
studying CAR T-cell therapies or one of 
the drugs treating complications. A 
commenter requested that CMS monitor 
the proposed adjustment for clinical 
trial cases of 0.15 to ensure it is 
adequate to cover the cost of inpatient 
care for patients participating in a 
clinical trial for CAR T-cell therapies. 

Response: While we disagree with 
commenters’ characterization of these 
situations as potential overpayments or 
underpayments given the nature of the 
IPPS, we do agree with commenters that 
given that the product cost is an 
extremely large portion of the total costs 
of CAR T-cell therapy cases that do not 
involve a clinical trial of the CAR T-cell 
therapy product, and that the relative 
weight for new MS–DRG 018 assumes 
that the provider has incurred the costs 
of the CAR T-cell therapy product, the 
same adjustment should be applied to 
payment for cases involving expanded 
access use of immunotherapy where the 
hospital does not incur the cost of the 
CAR T-cell therapy product. For this 
same reason, as well as mitigating 
potential disincentives related to 
clinical trial participation, we also agree 
with commenters that when the CAR T- 
cell therapy product is purchased in the 
usual manner, but the case involves a 
clinical trial of a different product, the 
payment adjustment should not be 
applied in calculating the payment for 
the case. We believe the application of 
this policy to the scenarios identified by 
the commenters, while occurring with 
less frequency, is consistent with our 
proposal to apply a differential payment 
for cases where the CAR T-cell therapy 
product is provided without cost to 
ensure that the payment amount 
appropriately reflects the relative 
resources required for such cases. 

We will provide instructions for 
identifying these claims in separate 
guidance. We may consider refinements 
to our policy in future rulemaking as we 

gain more experience with this new 
adjustment. 

After consideration of public 
comments received, we are finalizing 
our proposal to apply a payment 
adjustment to claims that group to new 
MS–DRG 18 and include ICD–10–CM 
diagnosis code Z00.6, with the 
modification that when the CAR T-cell 
therapy product is purchased in the 
usual manner, but the case involves a 
clinical trial of a different product, the 
payment adjustment will not be applied 
in calculating the payment for the case. 
We are also finalizing a modification to 
our proposed policy that when there is 
expanded access use of immunotherapy, 
the payment adjustment will be applied 
in calculating the payment for the case. 

We are also finalizing our proposed 
methodology for calculating this 
adjustment, which is the same 
methodology we are finalizing to adjust 
the case count for purposes of the 
relative weight calculations, which 
includes refinements that (a) when the 
CAR T-cell therapy product is 
purchased in the usual manner, but the 
case involves a clinical trial of a 
different product, the claim will be 
included when calculating the average 
cost for cases not determined to be 
clinical trial cases and (b) when there is 
expanded access use of immunotherapy, 
these cases will be included when 
calculating the average cost for cases 
determined to be clinical trial cases. To 
the best of our knowledge there are no 
claims in the historical data used in the 
calculation of the adjustment for cases 
involving a clinical trial of a different 
product, and to the extent the historical 
data contain claims for cases involving 
expanded access use of immunotherapy 
we believe those claims would have 
drug charges less than $373,000. We are 
also finalizing our proposal to update 
the value of the adjustor based on more 
recent data for this final rule. As 
discussed elsewhere in this final rule, 
based on the claims data from the March 
2020 update of the FY 2019 MedPAR 
files used for this final rule, the ratio of 
the average cost for CAR T-cell therapy 
cases determined to be clinical trial or 
expanded access use immunotherapy 
cases to the average cost for other CAR 
T-cell therapy cases (that is, those cases 
not determined to be clinical trial cases) 
is 0.17. Therefore, we are finalizing that 
the adjustor that will be applied to CAR 
T-cell therapy clinical trial or expanded 
access use immunotherapy cases for FY 
2021 is 0.17. That is, we will multiply 
the final FY 2021 relative weight for 
new MS–DRG 018 by the final adjustor 
of 0.17 as part of the calculation of the 
payment for claims determined to be 
applicable clinical trial or expanded use 
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access immunotherapy claims assigned 
to new MS–DRG 018. 

We are also finalizing our proposed 
amendments to our regulations at 42 
CFR part 412, subpart F (for operating 
IPPS payments), and 42 CFR 412.312 
(for capital IPPS payments) to codify 
this payment adjustment for claims 
appropriately containing Z00.6, as 
described previously, with modification 
to proposed new 42 CFR 412.85(b) and 
412.312(f) to reflect that the adjustment 
will also be applied for cases involving 
expanded access use immunotherapy, 
and that the payment adjustment only 
applies to applicable clinical trial cases; 
that is, as discussed previously, the 
adjustment is not applicable to cases 
where the CAR T-cell therapy product is 
purchased in the usual manner, but the 
case involves a clinical trial of a 
different product. We are also finalizing 
our proposed amendments to 42 CFR 
412.85(c) with modification to reflect 
that the adjustment factor will reflect 
the average cost for cases to be assigned 
to MS DRG 018 that involve expanded 
access use of immunotherapy or are part 
of an applicable clinical trial to the 
average cost for cases to be assigned to 
MS–DRG 018 that do not involve 
expanded access use of immunotherapy 
and are not part of a clinical trial. 

J. Changes for Hospitals With High 
Percentage of End Stage Renal Disease 
(ESRD) Discharges (§ 412.104) 

Under § 412.104(a), CMS provides an 
additional payment to a hospital for 
inpatient services provided to End Stage 
Renal Disease (ESRD) beneficiaries who 
receive a dialysis treatment during a 
hospital stay, if the hospital has 
established that ESRD beneficiary 
discharges, excluding discharges 
classified into MS–DRG 652 (Kidney 
Transplant), MS–DRG 682 (Renal 
Failure with MCC), MS–DRG 683 (Renal 
Failure with CC), MS–DRG 684 (Renal 
Failure without CC/MCC) and MS–DRG 
685 (Admit for Renal Dialysis), where 
the beneficiary received dialysis 
services during the inpatient stay, 
constitute 10 percent or more of its total 
Medicare discharges. (We note that in 
existing § 412.104(a), the title of MS 
DRG 652 is mistakenly shown as ‘‘Renal 
Failure’’ instead of ‘‘Kidney 
Transplant’’.) 

As explained in the proposed rule (85 
FR 32765 through 32766), for FY 2021, 
we proposed to create a new Pre-MDC 
MS–DRG for cases describing the 
performance of hemodialysis during an 
admission where the patient received a 
simultaneous pancreas/kidney 
transplant (proposed new MS–DRG 019 
(Simultaneous Pancreas/Kidney 
Transplant with Hemodialysis)). We 

also proposed to create two new MS– 
DRGs with a two-way severity level split 
for cases describing the performance of 
hemodialysis in an admission where the 
patient received a kidney transplant in 
MDC 11 (proposed new MS–DRG 650 
(Kidney Transplant with Hemodialysis 
with MCC) and proposed new MS–DRG 
651 (Kidney Transplant with 
Hemodialysis without MCC)). We also 
explained that the proposed relative 
weights for these MS–DRGs reflect the 
resources related to the provision of 
inpatient hemodialysis, and 
accordingly, we believe that discharges 
classified to these new proposed MS– 
DRGs should be excluded in 
determining a hospital’s eligibility for 
the additional payment for hospitals 
with high percentages of ESRD 
discharges. Therefore, we proposed to 
add MS–DRGs 019, 650, and 651 to the 
list of excluded MS–DRGs set forth in 
§ 412.104(a). We further explained that 
under the proposed MS–DRG logic for 
kidney transplants, a case with a 
hemodialysis procedure reported on the 
claim would no longer group to MS– 
DRG 652 (Kidney Transplant). (We note, 
as discussed in section II.D.8.a. of the 
preamble of this final rule, that we are 
finalizing the creation of new MS–DRGs 
019, 650 and 651, and the related MS– 
DRG logic for kidney transplants.) We 
also noted that MS–DRG 685 (Admit for 
Renal Dialysis) was deleted effective FY 
2019 (83 FR 41201 through 41202). 
Therefore, we proposed to remove MS– 
DRGs 652 and 685 from the list of 
excluded MS–DRGs set forth in 
§ 412.104(a). 

We proposed to revise § 412.104(a) to 
reflect these changes to the MS–DRG 
logic for kidney transplants and the 
previous deletion of MS–DRG 685. We 
also proposed to make formatting 
changes to this provision to list the MS– 
DRG exclusions. 

Comments: A commenter suggested 
that additions and removals of MS– 
DRGs from § 412.104(a) should be done 
based on effective dates. 

Response: We do not believe it is 
necessary to use effective dates in 
§ 412.104(a) for the addition and 
removal of MS–DRGs from the list of 
MS–DRGs excluded in the 
determination of a hospital’s eligibility 
for the additional payment for hospitals 
with high percentages of ESRD 
discharges. For example, although MS– 
DRG 685 was deleted effective FY 2019, 
its inclusion in the list of excluded MS– 
DRGs in § 412.104(a) would not have 
impacted a hospital’s ability to qualify 
for the add-on payment since the 
hospital would not have had any 
discharges on or after October 1, 2018 
classified into MS–DRG 685. 

After consideration of public 
comments, we are finalizing our 
proposal without modification. (As 
previously noted, and as discussed in 
section II.D.8.a. of the preamble of this 
final rule, we are finalizing the creation 
of new MS–DRGs 019, 650 and 651 
which describe the performance of 
hemodialysis in an admission where the 
patient received a either a simultaneous 
pancreas/kidney transplant or a kidney 
transplant.) 

K. Hospital Readmissions Reduction 
Program: Updates and Changes 
(§§ 412.150 Through 412.154) 

1. Statutory Basis for the Hospital 
Readmissions Reduction Program 

Section 1886(q) of the Act, as 
amended by section 15002 of the 21st 
Century Cures Act, establishes the 
Hospital Readmissions Reduction 
Program. Under the Hospital 
Readmissions Reduction Program, 
Medicare payments under the acute 
inpatient prospective payment system 
for discharges from an applicable 
hospital, as defined under section 
1886(d) of the Act, may be reduced to 
account for certain excess readmissions. 
Section 15002 of the 21st Century Cures 
Act requires the Secretary to compare 
hospitals with respect to the proportion 
of beneficiaries who are dually eligible 
for Medicare and full-benefit Medicaid 
(dual-eligibles) in determining the 
extent of excess readmissions. We refer 
readers to the FY 2016 IPPS/LTCH PPS 
final rule (80 FR 49530 through 49531) 
and the FY 2018 IPPS/LTCH PPS final 
rule (82 FR 38221 through 38240) for a 
detailed discussion of and additional 
information on the statutory history of 
the Hospital Readmissions Reduction 
Program. 

2. Regulatory Background 

We refer readers to the following final 
rules for detailed discussions of the 
regulatory background and descriptions 
of the current policies for the Hospital 
Readmissions Reduction Program: 

• FY 2012 IPPS/LTCH PPS final rule 
(76 FR 51660 through 51676). 

• FY 2013 IPPS/LTCH PPS final rule 
(77 FR 53374 through 53401). 

• FY 2014 IPPS/LTCH PPS final rule 
(78 FR 50649 through 50676). 

• FY 2015 IPPS/LTCH PPS final rule 
(79 FR 50024 through 50048). 

• FY 2016 IPPS/LTCH PPS final rule 
(80 FR 49530 through 49543). 

• FY 2017 IPPS/LTCH PPS final rule 
(81 FR 56973 through 56979). 

• FY 2018 IPPS/LTCH PPS final rule 
(82 FR 38221 through 38240). 

• FY 2019 IPPS/LTCH PPS final rule 
(83 FR 41431 through 41439). 
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434 In accordance with the August 25th COVID 
IFC, no claims data reflecting services provided 
January 1, 2020–June 30, 2020 will be used in 
calculations for the Hospital Readmissions 
Reduction Program among other Medicare quality 
reporting and value-based purchasing programs. 
Therefore, the FY 2022 Hospital Readmissions 
Reduction Program will only use data from July 1, 
2017 through December 31, 2019 for calculations. 
For more details see the August 25th COVID IFC. 

• FY 2020 IPPS/LTCH PPS final rule 
(84 FR 42380 through 42390). 

These rules describe the general 
framework for the implementation of 
the Hospital Readmissions Reduction 
Program, including: (1) The selection of 
measures for the applicable conditions/ 
procedures; (2) the measure removal 
factors policy; (3) the calculation of the 
excess readmission ratio (ERR), which is 
used, in part, to calculate the payment 
adjustment factor; (4) the calculation of 
the proportion of ‘‘dually eligible’’ 
Medicare beneficiaries which is used to 
stratify hospitals into peer groups and 
establish the peer group median ERRs; 
(5) the calculation of the payment 
adjustment factor, specifically 
addressing the base operating DRG 
payment amount, aggregate payments 
for excess readmissions (including 
calculating the peer group median 
ERRs), aggregate payments for all 
discharges, and the neutrality modifier; 
(6) the opportunity for hospitals to 
review and submit corrections using a 
process similar to what is currently used 
for posting results on Hospital Compare 
or its successor; (7) the extraordinary 
circumstances exception policy to 
address hospitals that experience a 
disaster or other extraordinary 
circumstance; (8) the clarification that 
the public reporting of ERRs will be 
posted on an annual basis to the 
Hospital Compare website or its 
successor as soon as is feasible 
following the review and corrections 
period; and (9) the specification that the 
definition of ‘‘applicable hospital’’ does 
not include hospitals and hospital units 
excluded from the IPPS, such as LTCHs, 
cancer hospitals, children’s hospitals, 
IRFs, IPFs, CAHs, and hospitals in 
United States territories and Puerto 
Rico. 

We also have codified certain 
requirements of the Hospital 
Readmissions Reduction Program at 42 
CFR 412.152 through 412.154. In section 
IV.K.11. of the preamble of this final 
rule, we are updating the regulatory text 
to reflect the policies that we are 
finalizing in this final rule. 

We note that we received public 
comments on the effectiveness, 
measures, and methodology of the 
Hospital Readmissions Reduction 
Program in response to the FY 2021 
IPPS/LTCH PPS proposed rule. We also 
received public comments related to the 
social risk adjustment in the Hospital 
Readmissions Reduction Program and 
confidential reporting of stratified data 
for the six readmission measures. While 
we appreciate the commenters’ 
feedback, because we did not include 
any proposals related to these topics in 
the proposed rule, we consider the 

public comments to be out of the scope 
of the proposed rule. However, all 
topics that we consider to be out of 
scope of the proposed rule will be taken 
into consideration when developing 
policies and program requirements for 
future years. 

3. Summary of Policies for the Hospital 
Readmissions Reduction Program 

In the FY 2021 IPPS/LTCH PPS 
proposed rule, we proposed the 
automatic adoption of applicable 
periods beginning with the FY 2023 
program year and all subsequent 
program years, unless otherwise 
specified by the Secretary. Additionally, 
we proposed to update the definition of 
applicable period at 42 CFR 412.152 to 
align with this proposal. After 
consideration of the public comments 
we received, we are finalizing our 
policies as proposed. We discuss 
comments on these policies within the 
respective sections of this final rule. 

4. Current Measures for FY 2021 and 
Subsequent Years 

The Hospital Readmissions Reduction 
Program currently includes six 
applicable conditions/procedures: 
Acute myocardial infarction (AMI); 
heart failure (HF); pneumonia; elective 
primary total hip arthroplasty/total knee 
arthroplasty (THA/TKA); chronic 
obstructive pulmonary disease (COPD); 
and coronary artery bypass graft (CABG) 
surgery. 

We refer readers to the FY 2019 IPPS/ 
LTCH PPS final rule (83 FR 41431 
through 41439) for more information 
about how the Hospital Readmissions 
Reduction Program supports CMS’ goal 
of bringing quality measurement, 
transparency, and improvement together 
with value-based purchasing to the 
hospital inpatient care setting through 
the Meaningful Measures Initiative. We 
continue to believe the measures we 
have adopted adequately meet the goals 
of the Hospital Readmissions Reduction 
Program. Therefore, we did not propose 
to remove or adopt any additional 
measures at this time. 

5. Definition of ‘‘Dual-Eligible’’ 
Beginning in FY 2021 and for 
Subsequent Years 

In the FY 2018 IPPS/LTCH PPS final 
rule (82 FR 38226 through 38229), as 
part of implementing the 21st Century 
Cures Act, we finalized the definition of 
dual-eligible as follows: ‘‘[A]n 
individual would be counted as a full- 
benefit dual patient if the beneficiary 
was identified as full-benefit dual status 
in the State [Medicare Modernization 
Act] (MMA) files for the month he/she 
was discharged from the hospital.’’ In 

the FY 2019 IPPS/LTCH PPS final rule 
(83 FR 41437 through 41438), we 
codified this definition at 42 CFR 
412.152 along with other definitions 
pertinent to dual-eligibility calculations 
for assigning hospitals into peer groups. 

In the FY 2020 IPPS/LTCH PPS final 
rule (84 FR 42384 through 42385), we 
finalized an update to the definition of 
‘‘dual-eligible’’ to specify that, for the 
payment adjustment factors beginning 
with the FY 2021 program year, ‘‘dual- 
eligible’’ is a patient beneficiary who 
has been identified as having full 
benefit status in both the Medicare and 
Medicaid programs in data sourced from 
the State MMA files for the month the 
beneficiary was discharged from the 
hospital, except for those patient 
beneficiaries who die in the month of 
discharge, who will be identified using 
the previous month’s data sourced from 
the State MMA files. 

We refer readers to the FY 2020 IPPS/ 
LTCH PPS final rule (84 FR 42384 
through 42385) for a more detailed 
discussion of this topic. We did not 
propose any updates to our definition of 
‘‘dual-eligible’’ beneficiaries in this rule. 

6. Automatic Adoption of Applicable 
Periods for FY 2023 and Subsequent 
Years 

We refer readers to the FY 2012 IPPS/ 
LTCH PPS final rule (76 FR 51671) and 
the FY 2013 IPPS/LTCH PPS final rule 
(77 FR 53375) for discussion of our 
previously finalized policy for defining 
applicable periods. In the FY 2019 IPPS/ 
LTCH PPS final rule (83 FR 41434 
through 41435) and the FY 2020 IPPS/ 
LTCH PPS final rule (84 FR 42387), we 
finalized the following ‘‘applicable 
periods’’ consistent with the definition 
specified at 42 CFR 412.152, to calculate 
the readmission payment adjustment 
factor for FY 2021 and FY 2022, 
respectively: 

• The 3-year time period of July 1, 
2016 through June 30, 2019 for FY 2021. 

• The 3-year time period of July 1, 
2017 through June 30, 2020 for FY 
2022.434 

This is the 3-year period from which 
CMS uses claims data to calculate ERRs 
and payment adjustment factors for the 
fiscal year; this includes aggregate 
payments for excess readmissions and 
aggregate payments for all discharges 
used in the calculation of the payment 
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adjustment. The ‘‘applicable period’’ for 
dual-eligibles is the same as the 
‘‘applicable period’’ that we otherwise 
adopt for purposes of the Hospital 
Readmissions Reduction Program. 

In order to provide greater certainty 
around future applicable periods for the 
Hospital Readmissions Reduction 
Program, we proposed the automatic 
adoption of applicable periods for FY 
2023 and all subsequent program years 
for the Hospital Readmissions 
Reduction Program. Beginning in FY 
2023, the applicable period for the 
Hospital Readmissions Reduction 
Program will be the 3-year period 
beginning one year advanced from 
previous program fiscal year’s start of 
the applicable period. That is, for FY 
2023, the applicable period for the 
Hospital Readmissions Reduction 
Program measures and for determining 
dual eligibility and payment adjustment 
factors will be the 3-year period from 
July 1, 2018 through June 30, 2021, 
which is advanced one year from the 
applicable period for the FY 2022 
Hospital Readmissions Reduction 
Program. Under this policy, for all 
subsequent years, we would advance 
this 3-year period by one year unless 
otherwise specified by the Secretary, 
which we would convey through notice 
and comment rulemaking. Similarly, the 
applicable period for dual eligibility 
will continue to correspond to the 
applicable period for the Hospital 
Readmissions Reduction Program, 
unless otherwise specified by the 
Secretary. We believe that the automatic 
adoption of the applicable period each 
year will streamline the process and 
provide additional clarity and 
consistency to the Program. We received 
several public comments on the 
proposal for automatic adoption of 
applicable periods. 

Comment: Commenters expressed 
support for the automatic adoption of 
applicable periods. Several commenters 
viewed this proposal as a minimal 
change and noted that this proposal 
would provide continuity and 
consistency for future program years. 

Response: We thank the commenters 
for their support. 

After consideration of the public 
comments that we received, we are 
finalizing our proposal to automatically 
adopt applicable periods for the 
Hospital Readmissions Reduction 
Program beginning with the FY 2023 
program year. 

7. Identification of Aggregate Payments 
for Each Condition/Procedure and All 
Discharges for FY 2021 

When calculating the numerator 
(aggregate payments for excess 

readmissions), we determine the base 
operating DRG payment amount for an 
individual hospital for the applicable 
period for each condition/procedure, 
using Medicare inpatient claims from 
the MedPAR file with discharge dates 
that are within the applicable period. 
Under our established methodology, we 
use the update of the MedPAR file for 
each Federal fiscal year, which is 
updated 6 months after the end of each 
Federal fiscal year within the applicable 
period, as our data source. 

In identifying discharges for the 
applicable conditions/procedures to 
calculate the aggregate payments for 
excess readmissions, we apply the same 
exclusions to the claims in the MedPAR 
file as are applied in the measure 
methodology for each of the applicable 
conditions/procedures. For the FY 2021 
applicable period, this includes the 
discharge diagnoses for each applicable 
condition/procedure based on a list of 
specific ICD–10–CM and ICD–10–PCS 
code sets, as applicable, for that 
condition/procedure, because diagnoses 
and procedure codes for discharges 
occurring on or after October 1, 2015 
(FY 2016) began reporting under the 
ICD–10– CM and ICD–10–PCS code sets 
as opposed to the previous ICD–9CM 
code set. 

We identify Medicare fee-for-service 
(FFS) claims that meet the criteria 
previously described for each applicable 
condition/procedure to calculate the 
aggregate payments for excess 
readmissions. This means that claims 
paid for under Medicare Part C 
(Medicare Advantage) are not included 
in this calculation. This policy is 
consistent with the methodology to 
calculate ERRs based solely on 
admissions and readmissions for 
Medicare FFS patients. Therefore, 
consistent with our established 
methodology, for FY 2021, we proposed 
to continue to exclude admissions for 
patients enrolled in Medicare 
Advantage (MA), as identified in the 
Medicare Enrollment Database. 

For FY 2021, we proposed to 
determine aggregate payments for excess 
readmissions, and aggregate payments 
for all discharges using data from 
MedPAR claims with discharge dates 
that align with the FY 2021 applicable 
period. As we stated in FY 2018 IPPS/ 
LTCH PPS final rule (82 FR 38232), we 
will determine the neutrality modifier 
using the most recently available full 
year of MedPAR data. However, we note 
that, for the purpose of modeling the 
estimated FY 2021 readmissions 
payment adjustment factors for this final 
rule, we used the proportion of dual- 
eligibles, excess readmission ratios, and 
aggregate payments for each condition/ 

procedure and all discharges for 
applicable hospitals from the FY 2021 
Hospital Readmissions Reduction 
Program applicable period. For the FY 
2021 program year, applicable hospitals 
will have the opportunity to review and 
correct calculations based on the 
proposed FY 2021 applicable period of 
July 1, 2016 to June 30, 2019, before 
they are made public under our policy 
regarding reporting of hospital-specific 
information. Again, we reiterate that 
this period is intended to review the 
program calculations, and not the 
underlying data. For more information 
on the review and correction process, 
we refer readers to the FY 2013 IPPS/ 
LTCH PPS final rule (77 FR 53399 
through 53401). 

We proposed the continued use of the 
MedPAR data corresponding to the 
applicable period for the Hospital 
Readmissions Reduction Program 
calculations. We proposed to use the 
March update of the fiscal year MedPAR 
to identify discharges within the 
applicable period during that fiscal year. 
We received no comments on this 
proposal, and therefore are finalizing 
our proposal to use MedPAR data 
corresponding to the applicable period 
for the Hospital Readmissions 
Reduction Program without 
modification. 

8. Calculation of Payment Adjustment 
Factors for FY 2021 

As we discussed in the FY 2018 IPPS/ 
LTCH PPS final rule (82 FR 38226), 
section 1886(q)(3)(D) of the Act requires 
the Secretary to group hospitals and 
apply a methodology that allows for 
separate comparisons of hospitals 
within peer groups in determining a 
hospital’s adjustment factor for 
payments applied to discharges 
beginning in FY 2019. Section 
1886(q)(3)(D) also states that this 
methodology could be replaced through 
the application of subclause (E)(i), 
which states that the Secretary may take 
into account the studies conducted and 
the recommendations made by the 
reports required by section 2(d)(1) of the 
IMPACT Act of 2014 (Pub. L. 113–185; 
42 U.S.C. 1395 note) with respect to risk 
adjustment methodologies. The second 
Office of the Assistant Secretary for 
Planning and Evaluation (ASPE) study 
on social risk and Medicare’s value- 
based purchasing programs came out on 
June 29, 2020. We will examine these 
recommendations more closely going 
forward. 

We refer readers to the FY 2018 IPPS/ 
LTCH PPS final rule (82 FR 38226 
through 38237) for a detailed discussion 
of the payment adjustment 
methodology. We did not propose any 
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changes to this payment adjustment 
calculation methodology for FY 2021. 

9. Calculation of Payment Adjustment 
for FY 2021 

Section 1886(q)(3)(A) of the Act 
defines the payment adjustment factor 
for an applicable hospital for a fiscal 
year as ‘‘equal to the greater of: (i) The 
ratio described in subparagraph (B) for 
the hospital for the applicable period (as 
defined in paragraph (5)(D)) for such 
fiscal year; or (ii) the floor adjustment 
factor specified in subparagraph (C).’’ 
Section 1886(q)(3)(B) of the Act, in turn, 
describes the ratio used to calculate the 
adjustment factor. Specifically, it states 
that the ratio is equal to 1 minus the 
ratio of—(1) the aggregate payments for 
excess readmissions; and (2) the 
aggregate payments for all discharges, 
scaled by the neutrality modifier. The 
methodology used for the calculation of 
this ratio is codified at 42 CFR 
412.154(c)(1) and the methodology for 
the calculation of the floor adjustment 
factor is codified at 42 CFR 
412.154(c)(2). Section 1886(q)(3)(C) of 
the Act specifies the floor adjustment 
factor at 0.97 for FY 2015 and 
subsequent fiscal years. 

Consistent with section 1886(q)(3) of 
the Act, codified in our regulations at 42 
CFR 412.154(c)(2), for FY 2021, the 
payment adjustment factor will be either 
the greater of the ratio or the floor 
adjustment factor of 0.97. Under our 
established policy, the ratio is rounded 
to the fourth decimal place. In other 
words, for FY 2021, a hospital subject to 
the Hospital Readmissions Reduction 
Program would have an adjustment 
factor that is between 1.0 (no reduction) 
and 0.9700 (greatest possible reduction). 

For additional information on the FY 
2021 payment calculation, we refer 
readers to the Hospital Readmissions 
Reduction Program information and 
resources available on our QualityNet 
website. We did not propose any 
changes to our calculation of the 
payment methodology. 

10. Confidential Reporting of Stratified 
Data for Hospital Quality Measures 

Consistent with our plans described 
in the FY 2020 IPPS/LTCH PPS final 
rule (84 FR 42388 through 42390), we 
included in confidential hospital- 
specific reports (HSR) data stratified by 
patient dual-eligible status for the six 
readmissions measures included in the 
Hospital Readmissions Reduction 
Program in the Spring of 2020. These 
data included two disparity 
methodologies designed to illuminate 
potential disparities within individual 
hospitals and across hospitals nationally 
and supplement the measure data 

currently publicly reported on the 
Hospital Compare website. However, 
these stratified data are provided in 
confidential reports and not publicly 
reported at this time. The first 
methodology, the Within-Hospital 
Disparity Method, highlights differences 
in outcomes for dual-eligible versus 
non-dual-eligible patients within an 
individual hospital, while the second 
methodology, the Dual Eligible Outcome 
Method, allows for a comparison of 
performance in care for dual-eligible 
patients across hospitals (82 FR 38405 
through 38407; 83 FR 41598; 84 FR 
42388 through 42389). These two 
disparity methods are separate from the 
methodology used by the Hospital 
Readmissions Reduction Program that 
assesses hospital performance relative to 
other hospitals with a similar 
proportion of dual-eligible patients (that 
is, peer group), and we emphasize that 
the two disparity methods would not be 
used in payment adjustment factor 
calculations under the Hospital 
Readmissions Reduction Program. We 
note that the two disparity methods do 
not place any additional collection or 
reporting burden on hospitals because 
dual-eligibility data are readily available 
in claims data. In addition, we reiterate 
that these confidential hospital-specific 
reports data do not impact the 
calculation of hospital payment 
adjustment factors under the Hospital 
Readmissions Reduction Program. 

We did not propose any updates to 
the confidential reporting of stratified 
data in the proposed rule. 

11. Revisions of Regulatory Text 
We proposed to revise 42 CFR 

412.152 to reflect the proposed policy to 
automatically adopt applicable periods 
for the Program as previously discussed 
in section IV.K.6. of the preamble of this 
final rule. Specifically, we proposed to 
revise the definition of ‘‘applicable 
period’’ and ‘‘applicable period for dual 
eligibility’’ as follows: 

Applicable period is, with respect to 
a fiscal year, the 3-year period (specified 
by the Secretary) from which data are 
collected in order to calculate excess 
readmission ratios and adjustments 
under the Hospital Readmissions 
Reduction Program. The applicable 
period for FY 2022 is the 3-year period 
from July 1, 2017 through June 30, 2020. 
Beginning with the FY 2023 program 
year, the applicable period is the 3-year 
period advanced by 1-year from the 
prior year’s period from which data are 
collected in order to calculate excess 
readmission ratios and adjustments 
under the Hospital Readmissions 
Reduction Program, unless otherwise 
specified by the Secretary. 

Applicable period for dual-eligibility 
is the 3-year data period corresponding 
to the applicable period for the Hospital 
Readmissions Reduction Program, 
unless otherwise established by the 
Secretary. 

We received several public comments 
on our proposal to revise 42 CFR 
412.152 to reflect the proposed policy to 
automatically adopt applicable periods 
for the Program. 

Comment: Commenters supported 
this proposal. Several commenters 
viewed this proposal as a minimal 
change and noted that this proposal 
would provide continuity and 
consistency for future program years. 

Response: We thank commenters for 
their support. 

After consideration of the public 
comments that we received, we are 
finalizing our proposal to update the 
regulatory text as proposed. 

12. Overall Hospital Quality Star 
Ratings 

In the CY 2021 OPPS/ASC proposed 
rule (85 FR 48772 through 49082), we 
proposed a methodology to calculate the 
Overall Hospital Quality Star Ratings 
(Overall Star Ratings). The Overall Star 
Ratings would utilize data collected on 
hospital inpatient and outpatient 
measures that are publicly reported on 
a CMS website, including data from the 
Hospital Readmissions Reduction 
Program. We refer readers to section 
XVI. of the CY 2021 OPPS/ASC 
proposed rule for details. 

L. Hospital Value-Based Purchasing 
(VBP) Program: Updates 

1. Background 

a. Statutory Background and Overview 
of Past Program Years 

Section 1886(o) of the Act requires the 
Secretary to establish a hospital value 
based purchasing program (the Hospital 
VBP Program) under which value-based 
incentive payments are made in a fiscal 
year (FY) to hospitals that meet 
performance standards established for a 
performance period for such fiscal year. 
Both the performance standards and the 
performance period for a fiscal year are 
to be established by the Secretary. 

For more of the statutory background 
and descriptions of our current policies 
for the Hospital VBP Program, we refer 
readers to the Hospital Inpatient VBP 
Program final rule (76 FR 26490 through 
26547); the FY 2012 IPPS/LTCH PPS 
final rule (76 FR 51653 through 51660); 
the CY 2012 OPPS/ASC final rule with 
comment period (76 FR 74527 through 
74547); the FY 2013 IPPS/LTCH PPS 
final rule (77 FR 53567 through 53614); 
the FY 2014 IPPS/LTCH PPS final rule 
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(78 FR 50676 through 50707); the CY 
2014 OPPS/ASC final rule (78 FR 75120 
through 75121); the FY 2015 IPPS/LTCH 
PPS final rule (79 FR 50048 through 
50087); the FY 2016 IPPS/LTCH PPS 
final rule (80 FR 49544 through 49570); 
the FY 2017 IPPS/LTCH PPS final rule 
(81 FR 56979 through 57011); the CY 
2017 OPPS/ASC final rule with 
comment period (81 FR 79855 through 
79862); the FY 2018 IPPS/LTCH PPS 
final rule (82 FR 38240 through 38269); 
the FY 2019 IPPS/LTCH PPS final rule 
(83 FR 41440 through 41472); and the 
FY 2020 IPPS/LTCH PPS final rule (84 
FR 42390 through 42402). 

We also have codified certain 
requirements for the Hospital VBP 
Program at 42 CFR 412.160 through 
412.167. 

b. FY 2021 Program Year Payment 
Details 

Section 1886(o)(7)(B) of the Act 
instructs the Secretary to reduce the 
base operating DRG payment amount for 
a hospital for each discharge in a fiscal 
year by an applicable percent. Under 
section 1886(o)(7)(A) of the Act, the sum 
total of these reductions in a fiscal year 
must equal the total amount available 
for value-based incentive payments for 
all eligible hospitals for the fiscal year, 
as estimated by the Secretary. We 
finalized details on how we would 
implement these provisions in the FY 
2013 IPPS/LTCH PPS final rule (77 FR 
53571 through 53573), and we refer 
readers to that rule for further details. 

Under section 1886(o)(7)(C)(v) of the 
Act, the applicable percent for the FY 
2021 program year is 2 percent. Using 
the methodology we adopted in the FY 
2013 IPPS/LTCH PPS final rule (77 FR 
53571 through 53573), we estimate that 
the total amount available for value- 
based incentive payments for FY 2021 is 
approximately $1.9 billion, based on the 
March 2020 update of the FY 2019 
MedPAR file. 

As finalized in the FY 2013 IPPS/ 
LTCH PPS final rule (77 FR 53573 
through 53576), we will utilize a linear 
exchange function to translate this 
estimated amount available into a value- 
based incentive payment percentage for 
each hospital, based on its Total 
Performance Score (TPS). We will then 

calculate a value-based incentive 
payment adjustment factor that will be 
applied to the base operating DRG 
payment amount for each discharge 
occurring in FY 2021, on a per-claim 
basis. We published proxy value-based 
incentive payment adjustment factors in 
Table 16 associated with the FY 2021 
IPPS/LTCH PPS proposed rule (which is 
available via the internet on the CMS 
website at https://www.cms.gov/ 
medicare/acute-inpatient-pps/fy-2021- 
ipps-proposed-rule-home-page#Tables). 
We are publishing updated proxy value- 
based incentive payment adjustment 
factors in Table 16A associated with this 
final rule (available via the internet on 
the CMS website). The proxy factors are 
based on the TPSs from the FY 2020 
program year. These FY 2020 
performance scores are the most 
recently available performance scores 
that hospitals have been given the 
opportunity to review and correct. The 
updated slope of the linear exchange 
function used to calculate the proxy 
value-based incentive payment 
adjustment factors in Table 16A is 
2.8109251372. This slope, along with 
the estimated amount available for 
value-based incentive payments, has 
been updated based on the March 2020 
update to the FY 2019 MedPAR file and 
is also published in Table 16A 
(available via the internet on the CMS 
website). 

After hospitals have been given an 
opportunity to review and correct their 
actual TPSs for FY 2021, we will post 
Table 16B associated with the final rule 
(which will be available via the internet 
on the CMS website) to display the 
actual value-based incentive payment 
adjustment factors, exchange function 
slope, and estimated amount available 
for the FY 2021 program year. We 
expect Table 16B will be posted on the 
CMS website in the Fall of 2020. 

2. Retention and Removal of Quality 
Measures 

a. Retention of Previously Adopted 
Hospital VBP Program Measures and 
Relationship Between the Hospital IQR 
and Hospital VBP Program Measure Sets 

In the FY 2013 IPPS/LTCH PPS final 
rule (77 FR 53592), we finalized a policy 

to retain measures from prior program 
years for each successive program year, 
unless otherwise proposed and 
finalized. In the FY 2019 IPPS/LTCH 
PPS final rule (83 FR 41440 through 
41441), we finalized a revision to our 
regulations at 42 CFR 412.164(a) to 
clarify that once we have complied with 
the statutory prerequisites for adopting 
a measure for the Hospital VBP Program 
(that is, we have selected the measure 
from the Hospital IQR Program measure 
set and included data on that measure 
on Hospital Compare or its successor for 
at least 1 year prior to its inclusion in 
a Hospital VBP Program performance 
period), the Hospital VBP Program 
statute does not require that the measure 
continue to remain in the Hospital IQR 
Program. We did not propose any 
changes to these policies. 

b. Measure Removal Factors for the 
Hospital VBP Program 

In the FY 2019 IPPS/LTCH PPS final 
rule (83 FR 41441 through 41446), in 
alignment with the Hospital IQR 
Program, we finalized measure removal 
factors for the Hospital VBP Program, 
and we refer readers to that final rule for 
details. We did not propose any changes 
to these policies. 

c. Summary of Previously Adopted 
Measures for the FY 2023 and FY 2024 
Program Years 

We refer readers to the FY 2020 IPPS/ 
LTCH PPS final rule (84 FR 42392 
through 42393) for summaries of 
previously adopted measures for the FY 
2022 and FY 2023 program years, and 
to the tables in this section showing 
summaries of previously adopted 
measures for the FY 2023 and FY 2024 
program years. We note that in the FY 
2021 IPPS/LTCH PPS proposed rule (85 
FR 32769 through 32771), we did not 
propose to add new measures or remove 
measures from the Hospital VBP 
Program. 
BILLING CODE 4120–01–P 
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435 CMS Announced Relief for Clinicians, 
Providers, Hospitals and Facilities Participating in 
Quality Reporting Programs in Response to COVID– 
19. Available at: https://www.cms.gov/newsroom/ 
press-releases/cms-announces-relief-clinicians- 
providers-hospitals-and-facilities-participating- 
quality-reporting. 

BILLING CODE 4120–01–C 

3. Previously Adopted Baseline and 
Performance Periods 

a. Background 
Section 1886(o)(4) of the Act requires 

the Secretary to establish a performance 
period for the Hospital VBP Program 
that begins and ends prior to the 
beginning of such fiscal year. We refer 
readers to the FY 2017 IPPS/LTCH PPS 
final rule (81 FR 56998 through 57003) 
for baseline and performance periods 
that we have adopted for the FY 2020, 
FY 2021, and FY 2022 program years. In 

the same final rule, we finalized a 
schedule for all future baseline and 
performance periods for previously 
adopted measures. We refer readers to 
the FY 2018 IPPS/LTCH PPS final rule 
(82 FR 38256 through 38261), the FY 
2019 IPPS/LTCH PPS final rule (83 FR 
41466 through 41469), and the FY 2020 
IPPS/LTCH PPS final rule (84 FR 42393 
through 42395) for additional baseline 
and performance periods that we have 
adopted for the FY 2022, FY 2023, and 
subsequent program years. 

We note that on March 22, 2020,435 in 
response to the COVID–19 Public Health 
Emergency (PHE), we announced relief 
for clinicians, providers, hospitals, and 
facilities participating in Medicare QRPs 
and VBP programs. In addition, on 
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436 Exceptions and Extensions for Quality 
Reporting Requirements for Acute Care Hospitals, 
PPS-Exempt Cancer Hospitals, Inpatient Psychiatric 
Facilities, Skilled Nursing Facilities, Home Health 

Agencies, Hospices, Inpatient Rehabilitation 
Facilities, Long-Term Care Hospitals, Ambulatory 
Surgical Centers, Renal Dialysis Facilities, and 
MIPS Eligible Clinicians Affected by COVID–19. 

Available at: https://www.cms.gov/files/document/ 
guidance-memo-exceptions-and-extensions-quality- 
reporting-and-value-based-purchasing- 
programs.pdf. 

March 27, 2020,436 we published a 
supplemental guidance memorandum 
that described in more detail the scope 
and duration of the nationwide ECEs we 
were granting under each Medicare QRP 
and VBP program. Due to concerns 
about the national comparability of the 
data we updated the nationwide ECE to 
allow us to not score these data, even if 
voluntarily reported, in the Medicare 
and Medicaid Programs, Clinical 
Laboratory Improvement Amendments 
(CLIA), and Patient Protection and 
Affordable Care Act; Additional Policy 
and Regulatory Revisions in Response to 
the COVID–19 Public Health Emergency 
announced on August 25, 2020 
(hereafter referred to as the ‘‘August 
25th COVID–19 IFC’’) (that is scheduled 
to appear in the September 2, 2020 
Federal Register). Pursuant to the 
August 25th COVID–19 IFC, no claims 
data or chart-abstracted data reflecting 
services provided January 1, 2020–June 
30, 2020 will be used in calculations for 
the Hospital VBP Program due to the 
COVID–19 PHE. Please refer to the 
August 25th COVID–19 IFC for more 
details. 

b. Person and Community Engagement 
Domain 

Since the FY 2015 program year, we 
have adopted a 12-month baseline 
period and a 12-month performance 
period for measures in the Person and 
Community Engagement domain 
(previously referred to as the Patient- 
and Caregiver-Centered Experience of 
Care/Care Coordination domain) (77 FR 
53598; 78 FR 50692; 79 FR 50072; 80 FR 
49561). In the FY 2017 IPPS/LTCH PPS 
final rule (81 FR 56998), we finalized 
our proposal to adopt a 12-month 
performance period for the Person and 
Community Engagement domain that 
runs on the calendar year 2 years prior 
to the applicable program year and a 12- 
month baseline period that runs on the 
calendar year 4 years prior to the 
applicable program year, for the FY 
2019 program year and subsequent 
years. 

We did not propose any changes to 
these policies. 

c. Clinical Outcomes Domain 

For the FY 2020 and FY 2021 program 
years, we adopted a 36-month baseline 
period and a 36-month performance 
period for measures in the Clinical 
Outcomes domain (previously referred 
to as the Clinical Care domain) (79 FR 

50073; 80 FR 49563 through 49564). In 
the FY 2017 IPPS/LTCH PPS final rule 
(81 FR 57001), we also adopted a 22- 
month performance period and a 36- 
month baseline period specifically for 
the MORT–30–PN (updated cohort) 
measure for the FY 2021 program year. 

In the FY 2017 IPPS/LTCH PPS final 
rule (81 FR 57000), we adopted a 36- 
month performance period and a 36- 
month baseline period for the FY 2022 
program year for each of the previously 
finalized measures in the Clinical 
Outcomes domain—that is, the MORT– 
30–AMI, MORT–30–HF, MORT–30– 
COPD, COMP–HIP–KNEE, and MORT– 
30–CABG measures. In the same final 
rule (81 FR 57001), we adopted a 34- 
month performance period and a 36- 
month baseline period for the MORT– 
30–PN (updated cohort) measure for the 
FY 2022 program year. 

In the FY 2018 IPPS/LTCH PPS final 
rule (82 FR 38259), we adopted a 36- 
month performance period and a 36- 
month baseline period for the MORT– 
30–AMI, MORT–30–HF, MORT–30– 
COPD, MORT–30–CABG, MORT–30–PN 
(updated cohort), and COMP–HIP– 
KNEE measures for the FY 2023 
program year and subsequent years. 
Specifically, for the mortality measures 
(MORT–30–AMI, MORT–30–HF, 
MORT–30–COPD, MORT–30–CABG, 
and MORT–30–PN (updated cohort)), 
the performance period runs for 36 
months from July 1, 5 years prior to the 
applicable fiscal program year, to June 
30, 2 years prior to the applicable fiscal 
program year, and the baseline period 
runs for 36 months from July 1, 10 years 
prior to the applicable fiscal program 
year, to June 30, 7 years prior to the 
applicable fiscal program year. For the 
COMP–HIP–KNEE measure, the 
performance period runs for 36 months 
from April 1, 5 years prior to the 
applicable fiscal program year, to March 
31, 2 years prior to the applicable fiscal 
program year, and the baseline period 
runs for 36 months from April 1, 10 
years prior to the applicable fiscal 
program year, to March 31, 7 years prior 
to the applicable fiscal program year. 

We did not propose any changes to 
the length of these performance or 
baseline periods. 

d. Safety Domain 

In the FY 2017 IPPS/LTCH PPS final 
rule (81 FR 57000), we finalized our 
proposal to adopt a performance period 
for all measures in the Safety domain— 

with the exception of the CMS Patient 
Safety and Adverse Events Composite 
(CMS PSI 90) measure—that runs on the 
calendar year 2 years prior to the 
applicable program year and a baseline 
period that runs on the calendar year 4 
years prior to the applicable program 
year for the FY 2019 program year and 
subsequent program years. 

In the FY 2018 IPPS/LTCH PPS final 
rule (82 FR 38258), for the FY 2023 
program year, we adopted a 21-month 
baseline period (October 1, 2015 to June 
30, 2017) and a 24-month performance 
period (July 1, 2019 to June 30, 2021) for 
the CMS PSI 90 measure. In the FY 2018 
IPPS/LTCH PPS final rule (82 FR 38258 
through 38259), we adopted a 24-month 
performance period and a 24-month 
baseline period for the CMS PSI 90 
measure for the FY 2024 program year 
and subsequent years. Specifically, the 
performance period runs from July 1, 4 
years prior to the applicable fiscal 
program year, to June 30, 2 years prior 
to the applicable fiscal program year, 
and the baseline period runs from July 
1, 8 years prior to the applicable fiscal 
program year, to June 30, 6 years prior 
to the applicable fiscal program year. 

We did not propose any changes to 
these policies. 

e. Efficiency and Cost Reduction 
Domain 

Since the FY 2016 program year, we 
have adopted a 12-month baseline 
period and a 12-month performance 
period for the MSPB measure in the 
Efficiency and Cost Reduction domain 
(78 FR 50692; 79 FR 50072; 80 FR 
49562). In the FY 2017 IPPS/LTCH PPS 
final rule (81 FR 56998), we finalized 
our proposal to adopt a 12-month 
performance period for the MSPB 
measure that runs on the calendar year 
2 years prior to the applicable program 
year and a 12-month baseline period 
that runs on the calendar year 4 years 
prior to the applicable program year for 
the FY 2019 program year and 
subsequent years. 

We did not propose any changes to 
these policies. 

f. Summary of Previously Adopted 
Baseline and Performance Periods for 
the FY 2023 Through FY 2026 Program 
Years 

These tables summarize the baseline 
and performance periods that we have 
previously adopted. 
BILLING CODE 4120–01–P 
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BILLING CODE 4120–01–C 

4. Performance Standards for the 
Hospital VBP Program 

a. Background 
Section 1886(o)(3)(A) of the Act 

requires the Secretary to establish 
performance standards for the measures 
selected under the Hospital VBP 
Program for a performance period for 
the applicable fiscal year. The 
performance standards must include 
levels of achievement and improvement, 
as required by section 1886(o)(3)(B) of 
the Act, and must be established no 
later than 60 days before the beginning 
of the performance period for the fiscal 
year involved, as required by section 
1886(o)(3)(C) of the Act. We refer 
readers to the Hospital Inpatient VBP 
Program final rule (76 FR 26511 through 
26513) for further discussion of 
achievement and improvement 
standards under the Hospital VBP 
Program. 

In addition, when establishing the 
performance standards, section 
1886(o)(3)(D) of the Act requires the 
Secretary to consider appropriate 
factors, such as: (1) Practical experience 
with the measures involved, including 
whether a significant proportion of 
hospitals failed to meet the performance 
standard during previous performance 
periods; (2) historical performance 
standards; (3) improvement rates; and 
(4) the opportunity for continued 
improvement. 

We refer readers to the FY 2013, FY 
2014, and FY 2015 IPPS/LTCH PPS final 
rules (77 FR 53599 through 53605; 78 
FR 50694 through 50699; and 79 FR 
50077 through 50081, respectively) for a 

more detailed discussion of the general 
scoring methodology used in the 
Hospital VBP Program. We refer readers 
to the FY 2020 IPPS/LTCH PPS final 
rule (84 FR 42396) for previously 
established performance standards for 
the FY 2022 program year. 

We note that the performance 
standards for all of the following 
measures are calculated with lower 
values representing better performance: 

• CDC NHSN HAI measures (CLABSI, 
CAUTI, CDI, MRSA Bacteremia, and 
Colon and Abdominal Hysterectomy 
SSI). 

• CMS PSI 90 measure. 
• COMP–HIP–KNEE measure. 
• MSPB measure. 
This distinction is made in contrast to 

other measures—HCAHPS and the 
mortality measures, which use survival 
rates rather than mortality rates—for 
which higher values indicate better 
performance. As discussed further in 
the FY 2014 IPPS/LTCH PPS final rule 
(78 FR 50684), the performance 
standards for the Colon and Abdominal 
Hysterectomy SSI measure are 
computed separately for each procedure 
stratum, and we first award 
achievement and improvement points to 
each stratum separately, and then 
compute a weighted average of the 
points awarded to each stratum by 
predicted infections. 

b. Previously Established and Estimated 
Performance Standards for the FY 2023 
Program Year 

In the FY 2018 IPPS/LTCH PPS final 
rule (82 FR 38264 through 38265), we 
established performance standards for 
the FY 2023 program year for the 

Clinical Outcomes domain measures 
(MORT–30–AMI, MORT–30–HF, 
MORT–30–PN (updated cohort), 
MORT–30–COPD, MORT–30–CABG, 
and COMP–HIP–KNEE) and for the 
Efficiency and Cost Reduction domain 
measure (MSPB). In the FY 2019 IPPS/ 
LTCH PPS final rule (83 FR 41471 
through 41472), we established, for the 
FY 2023 program year, the performance 
standards for the Safety domain 
measure, CMS PSI 90. We note that the 
performance standards for the MSPB 
measure are based on performance 
period data. Therefore, we are unable to 
provide numerical equivalents for the 
standards at this time. 

In the FY 2021 IPPS/LTCH PPS 
proposed rule (85 FR 32775 through 
32777), in accordance with our 
methodology for calculating 
performance standards discussed more 
fully in the Hospital Inpatient VBP 
Program final rule (76 FR 26511 through 
26513) and codified at 42 CFR 412.160, 
we estimated additional performance 
standards for the FY 2023 program year. 
In the FY 2021 IPPS/LTCH PPS 
proposed rule (85 FR 32775), we noted 
that the numerical values for the 
performance standards for the Safety 
and Person and Community Engagement 
domains for the FY 2023 program year 
were estimates based on the most 
recently available data, and that we 
intended to update the numerical values 
in the FY 2021 IPPS/LTCH PPS final 
rule. 

The previously established and newly 
established performance standards for 
the measures in the FY 2023 program 
year are set out in these tables. 

VerDate Sep<11>2014 22:38 Sep 17, 2020 Jkt 250001 PO 00000 Frm 00425 Fmt 4701 Sfmt 4700 E:\FR\FM\18SER2.SGM 18SER2jb
el

l o
n 

D
S

K
JL

S
W

7X
2P

R
O

D
 w

ith
 R

U
LE

S
2



58856 Federal Register / Vol. 85, No. 182 / Friday, September 18, 2020 / Rules and Regulations 

The eight dimensions of the HCAHPS 
measure are calculated to generate the 
HCAHPS Base Score. For each of the 
eight dimensions, Achievement Points 
(0–10 points) and Improvement Points 
(0–9 points) are calculated, the larger of 
which is then summed across the eight 
dimensions to create the HCAHPS Base 

Score (80 points). Each of the eight 
dimensions is of equal weight; therefore, 
the HCAHPS Base Score ranges from 0 
to 80 points. HCAHPS Consistency 
Points are then calculated, which range 
from 0 to 20 points. The Consistency 
Points take into consideration the scores 
of all eight Person and Community 

Engagement dimensions. The final 
element of the scoring formula is the 
summation of the HCAHPS Base Score 
and the HCAHPS Consistency Points, 
which results in the Person and 
Community Engagement Domain score 
that ranges from 0 to 100 points. 
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c. Previously Established Performance 
Standards for Certain Measures for the 
FY 2024 Program Year 

We have adopted certain measures for 
the Safety domain, Clinical Outcomes 
domain, and Efficiency and Cost 
Reduction domain for future program 
years in order to ensure that we can 
adopt baseline and performance periods 
of sufficient length for performance 
scoring purposes. In the FY 2019 IPPS/ 

LTCH PPS final rule (83 FR 41472), we 
established performance standards for 
the FY 2024 program year for the 
Clinical Outcomes domain measures 
(MORT–30–AMI, MORT–30–HF, 
MORT–30–PN (updated cohort), 
MORT–30–COPD, MORT–30–CABG, 
and COMP–HIP–KNEE) and the 
Efficiency and Cost Reduction domain 
measure (MSPB). In the FY 2020 IPPS/ 
LTCH PPS final rule (84 FR 42395 

through 42398), we established, for the 
FY 2024 program year, the performance 
standards for the Safety domain 
measure, CMS PSI 90. We note that the 
performance standards for the MSPB 
measure are based on performance 
period data. Therefore, we are unable to 
provide numerical equivalents for the 
standards at this time. The previously 
established performance standards for 
these measures are set out in this table. 

d. Previously Established and Newly 
Established Performance Standards for 
Certain Measures for the FY 2025 
Program Year 

We have adopted certain measures for 
the Safety domain, Clinical Outcomes 
domain, and the Efficiency and Cost 
Reduction domain for future program 

years in order to ensure that we can 
adopt baseline and performance periods 
of sufficient length for performance 
scoring purposes. In the FY 2020 IPPS/ 
LTCH PPS final rule (84 FR 42398 
through 42399), we established 
performance standards for the FY 2025 
program year for the Clinical Outcomes 

domain measures (MORT–30–AMI, 
MORT–30–HF, MORT–30–PN (updated 
cohort), MORT–30–COPD, MORT–30– 
CABG, and COMP–HIP–KNEE) and the 
Efficiency and Cost Reduction domain 
measure (MSPB). We note that the 
performance standards for the MSPB 
measure are based on performance 
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period data. Therefore, we are unable to 
provide numerical equivalents for the 
standards at this time. 

In accordance with our methodology 
for calculating performance standards 

discussed more fully in the Hospital 
Inpatient VBP Program final rule (76 FR 
26511 through 26513) and codified at 42 
CFR 412.160, we are establishing 
performance standards for the CMS PSI 

90 measure for the FY 2025 program 
year. The previously established and 
newly established performance 
standards for these measures are set out 
in this table. 

e. Newly Established Performance 
Standards for Certain Measures for the 
FY 2026 Program Year 

As previously discussed, we have 
adopted certain measures for the 
Clinical Outcomes domain (MORT–30– 
AMI, MORT–30–HF, MORT–30–PN 
(updated cohort), MORT–30–COPD, 
MORT–30–CABG, and COMP–HIP– 
KNEE) and the Efficiency and Cost 
Reduction domain (MSPB) for future 

program years in order to ensure that we 
can adopt baseline and performance 
periods of sufficient length for 
performance scoring purposes. In 
accordance with our methodology for 
calculating performance standards 
discussed more fully in the Hospital 
Inpatient VBP Program final rule (76 FR 
26511 through 26513), and our 
performance standards definitions 
codified at 42 CFR 412.160, we are 
establishing the following performance 

standards for the FY 2026 program year 
for the Clinical Outcomes domain and 
the Efficiency and Cost Reduction 
domain. We note that the performance 
standards for the MSPB measure are 
based on performance period data. 
Therefore, we are unable to provide 
numerical equivalents for the standards 
at this time. The newly established 
performance standards for these 
measures are set out in this table. 
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We received several public comments 
on our newly established performance 
periods for FY 2024 through FY 2026. 

Comment: A few commenters 
expressed their support for the newly 
established performance standards for 
certain measures for the FY 2023 
through FY 2026 program years. 

Response: We thank commenters for 
their support. 

After consideration of the public 
comments that we received, we are 
establishing the performance standards 
for the FY 2023 through FY 2026 
program years as previously discussed. 

5. Scoring Methodology and Data 
Requirements 

a. Domain Weighting for the FY 2022 
Program Year and Subsequent Years for 
Hospitals That Receive a Score on All 
Domains 

In the FY 2018 IPPS/LTCH PPS final 
rule (82 FR 38266), we adopted a policy 
to retain the equal weight of 25 percent 
for each of the four domains in the 
Hospital VBP Program for the FY 2020 
program year and subsequent years for 
hospitals that receive a score in all 
domains. We did not propose any 
changes to these domain weights. 

b. Domain Weighting for the FY 2022 
Program Year and Subsequent Years for 
Hospitals Receiving Scores on Fewer 
Than Four Domains 

In the FY 2015 IPPS/LTCH PPS final 
rule (79 FR 50084 through 50085), for 

the FY 2017 program year and 
subsequent years, we adopted a policy 
that hospitals must receive domain 
scores on at least three of four quality 
domains in order to receive a TPS, and 
hospitals with sufficient data on only 
three domains will have their TPSs 
proportionately reweighted. We did not 
propose any changes to these domain 
weights. 

c. Minimum Numbers of Measures for 
Hospital VBP Program Domains 

Based on our previously finalized 
policies (82 FR 38266), for a hospital to 
receive domain scores: 

• A hospital must report a minimum 
number of 100 completed HCAHPS 
surveys for a hospital to receive a 
Person and Community Engagement 
domain score. 

• A hospital must receive a minimum 
of two measure scores within the 
Clinical Outcomes domain to receive a 
Clinical Outcomes domain score. 

• A hospital must receive a minimum 
of two measure scores within the Safety 
domain to receive a Safety domain 
score. 

• A hospital must receive a minimum 
of one measure score within the 
Efficiency and Cost Reduction domain 
to receive an Efficiency and Cost 
Reduction domain score. 

We did not propose any changes to 
these policies. 

d. Minimum Numbers of Cases for 
Hospital VBP Program Measures 

(1) Background 

Section 1886(o)(1)(C)(ii)(IV) of the Act 
requires the Secretary to exclude for the 
fiscal year hospitals that do not report 
a minimum number (as determined by 
the Secretary) of cases for the measures 
that apply to the hospital for the 
performance period for the fiscal year. 
For additional discussion of the 
previously finalized minimum numbers 
of cases for measures under the Hospital 
VBP Program, we refer readers to the 
Hospital Inpatient VBP Program final 
rule (76 FR 26527 through 26531); the 
CY 2012 OPPS/ASC final rule (76 FR 
74532 through 74534); the FY 2013 
IPPS/LTCH PPS final rule (77 FR 53608 
through 53610); the FY 2015 IPPS/LTCH 
PPS final rule (79 FR 50085 through 
50086); the FY 2016 IPPS/LTCH PPS 
final rule (80 FR 49570); the FY 2017 
IPPS/LTCH PPS final rule (81 FR 
57011); the FY 2018 IPPS/LTCH PPS 
final rule (82 FR 38266 through 38267); 
the FY 2019 IPPS/LTCH PPS final rule 
(83 FR 41465 through 41466); and the 
FY 2020 IPPS/LTCH PPS final rule (84 
FR 42399 through 42400). We did not 
propose any changes to these policies. 

(2) Summary of Previously Adopted 
Minimum Numbers of Cases 

The previously adopted minimum 
numbers of cases for these measures are 
set forth in this table. 
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437 Pursuant to the August 25th COVID–19 IFC, 
no claims data or chart-abstracted data reflecting 
services provided January 1, 2020–June 30, 2020 
will be used in calculations for the Hospital Value- 
Based Purchasing Program among other Medicare 
quality reporting and value-based purchasing 
programs due to the COVID–19 Public Health 
Emergency. Please refer to the August 25th COVID– 
19 IFC for more details. 

e. Summary of Previously Adopted 
Administrative Policies for NHSN 
Healthcare-Associated Infection (HAI) 
Measure Data 

In the FY 2020 IPPS/LTCH PPS final 
rule (84 FR 42400 through 42402), we 
finalized our proposal for the Hospital 
VBP Program to use the same data to 
calculate the CDC NHSN HAI measures 
that the HAC Reduction Program uses 
for purposes of calculating the measures 
under that program, beginning on 
January 1, 2020 437 for CY 2020 data 
collection, which would apply to the 
Hospital VBP Program starting with data 
for the FY 2022 program year 
performance period. In the FY 2020 
IPPS/LTCH PPS final rule (84 FR 
42402), we also finalized our proposal 
for the Hospital VBP Program to use the 
same processes adopted by the HAC 
Reduction Program for hospitals to 
review and correct data for the CDC 
NHSN HAI measures and to rely on 
HAC Reduction Program validation to 
ensure the accuracy of CDC NHSN HAI 
measure data used in the Hospital VBP 
Program. We did not propose any 
changes to these policies in the 
proposed rule. 

We refer readers to section IV.M. of 
the preamble of this final rule for 
additional information about HAC 
Reduction Program refinements to 

validation policies for the CDC NHSN 
HAI measures. 

6. Overall Hospital Quality Star Rating 
In the CY 2021 OPPS/ASC proposed 

rule (85 FR 48996 through 49027), we 
proposed a methodology to calculate the 
Overall Hospital Quality Star Rating 
(Overall Star Rating). The Overall Star 
Rating would utilize data collected on 
hospital inpatient and outpatient 
measures that are publicly reported on 
a CMS website, including data from the 
Hospital VBP Program. We refer readers 
to section XVI of the CY 2021 OPPS/ 
ASC proposed rule for details. 

M. Hospital-Acquired Conditions (HAC) 
Reduction Program: Updates and 
Changes (§ 412.170) 

1. Regulatory Background 
We refer readers to the FY 2014 IPPS/ 

LTCH PPS final rule (78 FR 50707 
through 50708) for a general overview of 
the HAC Reduction Program and to the 
same final rule (78 FR 50708 through 
50709) for a detailed discussion of the 
statutory basis for the Program. For 
additional descriptions of our 
previously finalized policies for the 
HAC Reduction Program, we also refer 
readers to the following final rules: 

• The FY 2014 IPPS/LTCH PPS final 
rule (78 FR 50707 through 50729). 

• The FY 2015 IPPS/LTCH PPS final 
rule (79 FR 50087 through 50104). 

• The FY 2016 IPPS/LTCH PPS final 
rule (80 FR 49570 through 49581). 

• The FY 2017 IPPS/LTCH PPS final 
rule (81 FR 57011 through 57026). 

• The FY 2018 IPPS/LTCH PPS final 
rule (82 FR 38269 through 38278). 

• The FY 2019 IPPS/LTCH PPS final 
rule (83 FR 41472 through 41492). 

• The FY 2020 IPPS/LTCH PPS final 
rule (84 FR 42402 through 42411). 

These rules describe the general 
framework for the HAC Reduction 
Program’s implementation, including: 
(1) The relevant definitions applicable 
to the program; (2) the payment 
adjustment under the program; (3) the 
measure selection process and 
conditions for the program, including a 
risk adjustment and scoring 
methodology; (4) performance scoring; 
(5) data collection; (6) validation; (7) 
measure removal factors policy; (8) the 
process for making hospital-specific 
performance information available to 
the public, including the opportunity 
for a hospital to review the information 
and submit corrections; (9) the 
extraordinary circumstances exception 
policy; and (10) limitation of 
administrative and judicial review. We 
remind readers that data collection and 
validation policies (items (5) and (6)) 
were finalized in the FY 2019 IPPS/ 
LTCH PPS final rule (83 FR 41472 
through 41492) and further clarified in 
the FY 2020 IPPS/LTCH PPS final rule 
(84 FR 42402 through 42411). 

We have also codified certain 
requirements of the HAC Reduction 
Program at 42 CFR 412.170 through 
412.172. 

1. Summary of Policies for the HAC 
Reduction Program 

In section IV.M.4. of the preamble of 
this final rule, we discuss the automatic 
adoption of applicable periods 
beginning with the FY 2023 program 
year and all subsequent program years, 
unless otherwise specified by the 
Secretary. In section IV.M.6. of the 
preamble of this final rule, we discuss 
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our refinements to the HAC Reduction 
Program validation procedures. Finally, 
in section IV.M.7. of the preamble of 
this final rule, we discuss our update to 
the definition of applicable period at 42 
CFR 412.170 to align with our finalized 
changes. We note that we received 
public comments related to the structure 
of the program, its measures, and the 
overall Medicare quality evaluation 
strategy for the HAC Reduction Program 
in response to the FY 2021 IPPS/LTCH 
PPS proposed rule. While we appreciate 
the commenters’ feedback, because we 
did not include any proposals related to 

these topics in the proposed rule, we 
consider the public comments to be out 
of the scope of the proposed rule. 
However, all topics that we consider to 
be out of scope of the proposed rule will 
be taken into consideration when 
developing policies and program 
requirements for future years. 

2. Measures for FY 2021 and 
Subsequent Years 

a. Current Measures 

The HAC Reduction Program has 
adopted six measures to date. In the FY 

2014 IPPS/LTCH PPS final rule (78 FR 
50717), we finalized the use of five CDC 
NHSN HAI measures: (1) CAUTI; (2) 
CDI; (3) CLABSI; (4) Colon and 
Abdominal Hysterectomy SSI; and (5) 
MRSA bacteremia. In the FY 2017 IPPS/ 
LTCH PPS final rule (81 FR 57014), we 
also finalized the use of the CMS PSI 90 
measure. These previously finalized 
measures, with their full measure 
names, are shown in this table. 

Technical specifications for the CMS 
PSI 90 measure can be found on the 
QualityNet website at: https://
www.qualitynet.org/inpatient/measures/ 
psi/resources. Technical specifications 
for the CDC NHSN HAI measures can be 
found at CDC’s NHSN website at: http:// 
www.cdc.gov/nhsn/acute-care-hospital/ 
index.html. Both websites provide 
measure updates and other information 
necessary to guide hospitals 
participating in the collection of HAC 
Reduction Program data. 

In this final rule, we note that we did 
not propose to adopt or remove any 
measures. 

b. Measure Removal Factors Policy 

We refer readers to the FY 2019 IPPS/ 
LTCH PPS final rule (83 FR 41472 
through 41474) for more information 
about how the HAC Reduction Program 
supports CMS’ goal of bringing quality 
measurement, transparency, and 
improvement together with value-based 
purchasing to the hospital inpatient care 
setting through the Meaningful 

Measures Initiative. We also refer 
readers to the FY 2020 IPPS/LTCH PPS 
final rule (84 FR 42404 through 42406) 
for information about our measure 
removal and retention factors for the 
HAC Reduction Program. In this final 
rule, we note that we did not propose 
any measure removal and retention 
factor policy changes. 

4. Applicable Period for the HAC 
Reduction FY 2023 Program Year and 
Subsequent Years 

As we stated in the FY 2014 IPPS/ 
LTCH PPS final rule (78 FR 50717), we 
believe that using 24-month data 
collection periods for the CMS PSI 90 
and CDC NHSN HAI measures for the 
HAC Reduction Program provides 
hospitals and the general public the 
most current data available. The 24- 
month data period also allows time to 
complete the complex calculation 
process for these measures, to perform 
comprehensive quality assurance to 
enhance the accuracy of measure 
results, and to disseminate confidential 

reports on hospital-level results to 
individual hospitals. Though we had 
truncated the applicable period to 
shorter than a 24-month data collection 
period for the CMS PSI 90 to 
accommodate the transition to the ICD– 
10 classification system for FY 2018 and 
2019, we returned to using the full 24- 
month data collection period as soon as 
the ICD–10 transition was complete. In 
the FY 2018 IPPS/LTCH PPS final rule 
(82 FR 38271), for FY 2020, we finalized 
the applicable period for the CMS PSI 
90 as the 24-month period from July 1, 
2016 through June 30, 2018. 
Additionally, we finalized the 
applicable period for the CDC NHSN 
HAI measures (CLABSI, CAUTI, Colon 
and Abdominal Hysterectomy SSI, 
MRSA Bacteremia, and CDI), as the 24- 
month period from January 1, 2017 
through December 31, 2018. We have 
finalized the 24-month applicable 
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438 FY 2019 IPPS/LTCH PPS final rule (83 FR 
41489); FY 2020 IPPS/LTCH PPS final rule (84 FR 
42410). 

439 Pursuant to [August 25th COVID IFC, no 
claims and chart-abstracted data reflecting services 
provided January 1, 2020–June 30, 2020 will be 
used in calculations for the HAC Reduction 
Program and other value-based purchasing and 
quality reporting programs, and some data has been 
made optional because of the COVID 19 PHE. For 
more details on the impact to scoring, please refer 
to the CMS–3401–IFC: Medicare and Medicaid 
Programs, Clinical Laboratory Improvement 
Amendments (CLIA), and Patient Protection and 
Affordable Care Act; Additional Policy and 
Regulatory Revisions in Response to the COVID–19 
Public Health Emergency. 

periods for FYs 2021 and 2022 438 
consistent with these applicable periods 
and with the definition specified at 42 
CFR 412.170. 

In order to provide greater certainty 
around future applicable periods for the 
HAC Reduction Program, we proposed 
the automatic adoption of applicable 
periods for the FY 2023 program year 
and all subsequent program years for the 
HAC Reduction Program. Beginning in 
FY 2023, the applicable period for both 
the CMS PSI 90 and CDC NHSN HAI 
measures will be the 24-month period 
beginning 1 year advanced from the 
previous program year’s start of the 
applicable period. That is, for FY 2023, 
the applicable period for the CMS PSI 
90 would be the 24-month period from 
July 1, 2019 through June 30, 2021, and 
the applicable period for CDC NHSN 
HAI measures would be the 24-month 
period from January 1, 2020 through 
December 31, 2021, which is advanced 
1 year from the applicable period for the 
FY 2022 HAC Reduction Program.439 
All subsequent years would advance 
this 24-month period by 1 year unless 
otherwise specified by the Secretary, 
which we would convey through notice 
and comment rulemaking. We believe 
that the automatic adoption of the 
applicable period each year would 

streamline the process and provide 
additional clarity and consistency to the 
Program. 

We invited public comment on our 
proposal to automatically adopt 
applicable periods for the Program 
beginning with the FY 2023 program 
year. We received several public 
comments on our proposal for the 
automatic adoption of applicable 
periods for the HAC Reduction Program. 

Comment: Several commenters 
expressed support for the automatic 
adoption of applicable periods. Some of 
these commenters viewed this proposal 
as a minimal change and noted that this 
proposal would provide continuity and 
consistency for future program years. 

Response: We thank the commenters 
for their support. 

Comment: One commenter noted that 
in the proposed rule we stated that the 
24-month period for CDC NHSN HAI 
measures in the FY 2023 program year 
would be January 1, 2020 through 
December 31, 2022. They noted that the 
timeframe we provided was 3 years and 
questioned if we meant to say January 
1, 2020 through December 31, 2021. 

Response: We thank the commenter 
for their correction and agree that the 
applicable period for the CDC NHSN 
HAI measures for the FY 2023 program 
year should be January 1, 2020 through 
December 31, 2021. That updated 
period is reflected in the previous text. 

After consideration of the public 
comments that we received, we are 
finalizing our proposal to automatically 
adopt applicable periods for the HAC 
Reduction Program beginning with the 
FY 2023 program year. 

5. HAC Reduction Program Scoring 
Methodology and Scoring Review and 
Correction Period 

In FY 2019 IPPS/LTCH PPS final rule 
(83 FR 41484 through 41489), we 

adopted the Equal Measure Weights 
approach to scoring and clarified the 
‘‘Scoring Calculations Review and 
Correction Period’’ (83 FR 41484). 
Hospitals must register for a QualityNet 
Secure Portal account in order to access 
their annual hospital-specific reports. 
We will continue using this scoring 
methodology and the ‘‘Scoring 
Calculations Review and Correction 
Period’’ process in FY 2021 and for 
subsequent years. In this final rule, we 
note that we did not propose any 
changes to the HAC Reduction Program 
scoring methodology or Scoring 
Calculations Review and Correction 
Period. 

6. Validation of HAC Reduction 
Program Data 

a. Background 

In the FY 2019 IPPS/LTCH PPS final 
rule (83 FR 41478 through 41484), we 
adopted processes to validate the CDC 
NHSN HAI measure data used in the 
HAC Reduction Program, because the 
Hospital IQR Program finalized its 
proposals to remove the CDC NHSN 
HAI measures from its program. In the 
FY 2020 IPPS/LTCH PPS final rule (84 
FR 42406 through 42410), we provided 
additional clarification to the validation 
selection and scoring methodology. We 
also refer readers to the QualityNet 
website for more information regarding 
chart-abstracted data validation of 
measures. 

In the FY 2019 IPPS/LTCH PPS final 
rule, we finalized our policy that the FY 
2023 HAC Reduction Program will 
begin validation with Q3 2020 
discharges, which must be reported by 
February 2021 using the following 
validation schedule. 
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440 The CMS Clinical Data Abstraction Center 
(CDAC) performs the validation. 

We also adopted a policy that any 
nonsubstantive updates to the 
procedures for measure validation of 
chart-abstracted measures will be 
provided on the QualityNet website. 

We proposed several changes to the 
process for validation of HAC Reduction 
Program measure data to align this 
program with the proposed changes to 
the Hospital IQR Program measure 
validation process. Specifically, we will 
align the hospital selection and 
submission quarters beginning with FY 
2024 Hospital IQR and HAC Reduction 
Programs’ validation so that we only 
require one pool of hospitals to submit 
data for validation. We believe that this 
would reduce burden and streamline 
processes. Our specific proposals to 

update the HAC Reduction Program 
validation process are described later in 
this section. For more information on 
the finalized updates to the Hospital 
IQR Program measure validation 
process, see section VIII.A. of the 
preamble of this final rule. 

b. Updates to Processes for Validation of 
HAC Reduction Program Measure Data 

(1) Aligning Submission Quarters to 
Hospital IQR Submissions 

To support the transition to an 
aligned validation process for the HAC 
Reduction Program and the Hospital 
IQR Program, we proposed to change 
the quarters of data used for HAC 
Reduction Program measure validation. 

Under the existing validation structure, 
hospitals selected for validation for the 
FY 2023 program year would be 
required to submit HAC Reduction 
Program measure data from the third 
and fourth quarters of 2020 and the first 
and second quarters of 2021 (as 
depicted in the table in section IV.M.6.a. 
of the preamble of this final rule). 

In order to align the quarters used for 
HAC Reduction Program and Hospital 
IQR validation, we proposed to only use 
measure data from the third and fourth 
quarters of 2020 for the FY 2023 
program year (illustrated in this table). 
We will use measure data from only 
these quarters for both the random and 
targeted validation pools. 

For the FY 2024 program year and 
subsequent years, we proposed to use 
measure data from all of CY 2021 for 
both the HAC Reduction Program and 

the Hospital IQR Program. Under this 
approach, the data submission 
deadlines for chart-abstracted measures 
will be in the middle of the month, the 

fifth month following the end of the 
reporting quarter. 
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We invited public comment on our 
proposed revision to the validation 
period for the FY 2023 program year 
and alignment of the quarters of data 
used for validation with the Hospital 
IQR Program beginning with validation 
for the FY 2024 program year. We 
received several public comments on 
the proposals to align the quarters of 
validation for the HAC Reduction 
Program and Hospital IQR Program. 

Comment: Several commenters 
supported the proposal to align the 
quarters of validation for the HAC 
Reduction Program and Hospital IQR 
Program. 

Response: We thank the commenters 
for their support of the proposal to 
revise the validation period for the FY 
2023 program year and alignment the 
quarters used for validation beginning 
with validation for the FY 2024 program 
year. 

Comment: One commenter 
recommended limiting the chart- 
abstracted validation to one calendar 
quarter and reducing the number of 
hospitals selected during the validation 
process in order to reduce provider 
burden. 

Response: While we agree with this 
commenter that restricting data 
validation to fewer calendar quarters 
may lead to some reduction to provider 
burden, we do not believe that such a 
restriction would be consistent with our 
approach which has been designed to 
increase opportunities to detect poor 
reporting (77 FR 53540). Additionally, 
requiring fewer quarters of data for 
validation, by reducing sample size, 
would impede the calculation of 
statistically sound validation scores 
needed to make payment 
determinations. 

After consideration of the public 
comments we received, we are 
finalizing our proposals to revise the 
validation period for the FY 2023 HAC 
Reduction Program to Q3 2020 and Q4 
2020, and to align the quarters used for 
validation with the Hospital IQR 
Program beginning with validation of 
data from the first quarter of 2021 for 
the FY 2024 program year. 

(2) Aligning Hospital Selection 
Currently, a total of up to 600 

hospitals may be selected for validation 
under the HAC Reduction Program. This 
is achieved by the HAC Reduction 
Program taking an annual sample of up 
to 400 randomly selected hospitals and 
selecting up to 200 hospitals using 
targeting criteria. We did not propose 
any changes to the hospital selection for 
validation for the FY 2023 program year. 
However, we proposed to update the 
policies to reduce the total validation 

pool from up to 600 hospitals to up to 
400 hospitals, effective beginning with 
validation for the FY 2024 program year. 
This would align with proposed 
changes for by the Hospital IQR Program 
as described in section VIII.A. of the 
preamble of this final rule. To achieve 
this reduction, we proposed reducing 
the randomly selected hospital pool 
from up to 400 hospitals to up to 200 
hospitals for validation for the FY 2024 
program year and subsequent years. We 
note that these will be the same 
hospitals as those selected for validation 
under the Hospital IQR Program to the 
extent that the Hospital IQR Program 
has measures for those hospitals; 
therefore, we will be selecting a total of 
up to 400 hospitals across both the HAC 
Reduction Program and the Hospital 
IQR Program. This would reduce the 
total number of hospitals selected for 
validation across both programs by 
approximately one third each year. We 
believe reducing the total number of 
hospitals randomly selected for chart- 
abstracted measure validation to up to 
200 will maintain a sufficient sample 
size for a statistically meaningful 
estimate of hospitals’ reporting accuracy 
and help streamline the process for both 
programs. 

We invited public comment on our 
proposed revision to align hospital 
selection for validation with the 
Hospital IQR Program beginning with 
validation for the FY 2024 program year. 
We received several public comments 
on reducing the number of hospitals 
selected for chart-abstracted validation 
under the HAC Reduction and Hospital 
IQR Programs from up to 600 to up to 
400. 

Comment: Several commenters 
supported the proposal to reduce the 
number of hospitals selected for chart- 
abstracted validation under the HAC 
Reduction and Hospital IQR Programs 
from up to 600 to up to 400. 

Response: We thank the commenters 
for their support of the proposal to 
reduce the number of hospitals selected 
for validation from up to 600 to up to 
400. 

Comment: We received one comment 
requesting that the number of hospitals 
selected for validation be further limited 
from up to 400 to up to 200. The 
commenter requested that CMS take as 
many steps as possible to minimize 
provider reporting burden as providers 
continue to face disruption to care 
delivery during the COVID–19 public 
health emergency. 

Response: Because the minimum 
sample size required to assess the 
percentage of hospitals in the HAC 
Reduction Program depends on the 
expected percentage of hospitals that 

fail validation, we do not believe that 
we can reduce the number of selected 
hospitals in this section of this rule to 
up to 200 at this time. We will continue 
to evaluate the number of hospitals 
required to be confident that hospitals 
in the HAC Reduction Program 
population are achieving the requisite 
reliability score. 

After consideration of the public 
comments we received, we are 
finalizing our proposal to reduce the 
total number of hospitals selected for 
validation under the HAC Reduction 
Program from up to 600 to up to 400 
beginning with the FY 2024 program 
year, that is, for data beginning with 
calendar year 2021. 

(3) Requiring the Use of Digital 
Submissions for Medical Records 
Requests 

We proposed to require hospitals to 
submit digital files when submitting 
medical records for validation of HAC 
Reduction Program measures, for the FY 
2024 program year and subsequent 
years. Currently, hospitals may choose 
to submit paper copies of medical 
records for chart-abstracted measure 
validation or they may submit patient 
charts for validation by securely 
transmitting electronic versions of 
medical information (83 FR 41478 
through 41484). Currently, submission 
via secure transmission can either entail 
downloading or copying the digital 
image of the patient chart onto CD, 
DVD, or flash drive, or submission of 
PDFs using a CMS-approved secured 
file transfer system. 

In the FY 2021 IPPS/LTCH PPS 
proposed rule, in alignment with 
proposals made for the Hospital IQR 
Program in the same proposed rule, we 
proposed to discontinue the option of 
sending CD, DVD, or flash drives 
containing digital images of patient 
charts, beginning with Q1 2021 for FY 
2024 program year validation. Under 
this approach, hospitals would be 
required to submit PDF copies of 
medical records using direct electronic 
files submission via a CMS-approved 
secure file transmission process. We 
would continue to reimburse hospitals 
at $3.00 per chart, consistent with 
current reimbursement for electronic 
submissions of charts. 

We discussed in the proposed rule 
that we strive to provide the public with 
accurate quality data while maintaining 
alignment with hospital recordkeeping 
practices. We appreciate that hospitals 
have rapidly adopted EHR systems as 
their primary source of information 
about patient care, which can facilitate 
the process of producing electronic 
copies of medical records (78 FR 50834). 
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Additionally, we monitor the medical 
records submissions to the CMS Clinical 
Data Abstraction Center (CDAC) 
contractor, and have found almost two- 
thirds of providers use the option to 
submit PDF copies of medical records as 
electronic files. We noted that paper 
submissions can be reimbursed at a 
higher rate than for electronic 
submissions, especially for longer 
records because paper submissions are 
reimbursed on a per page basis, while 
electronic submissions are reimbursed 
using a flat rate for each submission. In 
our assessment based on the monitoring, 
we believe the electronic submissions 
can be a more effective and efficient 
process for the hospitals selected for 
validation. Requiring electronic file 
submissions reduces the burden of not 
only coordinating numerous paper- 
based pages of medical records and 
making photocopies, but also shipping 
it to the CDAC. Therefore, we stated we 
believe it is appropriate to require that 
hospitals use electronic submissions via 
a CMS-approved secure file 
transmission process. 

We invited public comment on this 
proposed requirement to electronically 
submit medical records for validation. 
We received several public comments 
related to the requirement of electronic 
submissions of medical records for 
validation beginning with data 
submissions of Q1 2021 discharges for 
FY 2024 program year validation. 

Comment: Several commenters 
supported the requirement of electronic 
submissions of medical records for 
validation beginning with data 
submissions of Q1 2021 discharges for 
FY 2024 program year validation. 

Response: We thank the commenters 
for their support of the transition to 
electronic submission of medical 
records. 

Comment: Several commenters 
supported the requirement of electronic 
submissions of medical records for 
validation, but requested that the 
implementation be delayed a year as 
providers address the ongoing 
disruption in care delivery due to the 
COVID–19 public health emergency. 

Response: We appreciate the 
commenters support for the proposal 
but disagree that requiring electronic 
file submission will be burdensome. 
Based on our monitoring of medical 
record submissions to the CDAC, we 
believe requiring electronic file 
submissions is a more effective and 
efficient process and will reduce burden 
for hospitals selected for validation, 
which we believe to be especially 
critical during the COVID–19 PHE. 
Medical records for Q1 2021 would be 

anticipated to be due around August 
2021. 

Comment: A commenter requested 
that we provide additional clarity on the 
processes for electronic submissions. 
Specifically, the commenter questioned 
if the format for the validation record 
requests to hospitals would be modified 
and if CMS would require all 
communication for the validation 
process to be electronic. 

Response: At this time, the medical 
records request packets sent to the 
selected hospitals by the CDAC will 
continue to be distributed in a physical 
FedEx-mailed format, complemented 
with an electronic Case Selection 
Report, or the like, similar to the current 
process. The physical medical record 
request packet ensures that CMS 
receives a signed delivery receipt at the 
official physical location of the hospital. 

After consideration of the public 
comments we received, we are 
finalizing our proposal to require the 
electronic submission of PDF copies of 
medical records to the CDAC for 
validation purposes for the HAC 
Reduction Program beginning with Q1 
2021 discharge data for the FY 2024 
program year. 

7. Regulatory Updates (42 CFR 412.170) 

We proposed to amend the definition 
of applicable period at 42 CFR 412.170 
to align with our finalized automatic 
adoption of applicable periods in future 
program years. Section 42 CFR 412.170 
currently defines applicable period as 
the 2-year period specified by the 
Secretary from which data are collected 
in order to calculate the total hospital- 
acquired condition score under the HAC 
Reduction Program. The proposed 
amendment to the definition will add 
language to specify: (1) The applicable 
period of the CMS PSI 90 and CDC 
NHSN HAI measures for the FY 2023 
HAC Reduction Program; and (2) 
beginning with the FY 2023 program 
year, the applicable period will be 
advanced by 1 year from the prior from 
the prior fiscal year’s applicable period. 
This addition to the definition at 42 CFR 
412.170 makes it so applicable periods 
for future program years do not need to 
be defined during rulemaking. 

We invited public comment on our 
proposal to amend the definition of 
applicable period at 42 CFR 412.170 to 
align with finalized automatic adoption 
of applicable periods in future program 
years. 

We did not receive any public 
comments on the update to the 
definition of applicable period and are 
finalizing our proposed updates to the 
regulatory text at 42 CFR 412.170. 

8. Overall Hospital Quality Star Ratings 
In the CY 2021 OPPS/ASC proposed 

rule (85 FR 48772through 49082), we 
proposed a methodology to calculate the 
Overall Hospital Quality Star Ratings 
(Overall Star Ratings). The Overall Star 
Ratings would utilize data collected on 
hospital inpatient and outpatient 
measures that are publicly reported on 
a CMS website, including data from the 
HAC Reduction Program. We refer 
readers to section XVI of the CY 2021 
OPPS/ASC proposed rule for details. 

N. Payments for Indirect and Direct 
Graduate Medical Education Costs 
(§§ 412.105 and 413.75 Through 413.83) 

1. Overview of Medicare Direct GME 
and IME 

The Medicare program makes 
payments to teaching hospitals to 
account for two types of costs, the direct 
costs (direct GME) and the indirect costs 
(IME) of a hospital’s graduate medical 
education program. Direct GME 
payments represent the direct costs of 
training residents (for example, resident 
salaries, fringe benefits, and teaching 
physician costs associated with an 
approved GME program) and generally 
are calculated by determining the 
product of the Medicare patient load 
(that is, the percentage of the hospital’s 
Medicare inpatient days), the hospital’s 
per resident payment amount, and the 
weighted number of FTE residents 
training at the hospital during the cost 
reporting period. 

The IME adjustment is made to 
teaching hospitals for the additional 
indirect patient care costs attributable to 
teaching activities. For example, 
teaching hospitals typically offer more 
technologically advanced treatments to 
their patients, and therefore, patients 
who are sicker and need more 
sophisticated treatment are more likely 
to go to teaching hospitals. Furthermore, 
there are additional costs related to the 
presence of inefficiencies associated 
with teaching residents resulting from 
the additional tests or procedures 
ordered by residents and the demands 
put on physicians who supervise, and 
staff who support, the residents. IME 
payments are made for each inpatient 
discharge as a percentage add-on 
adjustment to the Hospital Inpatient 
Prospective Payment System (IPPS) 
payment, and are calculated based on 
the hospital’s ratio of FTE residents to 
available beds as defined at 
§ 412.105(b). The statutory formula for 
calculating the IME adjustment is: c × 
[(1 + r).405

¥1], where ‘‘r’’ represents the 
hospital’s ratio of FTE residents to beds, 
and ‘‘c’’ represents an IME multiplier, 
which is set by the Congress. 
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The amount of IME payment a 
hospital receives for a particular 
discharge is dependent upon the 
number of FTE residents the hospital 
trains, the hospital’s number of 
available beds, the current level of the 
statutory IME multiplier, and the per 
discharge IPPS payment. Sections 
1886(d)(5)(B)(v) and 1886(h)(4)(F) of the 
Act established hospital-specific limits 
(that is, caps) for purposes of calculating 
indirect and direct GME payments, 
respectively with regard to the number 
of allopathic and osteopathic FTE 
residents that hospitals may count. 

2. Existing Regulations Related to 
Residency Program or Teaching 
Hospital Closure 

The regulations at 42 CFR 413.79(h) 
for direct GME, and 42 CFR 
412.105(f)(1)(ix) for IME, provide for a 
hospital that is closing or closing its 
residency program(s) to volunteer to 
temporarily transfer a portion of its 
hospital-specific direct GME and IME 
FTE resident caps to other hospitals that 
are willing to accept and train the 
displaced resident(s) for the duration of 
the resident’s training program. CMS 
first implemented regulations regarding 
residents displaced by teaching hospital 
closure in the July 30, 1999 IPPS final 
rule (64 FR 41522). We made the change 
to allow a receiving hospital to receive 
temporary IME and direct GME cap 
adjustments in limited circumstances 
for assuming the training of displaced 
residents due to hospital closure, 
because of a reluctance on the part of 
receiving hospitals to assume such 
displaced residents without receiving 
increases to their IME and direct GME 
FTE resident caps to ensure receipt of 
Medicare funding. We define ‘‘closure 
of a hospital’’ at 42 CFR 413.79(h)(1)(i) 
as a situation in which the hospital 
terminates its Medicare agreement 
under the provisions of § 489.52 of this 
chapter. At 42 CFR 413.79(h)(2), our 
regulations state that a hospital may 
receive a temporary adjustment to its 
FTE cap to reflect residents added 
because of another hospital’s closure if 
the hospital meets the following 
conditions: The hospital is training 
additional residents from a hospital that 
closed on or after July 1, 1996, and no 
later than 60 days after the hospital 
begins to train the residents, the 
hospital submits a request to its 
contractor for a temporary adjustment to 
its FTE cap, documents that the hospital 
is eligible for this temporary adjustment 
by identifying the residents who have 
come from the closed hospital and have 
caused the hospital to exceed its cap, 
and specifies the length of time the 
adjustment is needed. 

Subsequently, in the August 1, 2001 
IPPS final rule (66 FR 39899), we further 
added to the regulations at 42 CFR 
413.79(h) to also allow a receiving 
hospital to receive temporary IME and 
direct GME cap adjustments due to 
closure of a residency program 
(although the hospital itself would 
remain open) for assuming the training 
of displaced residents, due to similar 
reluctance on the part of receiving 
hospitals to accept these displaced 
residents without obtaining increases to 
their IME and direct GME FTE resident 
caps to ensure receipt of Medicare 
funding. We define ‘‘closure of a 
hospital residency training program’’ at 
42 CFR 413.79(h)(1)(ii) to mean the 
hospital ceases to offer training for 
residents in a particular approved 
medical residency training program. 
However, because the hospital with the 
closing program itself remains open in 
the case of program closure, it retains its 
full IME and direct GME FTE resident 
caps. In order to prevent the situation of 
double payment for the same FTE 
resident cap slots, where the originating 
hospital closes a program and fills its 
vacated slots with residents from a 
different specialty, while the receiving 
hospital also receives payment for 
training the displaced resident, we 
stated in regulation that a receiving 
hospital could only receive the 
temporary FTE resident cap adjustment 
if the originating hospital with the 
closed program voluntarily agreed to 
temporarily reduce its FTE resident caps 
for the duration of the displaced 
residents’ training at the receiving 
hospital (see 66 FR 39900 August 1, 
2001). We revised the regulations at 42 
CFR 413.79(h)(3) to specify the 
responsibilities of the closing hospital 
or program and the receiving hospital. 

3. Policy Change Related to Medical 
Residents Affected by Residency 
Program or Teaching Hospital Closure 

When teaching hospitals have closed, 
we receive many inquiries from 
concerned stakeholders about whether 
Medicare IME and direct GME funding 
could be seamlessly maintained for the 
medical residents that would have to 
find alternate training hospitals to 
complete their training. However, 
although not explicitly stated in 
regulations text, our current policy is 
that the definition of a displaced 
resident is one that is physically present 
at the hospital training on the day prior 
to or the day of hospital or program 
closure. This longstanding policy 
derived from the fact that in both the 
regulations text under hospital closure 
and program closure, there is a 
requirement that the receiving hospital 

identifies the residents ‘‘who have come 
from the closed hospital,’’ or ‘‘identifies 
the residents who were in training at the 
time of the program’s closure’’ (see 42 
CFR 413.79(h)(2)(ii) and (h)(3)(ii)(B)). 
We considered the residents who were 
physically present at the hospital to be 
those residents who were ‘‘training at 
the time of the program or hospital 
closure,’’ thereby granting them the 
status of ‘‘displaced residents.’’ 
However, stakeholders have voiced their 
concern that by limiting the ‘‘displaced 
residents’’ to only those physically 
present at the time of closure, it 
becomes much more administratively 
challenging for the following groups of 
residents at closing hospitals/programs 
to have their residencies continue to be 
funded by Medicare: (1) Residents who 
leave the program after the closure is 
publicly announced to continue training 
at another hospital, but before the actual 
closure; (2) residents assigned to and 
training at planned rotations at other 
hospitals who will be unable to return 
to their rotations at the closing hospital 
or program; and (3) individuals (such as 
medical students or would-be fellows) 
who matched into GME programs at the 
closing hospital or program but have not 
yet started training at the closing 
hospital or program. Other groups of 
residents who, under current policy, are 
already considered ‘‘displaced 
residents’’ include— (1) residents who 
are physically training in the hospital 
on the day prior to or day of program 
or hospital closure; and (2) residents 
who would have been at the closing 
hospital/program on the day prior to or 
of closure, but for the fact that they were 
on approved leave at that time, and will 
be unable to return to their training at 
the closing hospital/program. 

We proposed to amend the Medicare 
policy with regard to closing teaching 
hospitals and closing residency 
programs to address the needs of 
residents attempting to find alternative 
hospitals in which to complete their 
training and the incentives of 
originating and receiving hospitals with 
regard to seamless Medicare IME and 
direct GME funding. We proposed to 
change two aspects of the current 
Medicare policy. First, rather than link 
the Medicare temporary funding for the 
affected residents to the day prior to or 
the day of program or hospital closure, 
we proposed that the key day would be 
the day that the closure was publicly 
announced (for example, via a press 
release or a formal notice to the 
Accreditation Council on Graduate 
Medical Education (ACGME)). This 
would provide greater flexibility for the 
residents to transfer while the hospital 
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operations or residency programs were 
winding down, rather than waiting until 
the last day of hospital or program 
operation. This would address the needs 
of the first group of residents as 
previously described: Residents who 
would leave the program after the 
closure was publicly announced to 
continue training at another hospital, 
but before the day of actual closure. 
Second, by removing the link between 
Medicare temporary funding for the 
residents, and the day prior to or the 
day of program or hospital closure, we 
proposed to also allow funding to be 
transferred temporarily for the second 
and third group of residents who are not 
physically at the closing hospital/ 
closing program, but had intended to 
train at (or return to training at, in the 
case of residents on rotation) the closing 
hospital/closing program. 

Thus, we proposed to revise our 
policy with regard to which residents 
can be considered ‘‘displaced’’ for 
Medicare temporary FTE resident cap 
transfer purposes in the situation where 
a hospital announces publicly that it is 
closing, and/or that it is closing a 
residency program(s). Specifically, we 
proposed to add the definition of 
‘‘displaced resident’’ in new 42 CFR 
413.79(h)(1)(iii) to read as set out in the 
regulatory text of this document. 

Current IME regulations at 42 CFR 
412.105(f)(1)(ix) link to the direct GME 
regulations at 42 CFR 413.79(h), so this 
regulation change would apply to the 
IME FTE cap transfers for displaced 
residents as well. In order to fully 
coordinate these IME regulations with 
the new definition of ‘‘displaced 
resident,’’ we proposed to slightly 
modify the regulations at 42 CFR 
412.105(f)(1)(ix) to add the word 
‘‘displaced’’ to describe residents added 
by a receiving hospital due to a hospital 
or program closure. In addition, we 
proposed to change another detail of the 
policy specific to the requirements for 
the receiving hospital. To apply for the 
temporary increase in the Medicare 
resident cap, the receiving hospital 
would have to submit a letter to its 
Medicare Administrative Contractor 
within 60 days after beginning to train 
the displaced residents. In the July 30, 
1999 IPPS final rule (64 FR 41523), we 
stated that this letter must include the 
names and social security numbers of 
the displaced residents, the hospital and 
programs in which the residents were 
training previously, and the amount of 
the cap increase needed for each 
resident (based on how much the 
receiving hospital is in excess of its caps 
and the length of time for which the 
adjustments are needed (42 CFR 
413.79(h)(2)(ii)). To reduce the amount 

of personally identifiable information 
(PII) included in these agreements, we 
proposed to no longer require the full 
social security number for each resident. 
However, in order to still provide 
enough information for the hospitals 
and MACs to be able to differentiate 
among many residents, some which may 
have similar names, we proposed to 
require the receiving hospital to include 
the names and the last four digits of 
each displaced resident’s social security 
number. 

We also noted that as under current 
policy, the maximum number of FTE 
resident cap slots that could be 
transferred to all receiving hospitals is 
the number of IME and direct GME FTE 
resident cap slots belonging to the 
hospital that has the closed program, or 
that is closing. Therefore, if the 
originating hospital is training residents 
in excess of its caps, then being a 
displaced resident does not guarantee 
that a cap slot will be transferred along 
with that resident. A closure situation 
does not grant the Medicare program the 
authority to fund additional residency 
slots in excess of the cap amounts at the 
originating hospital. If there are more 
displaced residents than available cap 
slots, the slots may be apportioned, 
according to the closing hospital’s 
discretion. The decision to transfer a 
cap slot if one is available is voluntary 
and made at the sole discretion of the 
originating hospital (42 CFR 
413.79(h)(3)(ii)). However, if the 
originating hospital decides to do so, 
then it is the originating hospital’s and/ 
or sponsor’s responsibility to determine 
how much of an available cap slot goes 
with a particular resident (if any). (Also 
note that only to the extent a receiving 
hospital would exceed its FTE cap by 
training displaced residents would it be 
eligible for the temporary adjustment 
(66 FR 39899, § 413.79(h)(3)(i)(B)). A 
receiving hospital is paid for the 
displaced resident using its own direct 
GME and IME factors, that is, the same 
rates as those used for residents in its 
own programs (see 66 FR 39901 August 
1, 2001). 

Comment: We received many 
comments in support of our proposals 
relating to changing the policy for what 
constitutes a displaced resident for 
Medicare DGME and IME funding 
purposes. Commenters believed the 
proposals will ensure that all displaced 
residents are fairly considered during a 
temporary transfer of DGME/IME FTE 
cap slots. However, two national 
associations believed CMS should have 
been more generous in its proposals, by 
making the new definition of ‘‘displaced 
resident’’ effective retroactively. One of 
these commenters stated that CMS 

should make the effective date 
retroactive to 2015, to send a strong 
message of support to residents. The 
other commenter stated that CMS 
should make the effective date 
retroactive to the summer of 2019 when 
Hahnemann University Hospital closed. 
This commenter argued that CMS could 
use authority under section 
1871(e)(1)(A)(ii) of the Social Security 
Act (the Act), which states that a 
substantive change in regulations shall 
not be applied retroactively unless the 
failure to apply the change retroactively 
would be contrary to the public interest. 
This commenter believed that failure to 
apply this change to the regulation 
retroactively would be contrary to the 
public interest. In the case of 
Hahnemann University Hospital, the 
commenter argued that hundreds of 
residents were displaced and needed to 
quickly find alternative positions at 
other hospitals or risk being unable to 
become Board certified physicians. In 
addition, it would be in the public 
interest for these hospitals to receive 
DGME and IME funding for taking in 
these residents. 

Response: We appreciate the support 
received for our proposals, and agree 
that all displaced residents will have a 
fair chance of receiving a temporary cap 
transfer when residency programs or 
teaching hospitals close in the future. 
Section 1871(e)(1)(A) of the Act permits 
retroactive application of a substantive 
change to a regulation if the Secretary 
determines that such retroactive 
application is necessary to comply with 
statutory requirements or that failure to 
apply the change retroactively would be 
contrary to the public interest. Here, 
retroactive application of the change to 
the definition of displaced resident is 
not necessary to comply with statutory 
requirements, nor would retroactive 
application at this point a year later 
assist those residents who, at the time 
of Hahnemann University Hospital’s 
closure, according to the commenter, 
had ‘‘to quickly find alternative 
positions at other hospitals or risk being 
unable to become Board certified 
physicians,’’ since we are currently 
unaware of residents who did not find 
new training sites. Therefore, we are not 
accepting the commenters’ request to 
make the effective date of these 
proposals retroactive. 

Comment: A commenter appreciated 
CMS’s proposal to link the Medicare 
temporary funding for the affected 
residents to the day that the closure is 
publicly announced (for example, via a 
press release or a formal notice to the 
Accreditation Council on Graduate 
Medical Education (ACGME)), but the 
commenter requested that CMS should 
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modify this proposal to include an 
‘‘outer boundary’’ of 30 to 60 days prior 
to the actual program or hospital 
closure. The commenter believed this 
would prevent situations where, if the 
closure is announced far in advance of 
the actual closure, the residents may 
depart too early, leaving the remaining 
program(s) and patient care in disarray. 

Response: We appreciate the 
challenges on multiple fronts that 
closing hospitals may face, particularly 
with regard to ensuring provision of 
proper patient care in a safe and 
efficient manner while operations wind 
down. While it may be possible that 
there could be some unforeseen 
consequences of our proposals relating 
to broadening the definition of what 
constitutes a ‘‘displaced resident,’’ we 
believe it is prudent not to further 
restrict this definition by instituting an 
‘‘outer boundary’’ of time which would 
limit the timeframe that a resident may 
choose to depart the closing program or 
hospital and relocate to another 
teaching hospital. We believe that 
decisions regarding the timing of how to 
wind down operations and when and to 
where displaced residents should be 
relocated are best left to the hospital, 
program directors, and residents, and 
should not be mandated by federal 
regulation. Therefore, we are not linking 
Medicare temporary funding to only 
residents that depart a closing hospital 
or program within a predetermined 
‘‘outer boundary’’ of time. 

Comment: A few commenters 
requested that CMS institute a rule that 
when teaching hospitals close, the IME 
and DGME FTE resident caps would be 
automatically divided and assigned to 
each resident that is seeking an 
alternative hospital in which to 
complete his/her training. A commenter 
specified that keeping the authority to 
divide the FTE resident caps in the 
hands of the closing hospital only serves 
to increase the anxiety and uncertainty 
of the affected residents. The 
commenters believed that CMS should 
mitigate the anxiety and uncertainty 
faced by residents training in a closing 
hospital, by removing the authority to 
divide the cap from the closing hospital, 
and by instituting a predetermined 
process whereby each cap slot is equally 
divided among all residents seeking an 
alternative training home. Another 
option stated by one of the commenters 
was to require closing hospitals to 
formalize cap transfers ten days after the 
closure announcement. 

Response: Under existing regulations, 
if there are more displaced residents 
than available cap slots, the slots may be 
apportioned according to the closing 
hospital’s discretion. The decision to 

transfer a cap slot if one is available is 
voluntary and made at the sole 
discretion of the originating hospital (42 
CFR 413.79(h)(3)(ii)). However, if the 
originating hospital decides to do so, 
then it is the originating hospital’s and/ 
or sponsor’s responsibility to determine 
how much of an available cap slot goes 
with a particular resident (if any). We 
appreciate the commenters’ desire to 
mitigate the uncertainty and disruption 
experienced by residents in the 
situation of a closing teaching hospital. 
While an automatic equal division of 
the IME and DGME FTE resident caps 
among all residents seeking alternative 
training sites (that is, total number of 
FTE residents at the closing hospital 
divided by the closing hospital’s IME 
and DGME FTE Resident caps, 
respectively) may seem like a simple 
and fair approach, this could result in 
an advanced resident displaced in the 
final months of his/her training 
receiving the same amount of FTE 
resident cap as a resident displaced 
within his/her first year of training. In 
other words, a resident in his/her final 
months of training requires less of a 
share of the FTE resident cap, while a 
resident still at the beginning of his/her 
residency training requires a larger 
share of the FTE resident cap; therefore, 
assigning both the advanced resident 
and the new resident the same amount 
of FTE resident cap may, in fact, be 
inequitable. Therefore, we are not 
adopting the automatic and equal 
division policy offered by the 
commenters. With respect to the 
timeline for the cap transfer, CMS, 
through regulation, has provided 
hospitals with the flexibility to 
temporarily transfer Medicare funded 
FTE resident caps. We believe that the 
details of the transfer of FTE resident 
cap slots (such as when to release slots, 
the amount of slots to release per each 
resident, and so forth) be left in the 
hands of the closing hospital and/or the 
sponsor of the residency program(s) 
who are familiar with the dynamics of 
their own residency programs. 
Furthermore, we believe that 
organizations representing the interests 
of residents and overseeing the actual 
operation of residency programs are in 
a better position to establish rules 
regarding treatment of residents and 
their rights in the circumstance of a 
program or teaching hospital closure. 
Therefore, we are not adopting the 
commenters’ recommendations to 
require automatic and equal division of 
the FTE resident caps upon hospital 
closure, nor are we requiring that FTE 
resident cap transfers be formalized 

within a certain number of days after 
the announcement of a hospital closure. 

Comment: A commenter urged CMS 
to work with the Accreditation Council 
for Graduate Medical Education 
(ACGME) to establish regulations that 
protect residents and fellows impacted 
by sudden program or hospital closure. 
These regulations should include: 

• Notice by the training hospital, 
intending to file for bankruptcy within 
30 days, to all residents and fellows 
primarily associated with the training 
hospital, as well as those contractually 
matched at that training institution who 
may not yet have matriculated, of its 
intention to close, along with provision 
of reasonable and appropriate 
procedures to assist current and 
matched residents and fellows to find 
and obtain alternative training positions 
that minimize undue financial and 
professional consequences, including 
but not limited to maintenance of 
specialty choice, length of training, 
initial expected time of graduation, 
location and reallocation of funding, 
and coverage of tail medical malpractice 
insurance that would have been offered 
had the program or hospital not closed; 
and 

• Protections against discrimination 
among displaced residents and fellows 
on the basis of sex, age, race, creed, 
national origin, gender identity, or 
sexual orientation. 

Response: We do not believe it is 
CMS’s role to regulate program 
requirements or advocate on behalf of 
the residents themselves. As previously 
stated, we believe that organizations 
representing the interests of residents 
and overseeing the actual operation of 
residency programs are in a better 
position to establish rules regarding 
treatment of residents and their rights in 
the circumstance of a program or 
teaching hospital closure. 

Comment: Some commenters recalled 
the increased concern and uncertainty 
experienced by residents at Hahnemann 
University Hospital, when the hospital 
closure was announced and the sale of 
Hahnemann University Hospital’s IME 
and DGME FTE resident cap slots to 
other hospitals was proffered as a 
possibility. These commenters 
requested that CMS clarify that selling 
of residency cap slots from one hospital 
to another is not permissible. 

Response: CMS and closing teaching 
hospitals that participate in the 
Medicare program must abide by the 
Medicare statute, specifically section 
1886(h)(4)(H)(vi) which provides for the 
redistribution of the closed teaching 
hospital’s IME and DGME FTE resident 
cap slots to other eligible hospital(s) 
according to specific criteria. The sale or 

VerDate Sep<11>2014 22:38 Sep 17, 2020 Jkt 250001 PO 00000 Frm 00438 Fmt 4701 Sfmt 4700 E:\FR\FM\18SER2.SGM 18SER2jb
el

l o
n 

D
S

K
JL

S
W

7X
2P

R
O

D
 w

ith
 R

U
LE

S
2



58869 Federal Register / Vol. 85, No. 182 / Friday, September 18, 2020 / Rules and Regulations 

auctioning off of Medicare funded IME 
and DGME FTE resident cap slots is in 
direct conflict with section 
1886(h)(4)(H)(vi) of the Act. 

Comment: A commenter requested 
that CMS require the MACs to formally 
respond to and approve requests for 
temporary cap adjustments made to the 
MACs by hospitals taking in displaced 
residents under 42 CFR 413.79(h). The 
commenter stated that such approvals 
would smooth future audit work, which 
happens several years after the actual 
cost report year in which the hospital 
took in the displaced residents, 
particularly in the case where the MAC 
may change. 

Response: We appreciate the 
challenges that may arise for both 
hospitals and MACs, because as is often 
the nature of audits, the audits occur 2 
years or more after a cost report is 
submitted. However, we are uncertain of 
the value of MAC approval of temporary 
cap adjustment requests shortly after the 
submission of those requests by 
hospitals taking in displaced residents. 
This is because the total amount of the 
temporary cap increase and the amount 
of displaced cap applicable to each 
displaced FTE resident training at the 
requesting hospital can only be verified 
based on review of rotation schedules 
documenting where and for how much 
time each displaced resident ultimately 
trained at each receiving hospital. 
Review of such documentation, which 
is detailed in nature, can only occur 
during a cost report audit, as it would 
interfere with the normal day to day 
reimbursement activities of the MACs. 
However, we will consider whether this 
commenter’s request would be 
beneficial to MACs and hospitals. 

Comment: A commenter noticed 
CMS’s clarifying statement in the 
proposed rule that under current policy, 
the maximum number of FTE resident 
cap slots that could be transferred to all 
receiving hospitals is the number of IME 
and direct GME FTE resident cap slots 
belonging to the hospital that has the 
closed program, or that is closing (85 FR 
32786). Based upon this clarifying 
statement of the current policy, the 
commenter believes that additional 
corresponding regulatory text may be 
warranted under 42 CFR 413.79(h)(2) for 
the closure of a hospital in order to 
require receiving hospitals of displaced 
residents to submit a copy of a signed 
and dated voluntary FTE transfer 
statement from the closing hospital. 
While this requirement is noted in the 
regulatory text under 42 CFR 
413.79(h)(3) as being applicable for the 
closure of a hospital’s residency training 
program, it is not noted as being 

applicable to a closure of a hospital 
situation under 42 CFR 413.79(h)(2). 

Response: The commenter is pointing 
out a deliberate distinction between the 
regulations text for closing hospitals as 
compared to hospitals remaining open 
but just closing a residency program(s). 
In the case of a closing hospital, since 
there is no concern that the hospital will 
close a program, only to fill the vacated 
residency slots with residents from 
another program, and since the closing 
hospital’s Medicare provider agreement 
along with the IME and DGME FTE 
resident caps will terminate, there 
would be no remaining resident caps to 
‘‘voluntarily’’ agree to reduce. 
Therefore, the responsibility to notify 
the respective MAC lies only with the 
receiving hospital. Accordingly, current 
regulations at 42 CFR 413.79(h)(2), 
which we do not believe need 
modification, state that a hospital may 
receive a temporary adjustment to its 
FTE cap to reflect residents added 
because of another hospital’s closure if 
the hospital meets the following criteria: 
(i) The hospital is training additional 
residents from a hospital that closed on 
or after July 1, 1996; (ii) No later than 
60 days after the hospital begins to train 
the residents, the hospital submits a 
request to its contractor for a temporary 
adjustment to its FTE cap, documents 
that the hospital is eligible for this 
temporary adjustment by identifying the 
residents who have come from the 
closed hospital and have caused the 
hospital to exceed its cap, and specifies 
the length of time the adjustment is 
needed.(bold emphasis added). 

Comment: A commenter supported 
the proposed broadened definition of 
‘‘displaced resident’’ and commented 
that with regard to the inclusion of 
residents who are matched, but have not 
yet started training at the program at the 
closing hospital, CMS should clarify 
that when it uses the term ‘‘matched’’ 
that it means not only residents who 
were matched through the National 
Resident Matching Program (NRMP) on 
Match Day, but also those residents who 
are offered positions through the 
Supplemental Offer and Acceptance 
Program (SOAP) in the days following 
the initial Match process. 

Response: We included in our 
proposed definition of ‘‘displaced 
resident’’ individuals (such as medical 
students or would-be fellows) who 
matched into GME programs at the 
closing hospital or program but have not 
yet started training at the closing 
hospital or program. We did not specify 
a particular match, nor did we limit the 
types of matches that would be 
acceptable. We are clarifying that 
eligible displaced residents may include 

those who matched either through the 
National Resident Matching Program 
(NRMP) or Supplemental Offer and 
Acceptance Program (SOAP), and may 
even include residents and fellows who 
are accepted into an approved medical 
residency program external to one of the 
commonly used match platforms. In 
response to this comment, we are 
modifying the proposed regulations text 
at 42 CFR 413.79(h)(1)(iii)(C) to remove 
the word ‘‘match’’ and instead state a 
resident who ‘‘is accepted into a GME 
program at the closing hospital or 
program but has not yet started training 
at the closing hospital or program.’’ 

Comment: A commenter wondered 
why CMS would continue to require use 
of social security numbers, albeit only 
the last 4 digits, of displaced residents 
to be included in temporary cap transfer 
agreements, when CMS could require 
use of the resident’s National Provider 
Identification (NPI) number instead. The 
commenter noted that once assigned, a 
provider’s NPI is permanent and 
remains with the provider regardless of 
job or location changes, and that while 
not required initially, as soon as 
residents transmit any health data, such 
as write prescriptions, refer patients, or 
order tests for patients in claims 
transactions, or for faculty to bill for 
their services, they are considered 
covered health care providers and must 
have an NPI number. 

Response: In the proposed rule (85 FR 
32786), we proposed that rather than 
continue to require inclusion of each 
displaced resident’s full social security 
number in the temporary cap 
adjustment request submitted to a 
receiving hospital’s Medicare 
Administrative Contractor, we proposed 
to require the receiving hospital to 
include the names and only the last four 
digits of each displaced resident’s social 
security number. As the commenter 
stated, NPIs are not required initially, 
and therefore, it is likely that many 
PGY1 residents, in addition to 
individuals who graduated medical 
school and have been accepted into a 
residency program at the closing 
program or hospital, but have not yet 
started training at the closing program 
or hospital, would not yet have an NPI. 
Therefore, they could not be tracked by 
the MACs in the temporary cap transfer 
agreements with NPIs. As a 
compromise, we are modifying our 
proposal to require inclusion of either— 
(1) the last 4 digits of the social security 
number of a displaced resident; or (2) 
the NPI of the displaced resident, in the 
receiving hospital’s letter to its MAC 
requesting the temporary increase in its 
IME and DGME FTE resident caps. 
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Comment: A commenter questioned 
CMS’s policy about providing pass- 
through funding for pharmacy residents 
displaced by hospital closure. 

Response: This comment is beyond 
the scope of the proposals in the 
proposed rule; therefore, we are not 
addressing this comment at this time. 

We are finalizing our proposed policy 
with slight modification with regard to 
which residents can be considered 
‘‘displaced’’ for Medicare temporary 
FTE resident cap transfer purposes in 
the situation where a hospital 
announces publicly that it is closing, 
and/or that it is closing a residency 
program(s). Specifically, we are 
finalizing the addition of the definition 
of ‘‘displaced resident’’ in new 42 CFR 
413.79(h)(1)(iii) to read as set out in the 
regulatory text of this document, but at 
42 CFR 413.79(h)(1)(iii)(C), we are 
removing the word ‘‘match’’ and instead 
stating a resident who ‘‘is accepted into 
a GME program at the closing hospital 
or program but has not yet started 
training at the closing hospital or 
program.’’ In addition, we are finalizing 
our proposal with modification that to 
apply for the temporary increase in the 
IME and DGME FTE resident caps, the 
receiving hospital would have to submit 
a letter to its Medicare Administrative 
Contractor no later than 60 days after 
beginning to train the displaced 
residents, and must include in the letter 
either— (1) the last 4 digits of the social 
security number of the displaced 
resident; or (2) the NPI of the displaced 
resident. 

Current IME regulations at 42 CFR 
412.105(f)(1)(ix) link to the direct GME 
regulations at 42 CFR 413.79(h), so this 
regulation change would apply to the 
IME FTE cap transfers for displaced 
residents as well. In order to fully 
coordinate these IME regulations with 
the new definition of ‘‘displaced 
resident,’’ we are finalizing our proposal 
to slightly modify the regulations at 42 
CFR 412.105(f)(1)(ix) to add the word 
‘‘displaced’’ to describe residents added 
by a receiving hospital due to a hospital 
or program closure. 

O. Rural Community Hospital 
Demonstration Program 

1. Introduction 

The Rural Community Hospital 
Demonstration was originally 
authorized for a 5-year period by section 
410A of the Medicare Prescription Drug, 
Improvement, and Modernization Act of 
2003 (MMA) (Pub. L. 108–173), and 
extended for another 5-year period by 
sections 3123 and 10313 of the 
Affordable Care Act (Pub. L. 111–148). 
Subsequently, section 15003 of the 21st 

Century Cures Act (Pub. L. 114–255), 
enacted December 13, 2016, amended 
section 410A of Public Law 108–173 to 
require a 10-year extension period (in 
place of the 5-year extension required 
by the Affordable Care Act, as further 
discussed in this final rule). Section 
15003 also required that, no later than 
120 days after enactment of Public Law 
114–255, the Secretary had to issue a 
solicitation for applications to select 
additional hospitals to participate in the 
demonstration program for the second 5 
years of the 10-year extension period, so 
long as the maximum number of 30 
hospitals stipulated by Public Law 114– 
148 was not exceeded. In this final rule, 
we are providing a description of the 
provisions of section 15003 of Public 
Law 114–255, our final policies for 
implementation, and the finalized 
budget neutrality methodology for the 
extension period authorized by section 
15003 of Public Law 114–255. We note 
that the periods of participation for a 
number of the hospitals selected prior to 
the extension period authorized by 
Public Law 114–255 will have ended by 
the close of FY 2021, and that the 
budget neutrality methodology for this 
upcoming fiscal year will take into 
account the schedule of end dates. 

2. Background 
Section 410A(a) of Public Law 108– 

173 required the Secretary to establish 
a demonstration program to test the 
feasibility and advisability of 
establishing rural community hospitals 
to furnish covered inpatient hospital 
services to Medicare beneficiaries. The 
demonstration pays rural community 
hospitals under a reasonable cost-based 
methodology for Medicare payment 
purposes for covered inpatient hospital 
services furnished to Medicare 
beneficiaries. A rural community 
hospital, as defined in section 
410A(f)(1), is a hospital that— 

• Is located in a rural area (as defined 
in section 1886(d)(2)(D) of the Act) or is 
treated as being located in a rural area 
under section 1886(d)(8)(E) of the Act; 

• Has fewer than 51 beds (excluding 
beds in a distinct part psychiatric or 
rehabilitation unit) as reported in its 
most recent cost report; 

• Provides 24-hour emergency care 
services; and 

• Is not designated or eligible for 
designation as a CAH under section 
1820 of the Act. 

Section 410A of Public Law 108–173 
required a 5-year period of performance. 
Subsequently, sections 3123 and 10313 
of Public Law 111–148 required the 
Secretary to conduct the demonstration 
program for an additional 5-year period, 
to begin on the date immediately 

following the last day of the initial 5- 
year period. Public Law 111–148 
required the Secretary to provide for the 
continued participation of rural 
community hospitals in the 
demonstration program during the 5- 
year extension period, in the case of a 
rural community hospital participating 
in the demonstration program as of the 
last day of the initial 5-year period, 
unless the hospital made an election to 
discontinue participation. In addition, 
Public Law 111–148 limited the number 
of hospitals participating to no more 
than 30. We refer readers to previous 
final rules for a summary of the 
selection and participation of these 
hospitals. Starting from December 2014 
and extending through December 2016, 
the 21 hospitals that were still 
participating in the demonstration 
ended their scheduled periods of 
performance on a rolling basis, 
respectively, according to the end dates 
of the hospitals’ cost report periods. 

3. Provisions of the 21st Century Cures 
Act (Pub. L. 114–255) and Finalized 
Policies for Implementation 

a. Statutory Provisions 
As stated earlier, section 15003 of 

Public Law 114–255 further amended 
section 410A of Public Law 108–173 to 
require the Secretary to conduct the 
Rural Community Hospital 
Demonstration for a 10-year extension 
period (in place of the 5-year extension 
period required by Public Law 111– 
148), beginning on the date immediately 
following the last day of the initial 5- 
year period under section 410A(a)(5) of 
Public Law 108–173. Thus, the 
Secretary is required to conduct the 
demonstration for an additional 5-year 
period. Specifically, section 15003 of 
Public Law 114–255 amended section 
410A(g)(4) of Public Law 108–173 to 
require that, for hospitals participating 
in the demonstration as of the last day 
of the initial 5-year period, the Secretary 
shall provide for continued 
participation of such rural community 
hospitals in the demonstration during 
the 10-year extension period, unless the 
hospital makes an election, in such form 
and manner as the Secretary may 
specify, to discontinue participation. 
Furthermore, section 15003 of Public 
Law 114–255 added subsection (g)(5) to 
section 410A of Public Law 108–173 to 
require that, during the second 5 years 
of the 10-year extension period, the 
Secretary shall apply the provisions of 
section 410A(g)(4) of Public Law 108– 
173 to rural community hospitals that 
are not described in subsection (g)(4) 
but that were participating in the 
demonstration as of December 30, 2014, 
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in a similar manner as such provisions 
apply to hospitals described in 
subsection (g)(4). 

In addition, section 15003 of Public 
Law 114–255 amended section 410A of 
Public Law 108–173 to add paragraph 
(g)(6)(A) which requires that the 
Secretary issue a solicitation for 
applications no later than 120 days after 
enactment of paragraph (g)(6) to select 
additional rural community hospitals 
located in any State to participate in the 
demonstration program for the second 5 
years of the 10-year extension period, 
without exceeding the maximum 
number of hospitals (that is, 30) 
permitted under section 410A(g)(3) of 
Public Law 108–173 (as amended by 
Pub. L. 111–148). Section 410A(g)(6)(B) 
of the Act provides that, in determining 
which hospitals submitting an 
application pursuant to this solicitation 
are to be selected for participation in the 
demonstration, the Secretary must give 
priority to rural community hospitals 
located in one of the 20 States with the 
lowest population densities, as 
determined using the 2015 Statistical 
Abstract of the United States. The 
Secretary may also consider closures of 
hospitals located in rural areas in the 
State in which an applicant hospital is 
located during the 5-year period 
immediately preceding the date of 
enactment of Public Law 114–255 
(December 13, 2016), as well as the 
population density of the State in which 
the rural community hospital is located. 

(b) Terms of Participation for the 
Extension Period Authorized by Public 
Law 114–255 

In the FY 2018 IPPS/LTCH PPS final 
rule (82 FR 38280), we finalized our 
policy with regard to the effective date 
for the application of the reasonable 
cost-based payment methodology under 
the demonstration for those previously 
participating hospitals choosing to 
participate in the second 5-year 
extension period. According to our 
finalized policy, each previously 
participating hospital began the second 
5 years of the 10-year extension period 
and payment for services provided 
under the cost-based payment 
methodology under section 410A of 
Public Law 108–173 (as amended by 
section 15003 of Public Law 114–255) 
on the date immediately after the period 
of performance ended under the first 5- 
year extension period. 

Seventeen of the 21 hospitals that 
completed their periods of participation 
under the extension period authorized 
by Public Law 111–148 elected to 
continue in the second 5-year extension 
period for the full second 5-year 
extension period. (Of the four hospitals 

that did not elect to continue 
participating, three hospitals converted 
to CAH status during the time period of 
the second 5-year extension period). 
Therefore, the 5-year period of 
performance for each of these hospitals 
started on dates beginning May 1, 2015 
and extending through January 1, 2017. 
On November 20, 2017, we announced 
that, as a result of the solicitation issued 
earlier in the year responding to the 
requirement in Public Law 114–255, 13 
additional hospitals were selected to 
participate in the demonstration in 
addition to these 17 hospitals 
continuing participation from the first 5- 
year extension period. (Hereafter, these 
two groups are referred to as ‘‘newly 
participating’’ and ‘‘previously 
participating’’ hospitals, respectively.) 
We announced that each of these newly 
participating hospitals would begin its 
5-year period of participation effective 
with the start of the first cost-reporting 
period on or after October 1, 2017. One 
of the hospitals selected from the 
solicitation in 2017 withdrew from the 
demonstration program prior to 
beginning participation in the 
demonstration on July 1, 2018. In 
addition, one of the previously 
participating hospitals closed effective 
January 2019, and another withdrew 
effective October 1, 2019. Therefore, 27 
hospitals were participating in the 
demonstration as of this date—15 
previously participating and 12 newly 
participating. For four of the previously 
participating hospitals, this 5-year 
period of participation will end during 
FY 2020; while one of the previously 
participating hospitals, scheduled to 
end in 2021, chose in February of this 
past year to withdraw effective 
September 2019. Therefore, the budget 
neutrality calculations in this final rule 
are based on 22 hospitals. For seven of 
the remaining 10 hospitals among the 
original group, participation will end 
during FY 2021, with participation 
ending for the other three on December 
31, 2021. The newly participating 
hospitals are all scheduled to end their 
participation either at the end of FY 
2022 or during FY 2023. 

4. Budget Neutrality 

a. Statutory Budget Neutrality 
Requirement 

Section 410A(c)(2) of Public Law 108– 
173 requires that, in conducting the 
demonstration program under this 
section, the Secretary shall ensure that 
the aggregate payments made by the 
Secretary do not exceed the amount 
which the Secretary would have paid if 
the demonstration program under this 
section was not implemented. This 

requirement is commonly referred to as 
‘‘budget neutrality.’’ Generally, when 
we implement a demonstration program 
on a budget neutral basis, the 
demonstration program is budget 
neutral on its own terms; in other 
words, the aggregate payments to the 
participating hospitals do not exceed 
the amount that would be paid to those 
same hospitals in the absence of the 
demonstration program. Typically, this 
form of budget neutrality is viable 
when, by changing payments or aligning 
incentives to improve overall efficiency, 
or both, a demonstration program may 
reduce the use of some services or 
eliminate the need for others, resulting 
in reduced expenditures for the 
demonstration program’s participants. 
These reduced expenditures offset 
increased payments elsewhere under 
the demonstration program, thus 
ensuring that the demonstration 
program as a whole is budget neutral or 
yields savings. However, the small scale 
of this demonstration program, in 
conjunction with the payment 
methodology, made it extremely 
unlikely that this demonstration 
program could be held to budget 
neutrality under the methodology 
normally used to calculate it—that is, 
cost-based payments to participating 
small rural hospitals were likely to 
increase Medicare outlays without 
producing any offsetting reduction in 
Medicare expenditures elsewhere. In 
addition, a rural community hospital’s 
participation in this demonstration 
program would be unlikely to yield 
benefits to the participants if budget 
neutrality were to be implemented by 
reducing other payments for these same 
hospitals. Therefore, in the 12 IPPS final 
rules spanning the period from FY 2005 
through FY 2016, we adjusted the 
national inpatient PPS rates by an 
amount sufficient to account for the 
added costs of this demonstration 
program, thus applying budget 
neutrality across the payment system as 
a whole rather than merely across the 
participants in the demonstration 
program. (A different methodology was 
applied for FY 2017.) As we discussed 
in the FYs 2005 through 2017 IPPS/ 
LTCH PPS final rules (69 FR 49183; 70 
FR 47462; 71 FR 48100; 72 FR 47392; 
73 FR 48670; 74 FR 43922, 75 FR 50343, 
76 FR 51698, 77 FR 53449, 78 FR 50740, 
77 FR 50145; 80 FR 49585; and 81 FR 
57034, respectively), we believe that the 
language of the statutory budget 
neutrality requirements permits the 
agency to implement the budget 
neutrality provision in this manner. 
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b. Methodology Used in Previous Final 
Rules for Periods Prior to the Extension 
Period Authorized by the 21st Century 
Cures Act (Pub. L. 114–255) 

We have generally incorporated two 
components into the budget neutrality 
offset amounts identified in the final 
IPPS rules in previous years. First, we 
have estimated the costs of the 
demonstration for the upcoming fiscal 
year, generally determined from 
historical, ‘‘as submitted’’ cost reports 
for the hospitals participating in that 
year. Update factors representing 
nationwide trends in cost and volume 
increases have been incorporated into 
these estimates, as specified in the 
methodology described in the final rule 
for each fiscal year. Second, as finalized 
cost reports became available, we 
determined the amount by which the 
actual costs of the demonstration for an 
earlier, given year, differed from the 
estimated costs for the demonstration 
set forth in the final IPPS rule for the 
corresponding fiscal year, and 
incorporated that amount into the 
budget neutrality offset amount for the 
upcoming fiscal year. If the actual costs 
for the demonstration for the earlier 
fiscal year exceeded the estimated costs 
of the demonstration identified in the 
final rule for that year, this difference 
was added to the estimated costs of the 
demonstration for the upcoming fiscal 
year when determining the budget 
neutrality adjustment for the upcoming 
fiscal year. Conversely, if the estimated 
costs of the demonstration set forth in 
the final rule for a prior fiscal year 
exceeded the actual costs of the 
demonstration for that year, this 
difference was subtracted from the 
estimated cost of the demonstration for 
the upcoming fiscal year when 
determining the budget neutrality 
adjustment for the upcoming fiscal year. 
We note that we have calculated this 
difference for FYs 2005 through 2015 
between the actual costs of the 
demonstration as determined from 
finalized cost reports once available, 
and estimated costs of the 
demonstration as identified in the 
applicable IPPS final rules for these 
years. 

c. Budget Neutrality Methodology for 
the Extension Period Authorized by the 
21st Century Cures Act (Pub. L. 114– 
255) 

(1) General Approach 
We finalized our budget neutrality 

methodology for periods of participation 
under the second 5 years of the 10-year 
extension period in the FY 2018 IPPS/ 
LTCH PPS final rule (82 FR 38285 
through 38287). Similar to previous 

years, we stated in this rule, as well as 
in the FY 2019 and FY 2020 IPPS/LTCH 
PPS proposed and final rules (83 FR 
20444 and 41503, and 84 FR19452 and 
42421, respectively) that we would 
incorporate an estimate of the costs of 
the demonstration, generally 
determined from historical, ‘‘as 
submitted’’ cost reports for the 
participating hospitals and appropriate 
update factors, into a budget neutrality 
offset amount to be applied to the 
national IPPS rates for the upcoming 
fiscal year. In addition, we stated that 
we would continue to apply our general 
policy from previous years of including, 
as a second component to the budget 
neutrality offset amount, the amount by 
which the actual costs of the 
demonstration for an earlier, given year 
(as determined from finalized cost 
reports when available) differed from 
the estimated costs for the 
demonstration set forth in the final IPPS 
rule for the corresponding fiscal year. 

In these proposed and final rules, we 
described several distinct components 
to the budget neutrality offset amount 
for the specific fiscal years of the 
extension period authorized by Public 
Law 114–255. 

• We included a component to our 
overall methodology similar to previous 
years, according to which an estimate of 
the costs of the demonstration for both 
previously and newly participating 
hospitals for the upcoming fiscal year is 
incorporated into a budget neutrality 
offset amount to be applied to the 
national IPPS rates for the upcoming 
fiscal year. In the FY 2019 IPPS final 
rule (83 FR 41506), we included such an 
estimate of the costs of the 
demonstration for each of FYs 2018 and 
2019 into the budget neutrality offset 
amount for FY 2019. In the FY 2020 
IPPS final rule, we included an estimate 
of the costs of the demonstration for FY 
2020 for 28 hospitals. 

• Similar to previous years, we 
continued to implement the policy of 
determining the difference between the 
actual costs of the demonstration as 
determined from finalized cost reports 
for a given fiscal year and the estimated 
costs indicated in the corresponding 
year’s final rule, and including that 
difference as a positive or negative 
adjustment in the upcoming year’s final 
rule. (For each previously participating 
hospital that decided to participate in 
the second 5 years of the 10-year 
extension period, the cost-based 
payment methodology under the 
demonstration began on the date 
immediately following the end date of 
its period of performance for the first 5- 
year extension period. In addition, for 
previously participating hospitals that 

converted to CAH status during the time 
period of the second 5-year extension 
period, the demonstration payment 
methodology was applied to the date 
following the end date of its period of 
performance for the first extension 
period to the date of conversion). In the 
FY 2020 final rule, we included the 
difference between the amount 
determined for the cost of the 
demonstration in each of FYs 2014 and 
2015 and the estimated amount 
included in the budget neutrality offset 
in the final rule for each of these 
respective fiscal years. For FY 2016 and 
subsequent years we will use finalized 
cost reports when available that detail 
the actual costs of the demonstration for 
each of these fiscal years and 
incorporate these amounts into the 
budget neutrality calculation. 

(2) Methodology for Estimating 
Demonstration Costs for FY 2021 

We are using a methodology similar to 
previous years, according to which an 
estimate of the costs of the 
demonstration for the upcoming fiscal 
year is incorporated into a budget 
neutrality offset amount to be applied to 
the national IPPS rates for the upcoming 
fiscal year, that is, FY 2021. Noting 
again that four of the previously 
participating hospitals will end their 
participation during FY 2020, we are 
conducting this estimate for FY 2021 on 
the basis of the 22 hospitals that will 
participate during that fiscal year. The 
methodology for calculating this amount 
for FY 2021 proceeds according to the 
following steps: 

Step 1: For each of these 22 hospitals, 
we identify the reasonable cost amount 
calculated under the reasonable cost- 
based methodology for covered 
inpatient hospital services, including 
swing beds, as indicated on the ‘‘as 
submitted’’ cost report for the most 
recent cost reporting period available. 
For each of these hospitals, the ‘‘as 
submitted’’ cost report is that with cost 
report period end date in CY 2018. We 
note that among the seven hospitals that 
are scheduled to end participation 
during FY 2021, four will end prior to 
September 30, 2021. Therefore, 
consistent with previous practice, we 
prorate the cost amounts for these 
hospitals by the fraction of total months 
in the demonstration period of 
participation that fall within FY 2021 
out of the total of 12 months in the fiscal 
year. For example, for a hospital withe 
period of performance ending June 30, 
2021, this prorating factor is 0.75. We 
sum these hospital-specific amounts to 
arrive at a total general amount 
representing the costs for covered 
inpatient hospital services, including 
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swing beds, across the total 22 hospitals 
participating during FY 2021. 

Then, we multiply this amount by the 
FYs 2019, 2020 and 2021 IPPS market 
basket percentage increases, which are 
formulated by the CMS Office of the 
Actuary. (We are using the final market 
basket percentage increase for FY 2021, 
which can be found at section IV.B. of 
the preamble to this final rule). The 
result for the 22 participating hospitals 
is the general estimated reasonable cost 
amount for covered inpatient hospital 
services for FY 2021. 

Consistent with our methods in 
previous years for formulating this 
estimate, we are applying the IPPS 
market basket percentage increases for 
FYs 2019 through 2021 to the applicable 
estimated reasonable cost amount 
(previously described) in order to model 
the estimated FY 2021 reasonable cost 
amount under the demonstration. We 
believe that the IPPS market basket 
percentage increases appropriately 
indicate the trend of increase in 
inpatient hospital operating costs under 
the reasonable cost methodology for the 
years involved. 

Step 2: For each of the participating 
hospitals, we identify the estimated 
amount that would otherwise be paid in 
FY 2021 under applicable Medicare 
payment methodologies for covered 
inpatient hospital services, including 
swing beds (as indicated on the same set 
of ‘‘as submitted’’ cost reports as in Step 
1), if the demonstration were not 
implemented. (Also, similar to step 1, 
we are prorating the amounts for 
hospitals whose period of participation 
ends prior to the end of FY 2021 by the 
fraction of total months in the 
demonstration period of participation 
for the hospital that fall within FY 2021 
out of the total of 12 months in the fiscal 
year). We sum these hospital-specific 
amounts, and, in turn, multiply this 
sum by the FYs 2019, 2020 and 2021 
IPPS applicable percentage increases. 
(Again, for FY 2021, we are using the 
final applicable percentage increase, per 
section IV.B. of the preamble of this 
final rule). This methodology differs 
from Step 1, in which we apply the 
market basket percentage increases to 
the hospitals’ applicable estimated 
reasonable cost amount for covered 
inpatient hospital services. We believe 
that the IPPS applicable percentage 
increases are appropriate factors to 
update the estimated amounts that 
generally would otherwise be paid 
without the demonstration. This is 
because IPPS payments constitute the 
majority of payments that would 
otherwise be made without the 
demonstration and the applicable 
percentage increase is the factor used 

under the IPPS to update the inpatient 
hospital payment rates. 

Step 3: We subtract the amount 
derived in Step 2 from the amount 
derived in Step 1. According to our 
methodology, the resulting amount 
indicates the total difference for the 22 
hospitals (for covered inpatient hospital 
services, including swing beds), which 
will be the general estimated amount of 
the costs of the demonstration for FY 
2021. 

For this final rule, the resulting 
amount is $39,825,670, which we are 
incorporating into the budget neutrality 
offset adjustment for FY 2021. This 
estimated amount is based on the 
specific assumptions regarding the data 
sources used, that is, recently available 
‘‘as submitted’’ cost reports and 
historical update factors for cost and 
payment. We noted in the proposed rule 
that if updated data become available 
prior to the final rule, we would use 
them as appropriate to estimate the 
costs for the demonstration program for 
FY 2021 in accordance with our 
methodology for determining the budget 
neutrality estimate). Accordingly, we 
have revised the update factors from the 
proposed rule to indicate those 
presently finalized; and, in addition, 
accounted for the withdrawal of one 
hospital. 

(3) Reconciling Actual and Estimated 
Costs of the Demonstration for Previous 
Years 

As described earlier, we have 
calculated the difference for FYs 2005 
through 2015 between the actual costs 
of the demonstration, as determined 
from finalized cost reports once 
available, and estimated costs of the 
demonstration as identified in the 
applicable IPPS final rules for these 
years. 

In the proposed rule, we stated that if 
finalized cost reports for the entire set 
of hospitals that completed cost report 
periods under the demonstration 
payment methodology beginning in FY 
2016 were available, we would include 
in the final budget neutrality offset 
amount for FY 2021 the difference 
between the actual cost as determined 
from these cost reports and the 
estimated amount identified in the final 
rule for FY 2016 At this point, however, 
not all cost reports have been finalized 
for the 18 hospitals that completed cost 
report periods under the demonstration 
payment methodology beginning in FY 
2016. Therefore, we will not be able to 
incorporate this amount in this final 
rule, but, instead, plan to address 
accordingly in the FY 2022 IPPS/LTCH 
PPS proposed and final rules. 

(4) Total Budget Neutrality Offset 
Amount for FY 2020 

Therefore, for this FY 2021 IPPS/ 
LTCH PPS final rule, the budget 
neutrality offset amount for FY 2021 is 
based on the amount determined under 
section X.4.c.(2). of the preamble of this 
final rule, representing the difference 
applicable to FY 2021 between the sum 
of the estimated reasonable cost 
amounts that would be paid under the 
demonstration to the 22 hospitals 
participating in the fiscal year for 
covered inpatient hospital services and 
the sum of the estimated amounts that 
would generally be paid if the 
demonstration had not been 
implemented. This estimated amount is 
$39,825,670. 

Comment: A commenter expressed 
support for the continuation of the 
program, but stated, that as a 
demonstration, the program does not 
offer long-term financial sustainability 
needed to maintain health care access in 
rural areas. 

Response: We appreciate the 
comment. We have conducted the 
demonstration program in accordance 
with Congressional mandates. 

P. Market-Based MS–DRG Relative 
Weight Data Collection and Potential 
Change in Methodology for Calculating 
MS–DRG Relative Weights 

1. Overview 
As discussed in the FY 2021 IPPS/ 

LTCH PPS proposed rule, on October 
12, 2017, President Trump issued 
Executive Order (E.O.) 13813 on 
Promoting Healthcare Choice and 
Competition Across the United States. 
E.O. 13813 directs the administration, to 
the extent consistent with law, to 
facilitate, ‘‘the development and 
operation of a healthcare system that 
provides high-quality care at affordable 
prices for the American people,’’ by 
increasing consumer choice and 
promoting competition in healthcare 
markets and by removing and revising 
government regulation. 

As a result of E.O. 13813, the 
Secretary published a report entitled, 
‘‘Reforming America’s Healthcare 
System Through Choice and 
Competition,’’ which recognized the 
importance of price transparency in 
bringing down the cost of healthcare (for 
more information regarding this report, 
we refer readers to: https://
www.hhs.gov/sites/default/files/ 
Reforming-Americas-Healthcare- 
System-Through-Choice-and- 
Competition.pdf). Building on the 
importance of transparency in 
healthcare pricing, in accordance with 
the President’s E.O. on Improving Price 
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441 CMS currently refers to chargemasters as a 
Charge Description Master or CDM, which means 
the list of all individual items and services 
maintained by a hospital for which the hospital has 
established a charge. 

442 Richman BD, et al. Battling the Chargemaster: 
A Simple Remedy to Balance Billing for 
Unavoidable Out-of-Network Care. Am J Manag 
Care. 2017;23(4):e100–e105 Available at: https://
www.ajmc.com/journals/issue/2017/2017-vol23-n4/ 
battling-the-chargemaster-a-simple-remedy-to- 
balance-billing-for-unavoidable-out-of-network- 
care. 

and Quality Transparency in American 
Healthcare to Put Patients First (issued 
on June 24, 2019), we proposed in the 
CY 2020 Proposed Changes to Hospital 
Outpatient Prospective Payment and 
Ambulatory Surgical Center Payment 
Systems (OPPS/ASC PPS) proposed rule 
to establish requirements for all 
hospitals in the United States to make 
available to the public their standard 
charges for the items and services they 
provide, including their payer-specific 
negotiated charges for all of their items 
and services, and a more consumer- 
friendly display of their payer-specific 
negotiated charges for certain selected 
shoppable services (84 FR 39571). In the 
CY 2020 OPPS/ASC PPS, Price 
Transparency Requirements for 
Hospitals to Make Standard Charges 
Public final rule (CMS–1717–F2, 
referred to herein as the Hospital Price 
Transparency final rule) (84 FR 65538), 
we finalized these requirements for all 
hospitals in the United States for 
making hospital standard charges 
available to the public, beginning 
January 1, 2021, as well as an 
enforcement scheme to enforce those 
requirements. We also finalized that the 
term ‘‘standard charge’’ means the 
regular rate established by the hospital 
for an item or service provided to a 
specific group of paying patient, and 
includes all of the following as defined 
in our regulations at 45 CFR 180.20: (1) 
Gross charge; (2) payer-specific 
negotiated charge; (3) de-identified 
minimum negotiated charge; (4) de- 
identified maximum negotiated charge; 
and (5) discounted cash price. 

There are three broad types of 
hospital rates, depending on the patient 
and payer: (1) Medicaid and Medicare 
fee for service (FFS) rates; (2) negotiated 
rates with private issuers or health 
plans; and (3) uninsured or self-pay, as 
discussed in the Hospital Price 
Transparency final rule (84 FR 65538). 

Medicaid FFS rates are dictated by 
each State and tend to be at the lower 
end of market rates. Medicare FFS rates 
are determined by CMS and those rates 
tend to be higher than Medicaid rates 
within a state. Privately negotiated rates 
vary with the competitive structure of 
the geographic market and usually tend 
to be somewhat higher than Medicare 
rates, but in some areas of the country 
the two sets of rates tend to converge. 
Uninsured or self-pay patient rates are 
often the same as chargemaster 441 
(gross) rates, which are usually highly 
inflated in order to secure higher 

payments from Medicare and private 
payers.442 

Under the old hospital reimbursement 
system, the more services a hospital 
provided and longer a patient’s stay, the 
greater the reimbursement. Congress, 
recognizing that the reimbursement 
system created disincentives to provide 
efficient care, enacted in 1983 a 
prospective payment system. The 
primary objective of the prospective 
payment system is to create incentives 
for hospitals to operate efficiently and 
minimize unnecessary costs while at the 
same time ensuring that payments are 
sufficient to adequately compensate 
hospitals for their legitimate costs in 
delivering necessary care to Medicare 
beneficiaries. 

To partly compensate hospitals for 
certain overly costly hospitalizations, 
hospitals may receive an ‘‘outlier’’ 
payment which is based on the 
hospital’s billed charges, adjusted to 
cost, in comparison to the payment that 
would otherwise be received and an 
outlier threshold (see 42 CFR 412.84). 
To determine whether an individual 
case would qualify for an outlier 
payment, the hospital’s cost-to-charge 
ratio (CCR) is applied to the covered 
charges to estimate the costs of the case. 
In the late 1990s, many hospitals began 
manipulating or gaming that ratio to 
make it easier to qualify for outlier 
payments. The larger the charges, the 
smaller the ratio, but it takes time for 
the ratio to be updated (unless the 
hospital directly updated their cost-to- 
charge ratio with the MAC). Thus, by 
way of example, if a hospital had a cost- 
to-charge ratio 1 to 5, or 20 percent, then 
a pill which cost the hospital $1 to 
purchase might be billed to a patient at 
$5. However, if the hospital doubled the 
charge to the patient to $10, the 
corresponding change in its ratio would 
take time to be updated. Its costs might 
look like $2 instead of $1 in the interim. 
Rule changes such as those made in the 
IPPS/LTCH PPS Change in Methodology 
for Determining Payment for 
Extraordinarily High-Cost Cases (Cost 
Outliers) Final Rule (June 9, 2003; 68 FR 
34497 through 34504), we established 
policies related to updating CCRs and 
the reconciliation of outlier payments, 
which reduced such manipulation (for 
more information regarding these 
changes we refer readers to: https://
www.govinfo.gov/content/pkg/FR-2003- 

06-09/pdf/03-14492.pdf). Nevertheless, 
some hospitals’ charges do not reflect 
market rates. Hospital bills that are 
generated off these chargemaster rates 
can be inherently unreasonable when 
judged against prevailing market rates. 

Recognizing that chargemaster (gross) 
rates rarely reflect the true market costs, 
we believe that by reducing our reliance 
on the hospital chargemaster, we can 
adjust Medicare payment rates so that 
they reflect the relative market value for 
inpatient items and services. 
Additionally, we have received public 
feedback that the Medicare program’s 
use of hospital gross charges for some 
payments in ratesetting has served as 
the most significant barrier to hospitals’ 
efforts to rebase their chargemasters. 
These stakeholders argued that this 
Medicare payment process serves as a 
barrier for rebasing changes, because 
any reduction in charges requires 
coordination with Medicare, Medicaid 
and commercial health plans so that any 
changes occur in a revenue-neutral 
manner to the hospital. We continue to 
believe that our existing administrative 
mechanisms for hospitals to voluntarily 
lower their charges adequately address 
these commenters’ concerns. 
Specifically, if a hospital is planning on 
voluntarily lowering its charges, it can 
request a CCR change pursuant to 42 
CFR 412.84(i)(1) and as also discussed 
in prior rulemaking (84 FR 42630). 
Nevertheless, we agree in general that a 
decreased reliance on hospital 
chargemasters in Medicare payment 
would be desirable, if an appropriate 
alternative mechanism exists and is 
permitted by statute. 

Furthermore, the goal of reducing the 
Medicare program’s reliance on the 
chargemaster and adopting payment 
strategies that are more reflective of the 
commercial insurance market was 
showcased within E.O. 13890 on 
Protecting and Improving Medicare for 
Our Nation’s Seniors, which President 
Trump issued on October 3, 2019. The 
E.O. described the market benefits 
provided under the Medicare Advantage 
program as providing, ‘‘efficient and 
value-based care through choice and 
private competition, and has improved 
aspects of the Medicare program that 
previously failed seniors.’’ E.O. 13890 
then directed the Medicare program to 
adopt and implement those market- 
based recommendations developed 
pursuant to Executive Order 13813 of 
October 12, 2017 (Promoting Healthcare 
Choice and Competition Across the 
United States), and published in the 
Administration’s report on, ‘‘Reforming 
America’s Healthcare System Through 
Choice and Competition.’’ Furthermore, 
E.O. 13890 directed HHS to identify, 
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‘‘approaches to modify Medicare FFS 
payments to more closely reflect the 
prices paid for services in MA and the 
commercial insurance market, to 
encourage more robust price 
competition, and otherwise to inject 
market pricing into Medicare FFS 
reimbursement.’’ E.O. 13890 directed 
the Secretary, in consultation with other 
partners, to produce a report with 
approaches to achieve the goal of 
establishing more market-based pricing 
within Medicare FFS reimbursements 
within 180 days of the E.O.’s issuance. 
(For additional information on E.O. 
13890, we refer readers to: https://
www.federalregister.gov/documents/ 
2019/10/08/2019-22073/protecting-and- 
improving-medicare-for-our-nations- 
seniors.) (For more information on E.O. 
13813, we direct readers to: https://
www.federalregister.gov/documents/ 
2017/10/17/2017-22677/promoting- 
healthcare-choice-and-competition- 
across-the-united-states.) 

In order to reduce the Medicare 
program’s reliance on the hospital 
chargemaster, thereby advancing the 
critical goals of EOs 13813 and 13890, 
and to support the development of a 
market-based approach to payment 
under the Medicare FFS system, we 
proposed that hospitals would be 
required to report certain market-based 
payment rate information on their 
Medicare cost report for cost reporting 
periods ending on or after January 1, 
2021, to be used in a potential change 
to the methodology for calculating the 
IPPS MS–DRG relative weights to reflect 
relative market-based pricing. 

As described further in section 
IV.P.2.c. of the preamble of this final 
rule, we specifically proposed that 
hospitals would report on the Medicare 
cost report two median payer-specific 
negotiated charges ‘‘by MS–DRG.’’ For a 
third party payer that uses the same 
MS–DRG patient classification system 
used by Medicare, the payer-specific 
negotiated charges that the hospital uses 
to calculate the median by MS–DRG 
would be the payer-specific negotiated 
charges the hospital negotiated with that 
third party payer for the MS–DRG to 
which the patient discharge was 
classified. However, we recognize that 
not all third party payers use the MS– 
DRG patient classification system. For 
those third party payers that do not, the 
payer-specific negotiated charges they 
negotiate with hospitals would be based 
on the system used by that third party 
payer, such as per diem rates or APR– 
DRGs. In that case, the hospital would 
determine and report the median payer- 
specific negotiated charges by MS–DRG 
using its payer-specific negotiated 
charges for the same or similar package 

of services that can be crosswalked to an 
MS–DRG. For simplicity, we refer to 
this data collection herein as collecting 
the median payer-specific negotiated 
charge by MS–DRG. We believed that 
the use of these data in the MS–DRG 
relative weight setting methodology 
would represent a significant and 
important step in reducing the Medicare 
program’s reliance on hospital 
chargemasters, and would better reflect 
relative market-based pricing in 
Medicare FFS inpatient 
reimbursements. 

Specifically, we proposed that 
hospitals would report on the Medicare 
cost report: (1) The median payer- 
specific negotiated charge that the 
hospital has negotiated with all of its 
Medicare Advantage (MA) organizations 
(also referred to as MA organizations) 
payers, by MS–DRG; and (2) the median 
payer-specific negotiated charge the 
hospital has negotiated with all of its 
third party payers, which would include 
MA organizations, by MS–DRG. The 
market-based rate information we 
proposed to collect on the Medicare cost 
report would be the median of the 
payer-specific negotiated charges by 
MS–DRG, as described previously, for a 
hospital’s MA organization payers and 
all of its third party payers. The payer- 
specific negotiated charges used by 
hospitals to calculate these medians 
would be the payer-specific negotiated 
charges for service packages that 
hospitals are required to make public 
under the requirements we finalized in 
the Hospital Price Transparency final 
rule (84 FR 65524) that can be 
crosswalked to an MS–DRG. We stated 
that if we finalized this market-based 
data collection proposal, hospitals 
would use the payer-specific negotiated 
charge data that they would be required 
to make public, as a result of the 
Hospital Price Transparency final rule, 
to then calculate the median payer- 
specific negotiated charges (as described 
further in section IV.P.2.c. of this final 
rule) to report on the Medicare cost 
report. We believed that because 
hospitals are already required to 
publicly report payer-specific negotiated 
charges, in accordance with the Hospital 
Price Transparency final rule, that the 
additional calculation and reporting of 
the median payer-specific negotiated 
charge will be less burdensome for 
hospitals. 

We also sought comment on a 
potential change to the methodology for 
calculating the IPPS MS–DRG relative 
weights to incorporate this market-based 
rate information, beginning in FY 2024, 
which we stated that we may consider 
adopting in the FY 2021 IPPS/LTCH 
PPS final rule. As described in greater 

detail in section IV.P.d. of the preamble 
of this final rule, this methodology 
would involve using hospitals’ reported 
median payer-specific negotiated 
charges to develop market-based IPPS 
payments to reflect the relative hospital 
resources used to provide inpatient 
services to patients. The use of payer- 
specific negotiated charges would 
replace the current use of gross charges 
that are reflected on a hospital’s 
chargemaster and cost information from 
Medicare cost reports for the 
development of the IPPS MS–DRG 
relative weights. CMS requested 
comment on the use of hospitals’ 
reported median payer-specific 
negotiated charge data, which would be 
calculated using a subset of the payer- 
specific negotiated charges that, starting 
January 1, 2021, hospitals are required 
to make public under 45 CFR part 180. 
As proposed, the median payer-specific 
negotiated charges calculated and 
submitted by hospitals for each MS– 
DRG would be limited to charges 
hospitals have negotiated with: (1) MA 
organizations; and (2) third party 
payers, including MA organizations. As 
noted previously, we believed the use of 
payer-specific negotiated charge data in 
the MS–DRG relative weight setting 
methodology would help reduce the 
Medicare program’s reliance on hospital 
chargemasters, and would reflect 
relative market-based pricing in 
Medicare FFS inpatient 
reimbursements. 

2. Market-Based MS–DRG Relative 
Weight Estimation 

a. Overview 

Section 1886(d)(4)(A) of the Act states 
that the Secretary shall establish a 
classification of inpatient hospital 
discharges by diagnosis-related groups 
and a methodology for classifying 
specific hospital discharges within these 
groups. Section 1886(d)(4)(B) of the Act 
states that for each such diagnosis- 
related group the Secretary shall assign 
an appropriate weighting factor which 
reflects the relative hospital resources 
used with respect to discharges 
classified within that group compared to 
discharges classified within other 
groups. For the reasons discussed, we 
believed the use of market-based data, to 
be collected on the Medicare cost report, 
may support the development of an 
appropriate market-based approach to 
payment under the Medicare FFS 
system by incorporating such data into 
the estimation of the relative hospital 
resources used with respect to 
discharges classified within a single 
MS–DRG compared to discharges 
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443 Berenson R.A., Sunshine J.H., Helms D., 
Lawton E. Why Medicare Advantage plans pay 
hospitals traditional Medicare prices. Health Aff 
(Millwood). 2015;34(8):1289–1295. 

444 Baker L.C., Bundorf M.K., Devlin A.M., 
Kessler D.P. Medicare Advantage plans pay less 
than traditional Medicare pays. Health Aff 
(Millwood). 2016;35(8):1444–1451. 

445 Maeda J.L.K., Nelson L. How Do the Hospital 
Prices Paid by Medicare Advantage Plans and 
Commercial Plans Compare with Medicare Fee-for- 
Service Prices? The Journal of Health Care 
Organization, Provision, and Financing. 2018;55(1– 
8). 

classified within other MS–DRGs, as 
required by statute. 

As stated in the proposed rule, we 
currently use a cost-based methodology 
to estimate an appropriate weight for 
each MS–DRG. These weights reflect the 
relative hospital resources used with 
respect to discharges classified within 
that MS–DRG compared to discharges 
classified within other MS–DRGs. The 
current cost-based methodology 
primarily uses hospital charges from the 
MedPAR claims data and cost report 
data from the Healthcare Cost Report 
Information System (HCRIS) to establish 
the MS–DRG relative weights (the 
collection of cost report data is 
authorized under OMB 0938–0050, 
which is used to produce both files). 
(We refer readers to section II.E. of this 
final rule for the discussion of the 
finalized methodology used to 
recalibrate the FY 2021 MS–DRG cost- 
based relative weights.) This cost-based 
methodology was originally proposed 
and finalized with revisions in the FY 
2007 IPPS rulemaking (71 FR 24006 
through 24011 and 71 FR 47881 through 
47898); it has since been modified in 
subsequent IPPS rulemaking. Prior to 
the FY 2007 IPPS rulemaking, we used 
a charge-based DRG relative weight 
methodology. 

Hospitals are already required to 
make their payer-specific negotiated 
charge data for service packages 
publicly available under the Hospital 
Price Transparency final rule (45 CFR 
180.20). As discussed in the proposed 
rule, consistent with the desire to 
reduce the Medicare program’s reliance 
on the hospital chargemaster, as well as 
to inject market pricing into Medicare 
FFS reimbursement, we believe it is 
again appropriate to reconsider our 
current approach to calculating the MS– 
DRG relative weights. For these reasons, 
we have reexamined the need to 
continue to use the charges on IPPS 
hospital claims, in conjunction with 
charge and cost data on hospital cost 
reports, to estimate the MS–DRG 
relative weights. In particular, we stated 
that we were considering whether the 
payer-specific negotiated charges by 
MS–DRG for MA organizations, or 
alternatively the payer-specific 
negotiated charges by MS–DRG for all 
third party payers (we note that this 
would include MA organization data), 
or some other approach that would 
reflect relative market-based charges by 
MS–DRG, could provide an appropriate 
basis for estimating the relative hospital 
resources used with respect to 
discharges classified within a single 
MS–DRG compared to discharges 
classified within other MS–DRGs, as 
required by statute. 

b. Research Comparing Medicare, 
Medicare Advantage Organization, and 
Commercial Payment Rates 

As an initial matter, as discussed in 
the proposed rule, we focused on the 
charges negotiated between hospitals 
and MA organizations given that MA 
plans are often paying for the same units 
and types of services as fee-for-service 
(FFS) Medicare. As part of our 
consideration of this issue, we looked to 
existing public research on the 
relationship between Medicare FFS 
inpatient payment rates and the 
payment rates negotiated between 
hospitals and MA organizations. 
Berenson et al.443 surveyed senior 
hospital and health plan executives and 
found that MA plans nominally pay 
only 100 to 105 percent of traditional 
Medicare rates and, in real economic 
terms, possibly less. Respondents 
broadly identified three primary reasons 
for near payment equivalence: statutory 
and regulatory provisions that limit out- 
of-network payments to traditional 
Medicare rates, de facto budget 
constraints that MA plans face because 
of the need to compete with traditional 
Medicare and other MA plans, and a 
market equilibrium that permits 
relatively lower MA rates as long as 
commercial rates remain well above the 
traditional Medicare rates. 

We next researched empirically based 
comparisons of Medicare FFS rates, MA 
organization rates, and rates of other 
commercial payers. Baker et al.444 used 
data from Medicare and the Health Care 
Cost Institute (HCCI) to identify the 
prices paid for hospital services by FFS 
Medicare, MA plans, and commercial 
insurers in 2009 and 2012. They 
calculated the average price per 
admission, and its trend over time, in 
each of the three types of insurance for 
fixed baskets of hospital admissions 
across metropolitan areas. After 
accounting for differences in hospital 
networks, geographic areas, and case- 
mix between MA and FFS Medicare, 
they found that MA plans paid 5.6 
percent less for hospital services 
compared to FFS Medicare. For the time 
period studied, the authors suggest that 
at least one channel through which MA 
plans paid lower prices was by 
obtaining greater discounts on types of 
FFS Medicare admissions that were 
known to have very short lengths-of- 
stay. They also found that the rates paid 

by commercial plans were much higher 
than those of either MA or FFS 
Medicare, and growing. At least some of 
this difference they indicated came from 
the much higher prices that commercial 
plans paid for profitable service lines. 

Maeda and Nelson 445 also analyzed 
data from the HCCI in their research. 
They compared the hospital prices paid 
by MA organizations and commercial 
plans with Medicare FFS prices using 
2013 claims from the HCCI. The HCCI 
claims were used to calculate hospital 
prices for private insurers, and 
Medicare’s payment rules were used to 
estimate Medicare FFS prices. The 
authors focused on stays at acute care 
hospitals in metropolitan statistical 
areas (MSAs). They found MA prices to 
be roughly equal to Medicare FFS 
prices, on average, but commercial 
prices were 89 percent higher than FFS 
prices. In addition, commercial prices 
varied greatly across and within MSAs, 
but MA prices varied much less. The 
authors considered their results 
generally consistent with the Baker et al. 
study findings in that hospital payments 
by MA plans were much more similar 
to Medicare FFS levels than they were 
to commercial payment levels, although 
they noted that they used slightly 
different methods to calculate Medicare 
FFS prices. 

In their study, Maeda and Nelson also 
examined whether the ratio of MA 
prices to FFS prices varied across DRGs 
to assess whether there were certain 
DRGs for which MA plans tended to pay 
more or less than FFS. They ranked the 
ratio of MA prices to FFS prices and 
adjusted for outlier payments. The 
authors state that they found that, ‘‘there 
were some DRGs where the average MA 
price was much higher than FFS and 
there were some DRGs where the 
average MA price was a bit lower than 
FFS.’’ For example, for the time period 
in question, on average, MA plans paid 
129 percent more than FFS for 
rehabilitation stays (DRG 945), 33 
percent more for depressive neuroses 
(DRG 881), and 27 percent more for 
stays related to psychoses (DRG 885). 
But MA plans paid an average of 9 
percent less than FFS for stays related 
to pathological fractures (DRG 542) and 
wound debridement and skin graft (DRG 
464) (see Online Appendix Table 5 from 
their study). The authors state these 
results suggest that there may be certain 
services where MA plans pay more than 
FFS possibly because the FFS rates for 
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those services are too low, but that there 
may be other services where MA plans 
pay less than FFS possibly because the 
FFS rates for those DRGs are too high 
(Maeda, Nelson, 2018 p. 5). 

Taken as a whole, we continue to 
believe this body of research suggests 
that payer-specific charges negotiated 
between hospitals and MA 
organizations are generally well- 
correlated with Medicare IPPS payment 
rates, and payer-specific charges 
negotiated between hospitals and other 
commercial payers are generally not as 
well-correlated with Medicare IPPS 
payment rates. With respect to either 
type of payer-specific negotiated 
charges, there may be instances where 
those negotiated charges may reflect the 
relative hospital resources used within 
an MS–DRG differently than our current 
cost-based methodology. 

Considering the public availability of 
payer-specific negotiated charges 
starting in CY 2021 and the desire to 
reduce the Medicare program’s reliance 
on the hospital chargemaster, we 
believed we could adjust the 
methodology for calculating the MS– 
DRG relative weights to reflect a more 
market-based approach under our 
authority under sections 1886(d)(4)(A), 
1886(d)(4)(B) and 1886(d)(4)(C) of the 
Act. 

c. Market-Based Data Collection 
For the reasons discussed, in order to 

support the development of a relative 
market-based payment methodology 
under the IPPS, as well as satisfy E.O.s 
13813 and E.O. 13890 by reducing our 
reliance on the hospital chargemaster, 
we proposed to collect market-based 
payment rate information on Medicare 
cost reports beginning with cost 
reporting periods ending on or after 
January 1, 2021. Sections 1815(a) and 
1833(e) of the Act provide that no 
Medicare payments will be made to a 
provider unless it has furnished the 
information, as may be requested by the 
Secretary, to determine the amount of 
payments due the provider under the 
Medicare program. We require that 
providers follow reasonable cost 
principles under section 1861(v)(1)(A) 
of the Act when completing the 
Medicare cost report. Under the 
regulations at 42 CFR 413.20 and 
413.24, we define adequate cost data 
and require cost reports from providers 
on an annual basis. As previously 
discussed, the collection of this market- 
based data on the Medicare cost report 
would allow for the adoption of market- 
based strategies in determining 
Medicare FFS payments and would 
reduce our reliance on the hospital 
chargemaster for ratesetting purposes, in 

particular for purposes of estimating the 
appropriate weighting factor to reflect 
the relative hospital resources used with 
respect to hospital discharges, as 
required under sections 1886(d)(4)(B) 
and 1886(d)(4)(C) of the Act. 

First, we proposed to collect on the 
Medicare cost report the median payer- 
specific negotiated charge that the 
hospital has negotiated with all of its 
MA organization payers, by MS–DRG. 
Second, we proposed to collect on the 
Medicare cost report the median payer- 
specific negotiated charge the hospital 
has negotiated with all of its third party 
payers, which would include MA 
organizations, by MS–DRG. We 
proposed to collect the median of the 
hospital payer-specific negotiated 
charges, because the median is a 
common measure of central tendency 
that is less influenced by outlier values. 
As described in more detail later in this 
section, we proposed to collect the 
hospital’s median payer-specific 
negotiated charges by MS–DRG, which 
would be calculated using the payer- 
specific negotiated charge data for 
service packages that hospitals are 
required to make public under the 
Hospital Price Transparency final rule 
that can be cross-walked to an MS–DRG. 

Medicare certified providers, such as 
Medicare certified hospitals, are 
required to submit an annual cost report 
to their Medicare Administrative 
Contractor (MAC). The Medicare cost 
report contains provider information 
such as facility characteristics, cost and 
charges by cost center, in total and for 
Medicare, Medicare settlement data, and 
financial statement data. The cost report 
must be submitted in a standard (ASCII) 
electronic cost report (ECR) format. CMS 
maintains the cost report data in the 
HCRIS dataset. The HCRIS data 
supports our reimbursement 
policymaking, congressional studies, 
legislative health care reimbursement 
initiatives, Medicare profit margin 
analysis, and relative weight updates. 
As such, every data point from hospital 
cost reports beginning on or after May 
1, 2010 is reflected on the HCRIS 
dataset, and available for public access 
and use. 

We stated in the proposed rule that 
accordingly, if we were to finalize this 
proposal to collect the proposed market- 
based information (specifically, the 
median payer-specific negotiated 
charges negotiated between a hospital 
and all its MA organization payers, by 
MS–DRG and the median payer-specific 
negotiated charges negotiated between a 
hospital and all its third party payers, 
by MS–DRG) on the cost report, that this 
data would become publicly accessible 
on the HCRIS dataset in a de-identified 

manner and would be usable for 
analysis by third parties. The data 
would, by definition, be de-identified 
since we proposed that the hospital 
calculate the median rate (that is, the 
specific rate that is negotiated between 
a hospital and a specific third party 
payer for an MS–DRG would not be 
reported and need to be de-identified). 
For more information or to obtain 
HCRIS data we refer readers to: https:// 
www.cms.gov/Research-Statistics-Data- 
and-Systems/Downloadable-Public-Use- 
Files/Cost-Reports/Cost-Reports-by- 
Fiscal-Year.html. 

A payer-specific negotiated charge is 
the charge that a hospital has negotiated 
with a third party payer for an item or 
service provided by the hospital. We 
noted that the definition of third party 
payer, for the purposes of this rule and 
data collection proposal, includes MA 
organizations. As described later in this 
section, we proposed that the two 
median payer-specific negotiated 
charges by MS–DRG that hospitals 
would be required to report on the 
Medicare cost report for cost reporting 
periods ending on or after January 1, 
2021, would be calculated using the 
payer-specific negotiated charges for 
service packages that hospitals are 
required to make publicly available 
under the Hospital Price Transparency 
final rule that can be cross-walked to a 
MS–DRG. 

The Hospital Price Transparency final 
rule required that hospitals make 
publicly available via the internet their 
standard charges (including, as 
applicable, gross charges, payer-specific 
negotiated charges, de-identified 
minimum negotiated charges, de- 
identified maximum negotiated charges, 
and discounted cash prices) in two 
different ways: (1) A single machine- 
readable file containing a list of 
standard charges for all items and 
services provided by the hospital that 
complies with requirements described 
in 45 CFR 180.50; and (2) a consumer- 
friendly list of standard charges for as 
many of the 70 CMS-specified 
shoppable services that are provided by 
the hospital, and as many additional 
hospital-selected shoppable services as 
is necessary for a combined total of at 
least 300 shoppable services, that 
complies with requirements described 
in 45 CFR 180.60. For purposes of this 
rule and data collection proposal, we 
proposed that hospitals would calculate 
the median payer-specific negotiated 
charge by MS–DRG using the payer- 
specific negotiated charge data by MS– 
DRG from the single machine-readable 
file for all items and services (as 
required by the Hospital Price 
Transparency final rule) and not the 
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version of payer-specific negotiated 
charge data included within the file for 
public production, in a consumer- 
friendly manner, of CMS-specified and 
hospital-selected shoppable services. 

We proposed the following 
methodology for how each hospital 
would calculate its median payer- 
specific negotiated charge for MA 
organizations by MS–DRG and its 
median payer-specific negotiated charge 
for all third party payers by MS–DRG. 
We proposed to collect this data for 
purposes of incorporating market-based 
rate information into the IPPS payment 
methodologies. We stated that the 
median payer-specific negotiated charge 
data would be reported by MS–DRG for 
consistency with the grouping system 
that we currently use to classify 
inpatient hospital discharges under 
section 1886(d)(4)(A) of the Act. 
Therefore, as referenced previously, 
hospitals would report the payer- 
specific negotiated charges by MS–DRG 
and not by another DRG classification 
system. 

To determine the median payer- 
specific negotiated charge for MA 
organizations for a given MS–DRG, a 
hospital would list, by MS–DRG, each 
discharge in its cost reporting period 
that was paid for by an MA 
organization, and the corresponding 
payer-specific negotiated charge that 
was negotiated as payment for items and 
services provided for that discharge. 
The median payer-specific negotiated 
charge for payers that are MA 
organizations, for that MS–DRG, would 
be the median payer-specific negotiated 
charge in that list of discharges. 

A simplified example for the purpose 
of illustrating this process is as follows. 
Hospital A has negotiated four different 
payer-specific charges with four MA 
organizations for hypothetical MS–DRG 
123. The four payer-specific negotiated 
charges are $7,300, $7,400, $7,600, and 
$7,700. In its cost reporting period, 
Hospital A had 3 discharges for which 
$7,300 was the basis for payment for the 
items and services provided for that 
discharge, 2 discharges for which $7,400 
was the basis for payment for the items 
and services provided for that discharge, 
1 discharge for which $7,600 was the 
basis for payment for the items and 
services provided for that discharge, and 
1 discharge for which $7,700 was the 
basis for payment for the items and 
services provided for that discharge. 
Therefore, for Hospital A, the payer- 
specific negotiated charges for its list of 
discharges paid for by MA organizations 
in its cost reporting period for MS–DRG 
123 is $7,300, $7,300, $7,300, $7,400, 
$7,400, $7,600, and $7,700. The median 
of this list is $7,400. Hospital A’s 

median payer-specific negotiated charge 
for MS–DRG 123 for payers that are MA 
organizations would be $7,400. 

The methodology we proposed for 
how each hospital would calculate its 
median payer-specific negotiated charge 
for a given MS–DRG for all third party 
payers, including MA organizations, is 
the same as the process outlined 
previously. 

For purposes of this calculation, we 
proposed to define the term, ‘‘payer- 
specific negotiated charge’’ as the charge 
that a hospital has negotiated with a 
third party payer for an item or service. 
We proposed to use this definition of 
the payer-specific negotiated charge, 
because it would capture the charges 
that are negotiated between hospitals 
and third party payers, including MA 
organizations, and can provide the data 
needed to evaluate the use of market- 
based information for payment purposes 
within the MS–DRG relative weight 
calculation. For consistency, the 
definition of payer-specific negotiated 
charge that we proposed to use for 
purposes of this proposal is the same 
definition of ‘‘payer-specific negotiated 
charge’’ that we finalized for purposes 
of our requirements for hospitals to 
make their standard charges available to 
the public under the Hospital Price 
Transparency final rule. We also 
proposed to define, ‘‘items and 
services’’ as all items and services, 
including individual items and services 
and service packages, that could be 
provided by a hospital to a patient in 
connection with an inpatient admission 
for which the hospital has established a 
standard charge. An MS–DRG, as 
established by CMS under the MS–DRG 
classification system, is a type of service 
package consisting of items and services 
based on patient diagnosis and other 
characteristics. We proposed this 
definition of items and services, because 
we believed it captured the types of 
items and services, including service 
packages, that a hospital would use to 
calculate and report the median payer- 
specific negotiated charge for each MS– 
DRG to support the use of market-based 
rate information by MS–DRG within the 
MS–DRG relative weight calculation. 
This proposed definition is also the 
same definition of items and services 
that we finalized for purposes of our 
requirements for hospitals to make their 
standard charges available to the public 
under the Hospital Price Transparency 
final rule, except that we have omitted 
the reference to outpatient department 
visits, because we would not require 
hospitals to calculate the median of 
their payer-specific negotiated charges 
for items and services provided in the 

hospital outpatient setting under our 
proposal. 

For purposes of this calculation, an 
MA organization is defined in 42 CFR 
422.2; namely, an MA organization 
means a public or private entity 
organized and licensed by a State as a 
risk-bearing entity (with the exception 
of provider-sponsored organizations 
receiving waivers) that is certified by 
CMS as meeting the MA contract 
requirements. 

For purposes of this calculation, we 
proposed to define third party payer as 
an entity that is, by statute, contract, or 
agreement, legally responsible for 
payment of a claim for a healthcare item 
or service. As the reference to ‘‘third 
party’’ suggests, this definition excludes 
an individual who pays for a healthcare 
item or service that he or she receives 
(such as self-pay patients). We proposed 
to use this definition of third party 
payer, because these are the types of 
entities that contract with hospitals to 
reimburse for services on behalf of 
patients. This definition is also the 
definition of third party payer finalized 
in the Hospital Price Transparency final 
rule. 

We invited public comment on the 
proposed definitions of payer-specific 
negotiated charge, items and services, 
and third party payer. As discussed 
previously, we recognized that hospitals 
may negotiate rates in several ways and 
under different circumstances. For 
example, hospitals may negotiate rates 
with third party payers as a percent 
discount off chargemaster rates, on a per 
diem basis, or by MS–DRG or other 
similar DRG system. We also recognized 
that there may be hospitals that do not 
negotiate charges for service packages 
by MS–DRG or for service packages that 
may be crosswalked to an MS–DRG. 
Therefore, we sought comment on 
whether hospitals’ median payer- 
specific negotiated charges across all 
types of payment methodologies should 
be included in the determination of the 
median payer-specific negotiated charge 
for the conditions and procedures that 
are classified under the MS–DRG system 
and if so, how the proposed definitions 
should be modified to encompass these 
other types of negotiation strategies or 
methodologies. We also sought 
comment on the appropriateness of 
using MS–DRGs or MS–DRG 
equivalents for this methodology, as 
well as whether we should potentially 
collect this information for payers that 
use MS–DRGs separately from payers 
that use other DRG systems. 
Furthermore, we sought comment on 
alternatives that would capture market- 
based information for the potential use 
in Medicare FFS payments. We also 
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welcomed comments and suggested 
refinements to our proposed definitions, 
as well as market-based alternatives that 
we should consider when identifying 
the market-based information that 
reflects the charges that a hospital 
negotiates for a specific MS–DRG. 

In order to address some of the issues 
noted previously, as an alternative, we 
considered requiring hospitals to submit 
a median negotiated reimbursement 
amount across all MA organizations and 
across all third party payers (including 
MA organizations) by MS–DRG (or by 
an MS–DRG equivalent, such as APR– 
DRG). Under this alternative approach, 
we stated we would define the 
‘‘negotiated reimbursement amount’’ as 
the amount the hospital received as 
payment for the services rendered for a 
patient discharge, as classified under 
the MS–DRG system, and for which the 
hospital negotiated payment with a 
third party payer, including a MA 
organization, for hospital cost reporting 
periods ending on or after January 1, 
2021. Hospitals would be required to 
determine and submit the median 
negotiated reimbursement amount for— 
(1) MA organizations; and (2) all third 
party payers, which includes MA 
organizations. 

For example, a hospital may negotiate 
a case rate (that is, a payer-specific 
negotiated charge) of $30,000 with Payer 
A for a major joint replacement paid 
under the APR–DRG system (equivalent 
to MS–DRG 470). The hospital and 
payer have agreed to a stop loss 
threshold of $150,000 and that the 
hospital will be reimbursed at 50 
percent off the gross (chargemaster) rate 
for each dollar charged over the stop- 
loss amount. Additionally, the hospital 
would be reimbursed for 60 percent of 
the cost of the implanted hardware, an 
amount that, in some cases, may be 
variable depending on the type or style 
of hardware implanted. In this example, 
we stated that the hospital’s payer- 
specific negotiated charge for a major 
joint replacement (MS–DRG 470 
equivalent) is $30,000. However, we 
stated that the resulting payment per 
discharge would vary, depending upon 
factors such as whether the patient’s 
course of treatment exceeded the 
agreed-upon stop loss amount and the 
cost of the hardware implant. 

We considered this alternative, 
because the median of the ‘‘negotiated 
reimbursement amount’’ is an amount 
that may take into consideration the 
actual and final payment amounts 
received by hospitals from third party 
payers, and MA organizations, for care 
of individuals, as compared to a 
standard charge negotiated for a 
particular service package identified by 

MS–DRG. We requested comment on 
this alternative approach, which we 
believed may also provide a reasonable 
market-based estimate of the relative 
resources used to provide services for an 
MS–DRG, and may take into account the 
several ways that hospitals and third 
party payers negotiate charges. 

We also sought comment on the 
relative burden of calculating and 
submitting a median negotiated 
reimbursement amount for MA 
organizations and for all other third 
party payers as compared to calculating 
and submitting the median payer- 
specific negotiated charge for MA 
organizations and median payer-specific 
negotiated charge for third party payers 
by MS–DRG payment system. 

We proposed that subsection (d) 
hospitals in the 50 states and DC, as 
defined at section 1886(d)(1)(B) of the 
Act, and subsection (d) Puerto Rico 
hospitals, as defined under section 
1886(d)(9)(A) of the Act, would be 
required to report the median payer- 
specific negotiated charge information. 
We noted that hospitals that do not 
negotiate payment rates and only 
receive non-negotiated payments for 
service would be exempted from this 
proposed data collection. We recognized 
that Critical Access Hospitals (CAHs) 
may, in some instances, negotiate 
payment rates; however, because CAHs 
are not subsection (d) hospitals and are 
not paid on the basis of MS–DRGs, 
CAHs would be excluded from this 
proposed data collection requirement. 
We proposed that hospitals in 
Maryland, which are currently paid 
under the Maryland Total Cost of Care 
Model, would be exempted from this 
data collection requirement during the 
performance period of the Model. 
Examples of subsection (d) hospitals 
that only receive non-negotiated 
payment rates include hospitals 
operated by an Indian Health Program 
as defined in section 4(12) of the Indian 
Health Care Improvement Act or 
federally owned and operated facilities. 
We noted that this proposed data 
collection requirement would apply to a 
smaller subset of hospitals as compared 
to the public reporting requirements 
under the Hospital Price Transparency 
final rule. 

We proposed that for cost reporting 
periods ending on or after January 1, 
2021, a hospital would report on its cost 
report the median payer-specific 
negotiated charge for each MS–DRG for 
payers that are MA organizations, and 
the median payer-specific negotiated 
charge for each MS–DRG for all third 
party payers, which includes MA 
organizations. We stated that the 
required cost report reporting changes to 

accomplish this would be in more detail 
in the Information Collection Request 
approved under OMB No. 0938–0050. 

We also proposed to amend 42 CFR 
413.20(d)(3) to reflect this proposed 
requirement. Specifically, we proposed 
to amend 42 CFR 413.20(d)(3) to require 
hospitals to report the median payer- 
specific negotiated charge by MS–DRG 
for payers that are MA organizations 
and for all third party payers on the 
Medicare cost report. We proposed to 
capture this proposed data collection 
requirement in regulation at the new 
paragraph 42 CFR 413.20(d)(3)(i)(B). 
This proposed requirement would be 
effective for cost reporting periods 
ending on or after January 1, 2021. 

As described previously, we proposed 
to require hospitals to report on the 
Medicare cost report both the hospital’s 
median payer specific negotiated charge 
by MS–DRG for all MA organizations 
and the hospital’s median payer-specific 
negotiated charge by MS–DRG for all 
third party payers, which includes MA 
organizations, for cost reporting periods 
ending on or after January 1, 2021. We 
noted that we may also consider 
finalizing the collection of alternative 
market-based data, such as the median 
negotiated reimbursement amount as 
explained previously, or any 
refinements to the definition of median 
payer-specific negotiated charge, based 
on review of public comments. We 
stated that we were also considering a 
modification to the market based data 
collection proposal, to require only the 
reporting of the median payer-specific 
negotiated charge for MA organizations 
on the Medicare cost report. We invited 
public comments on our proposed data 
collection, as well as on these or other 
alternative data collections of payer- 
specific negotiated charges or other 
market-based information on the 
Medicare cost report, which we stated 
that we may consider finalizing in the 
FY 2021 IPPS/LTCH PPS final rule for 
cost reporting periods ending on or after 
January 1, 2021, after consideration of 
the comments received. 

d. Market-Based MS–DRG Relative 
Weight Methodology 

We also requested comments on a 
potential new market-based 
methodology for estimating the MS– 
DRG relative weights, beginning in FY 
2024, which we stated we may consider 
adopting in the FY 2021 IPPS/LTCH 
PPS final rule. We described this 
potential new market-based 
methodology as based on the proposed 
median payer-specific negotiated charge 
information collected on the Medicare 
cost report. We stated that by 
implementing this potential new 
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market-based methodology beginning in 
FY 2024 it would allow for sufficient 
time, should we finalize our data 
collection proposal, for CMS to collect 
and evaluate the median payer-specific 
negotiated charge data submitted on 
hospital cost reports and provide the 
public with information regarding our 
analysis in future rulemaking. 
Specifically, we considered a 
methodology for estimating the MS– 
DRG relative weights using the median 
payer-specific negotiated charge for 
each MS–DRG for payers that are MA 
organizations, as described in this 
section. We further noted that the MA 
program provides efficient and value- 
based care to patients through choice 
and private competition. We believed 
that by using the median payer-specific 
negotiated charge for payers that are MA 
organizations within the MS–DRG 
relative weight calculation would allow 
for a more market-based approach to 
determining Medicare FFS 
reimbursement and reduce our reliance 
on the hospital chargemaster. 

We also considered alternatives to 
this approach, such as the use of the 
median payer-specific negotiated charge 
for all third party payers (instead of the 
median payer-specific negotiated charge 
for all MA organizations), or other 
alternative collections of payer-specific 
negotiated charges or other market- 
based information such as a median 
negotiated reimbursement amount that a 
hospital negotiates with its MA 
organizations or third party payers (as 
described further in section IV.P.2.c of 
the preamble of this final rule), within 
the MS–DRG relative weight 
methodology. We also noted in the 
proposed rule that the same relative 
weight calculation described in this 
section would be used if an alternative 
to the median payer-specific negotiated 
charge was finalized to be collected on 
the Medicare cost report, as described in 
section IV.P.2.c. of the preamble of the 
proposed final rule. 

We stated that the same relative 
weight calculation described in this 
section would be used if an alternative 
to the median payer-specific negotiated 
charge was finalized to be collected on 
the Medicare cost report, as described in 
section IV.P.2.c of the preamble of the 
proposed rule. We also invited public 
comment on this potential change to the 
relative weight methodology beginning 
in FY 2024 to use the median payer- 
specific negotiated charge for MA 
organizations, as well as the other 
potential alternative data collections as 
described in section IV.P.2.c of the 
preamble of this final rule, which we 
stated we may consider finalizing in the 
FY 2021 IPPS/LTCH PPS final rule. We 

also stated that if we were to finalize a 
change in the IPPS FY 2021 rulemaking 
to incorporate payer-specific negotiated 
charges within the MS–DRG relative 
weight methodology, effective for FY 
2024, we were open to adjusting any 
finalized policy, through future 
rulemaking, prior to the FY 2024 
effective date. We also stated that 
should we finalize our data collection 
proposal, we would conduct further 
analysis based on the data received and 
provide an opportunity for public 
comment on that analysis, prior to the 
finalized effective date of any MS–DRG 
relative weight methodology change. 

Below is a description of the steps for 
a MS–DRG relative weight methodology 
change using the payer-specific 
negotiated charge data, as described in 
IV.P.2.c of the proposed rule. 
• Step One: Standardize the Median 

MA Organizations Payer-Specific 
Negotiated Charges 
In order to make the median MA 

organization payer-specific negotiated 
charges from the cost reports more 
comparable among hospitals, we stated 
that we would standardize the median 
payer-specific negotiated charges by 
removing the effects of differences in 
area wage levels, and cost-of living 
adjustments for hospital claims from 
Alaska and Hawaii, in the same manner 
as under the current MS–DRG relative 
weight calculation for those effects. We 
sought comment on the appropriate 
standardization for the median MA 
organization payer-specific negotiated 
charges, and any differences that should 
be taken into account in standardizing 
the median payer-specific negotiated 
charges for all third party payers. 
• Step Two: Create a Single Weighted 

Average Standardized Median MA 
Organization Payer-Specific 
Negotiated Charge by MS–DRG Across 
Hospitals 
For each MS–DRG, we stated we 

would create a single weighted average 
across hospitals of the standardized 
median payer-specific negotiated 
charges. We stated we would weight the 
standardized payer-specific negotiated 
charge for each MS–DRG for each 
hospital using that hospital’s Medicare 
transfer-adjusted case count for that 
MS–DRG, with transfer adjusted case 
counts calculated exactly the same way 
as under the current MS–DRG relative 
weight methodology (84 FR 42621). We 
believed that using the Medicare 
transfer-adjusted case counts would be 
a reasonable approach to combining the 
data across hospitals because it would 
reflect relative volume and transfer 
activity (that is, larger hospitals 
responsible for more discharges would 

be weighted more heavily in the 
calculation, hospitals that transfer more 
often would be weighted less heavily), 
however, we noted in the proposed rule 
that we may also consider alternative 
approaches, such as using the 
unadjusted Medicare case counts, or 
other alternative approaches based on 
the review of public comments. We 
sought comment on the most 
appropriate weighting factor for 
purposes of calculating a single 
weighted average standardized median 
MA organization payer-specific 
negotiated charge across hospitals. 
• Step Three: Create a Single National 

Weighted Average Standardized 
Payer-Specific Negotiated Charge 
Across all MS–DRGs 
We stated that we would create a 

single national weighted average across 
MS–DRGs of the results of Step Two, 
where the weights were the national 
Medicare transfer adjusted case counts 
by MS–DRG. We noted that if we used 
an alternative weighting factor to the 
Medicare transfer adjusted case counts 
in Step Two, as described previously, 
we would use that same alternative 
weighting factor here in Step Three. 

• Step Four: Calculate the Market- 
Based Relative Weights 

For each MS–DRG, we stated that the 
market-based relative weight would be 
calculated as the ratio of the single 
weighted average standardized median 
MA organization payer-specific 
negotiated charge for that MS–DRG 
across hospitals from Step Two to the 
single national weighted average 
standardized median MA organization 
payer-specific negotiated charge across 
all MS–DRGs from Step Three. 
• Step Five: Normalize the Market- 

Based Relative Weights 
We noted in the proposed rule that as 

under the current cost-based MS–DRG 
relative weight methodology, the 
market-based relative weights would be 
normalized by an adjustment factor so 
that the average case weight after 
recalibration would be equal to the 
average case weight before recalibration. 
We stated that as under the current cost- 
based relative weight estimation 
methodology, the normalization 
adjustment is intended to help ensure 
that recalibration by itself neither 
increases nor decreases total payments 
under the IPPS, as required by section 
1886(d)(4)(C)(iii) of the Act. 

We requested comments on this 
potential new market-based 
methodology for estimating the MS– 
DRG relative weights beginning in FY 
2024, including comments on any 
suggested refinements to this potential 
methodology or alternative approaches, 
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which we stated we may consider 
adopting in the FY 2021 IPPS/LTCH 
final rule. 

In the FY 2021 IPPS/LTCH proposed 
rule we noted that some stakeholders 
requested that we take a measured 
approach to any changes to adopting 
any market-based payment method for 
establishing Medicare IPPS 
reimbursements. We stated that we were 
therefore also interested in comments, 
on whether, if we were to adopt some 
form of a market-based approach to the 
MS–DRG relative weight calculation, we 
should, for some period of time, 
continue to estimate and publicly 
provide the MS–DRG relative weights as 
calculated using our current cost-based 
estimation methodology. We also 
expressed an interest in comments on 
whether we should provide a transition 
to any new market-based MS–DRG 
methodology, and, if so, on the 
appropriate design of any such 
transition. We described in the FY 2021 
IPPS/LTCH proposed rule that when we 
adopted the cost-based MS–DRG 
methodology for FY 2007 IPPS 
payments, we provided a 3-year 
transition from the charge-based MS– 
DRG relative weight calculation to the 
cost-based MS–DRG relative weight 
calculation (71 FR 47898). We recapped 
that for the first year of the 3-year 
transition of the relative weights, the 
relative weights were based on a blend 
of 33 percent of the cost-based weights 
and 67 percent of the charge weights. In 
the second year of the transition, the 
relative weights were based on a blend 
of 33 percent of the charge weights and 
67 percent of the cost-based weights. In 
the third year of the transition, we noted 
that the relative weights were based on 
100 percent of the cost-based weights. 
We requested comments, in the FY 2021 
IPPS/LTCH proposed rule, on whether 
we should provide a similar type of 
transition from a cost-based weight 
methodology to a market-based weight 
methodology. 

Lastly, we noted in the FY 2021 IPPS/ 
LTCH proposed rule that in future 
rulemaking, we may consider ways to 
further reduce the role of hospital 
chargemasters in Medicare IPPS 
payments and further reflect market- 
based approaches in Medicare FFS 
payments. In particular, we requested 
comments on alternatives to the current 
use of hospital charges in determining 
other inpatient hospital payments, 
including outlier payments and new 
technology add-on payments, to the 
extent permitted by law. 

As described further in the following 
sections, we are finalizing that hospitals 
would report on their Medicare cost 
report the median payer-specific 

negotiated charge that the hospital has 
negotiated with all of its Medicare 
Advantage (MA) organizations (also 
referred to as MA organizations) payers, 
by MS–DRG, for cost reporting periods 
ending on or after January 1, 2021. At 
this time, we are not finalizing the 
requirement that hospitals would report 
on their Medicare cost report the 
median payer-specific negotiated charge 
the hospital has negotiated with all of 
its third party payers by MS–DRG, as 
proposed. Additionally, we are 
finalizing the adoption of a market- 
based MS–DRG relative weight 
methodology for calculating the MS– 
DRG relative weights, beginning in FY 
2024, as described in the proposed rule, 
and which we indicated we may 
consider finalizing in this FY 2021 final 
rule. The market-based MS–DRG 
relative weight methodology would 
utilize the median payer-specific 
negotiated charge data negotiated 
between hospitals and MA 
organizations. 

We are finalizing the requirement that 
hospitals would report on their 
Medicare cost report the median payer- 
specific negotiated charge that the 
hospital has negotiated with all of its 
MA organization payers, and not 
finalizing the requirement with respect 
to all of its third-party payers, for two 
primary reasons. These reasons take into 
account commenters’ feedback on the 
relationship between MA organization 
rates and Medicare FFS rates, which 
was also supported by our literature 
review, feedback on the potential 
challenges in comparing data across all 
third party payers based on the variety 
of ways hospitals and other third party 
payers negotiate charges, and concerns 
expressed regarding Medicare payment 
impacts. First, we agree that there may 
be potential challenges in comparing 
data across all third party payers based 
on the variety of ways hospitals and 
other third party payers negotiate 
charges. It may take additional time to 
adequately address these challenges. We 
believe based on the closer relationship 
between MA organization rates and 
Medicare FFS rates that these challenges 
are mitigated, and therefore the 
collection and use of the median payer- 
specific negotiated charge that the 
hospital has negotiated with all of its 
MA organization payers allows the 
incorporation of market-based pricing 
calculations within our Medicare 
payment calculations sooner. Second, 
we believe that based on the closer 
relationship between MA organization 
rates and Medicare FFS rates that using 
the MA organization data will provide 
a more moderate impact on the MS– 

DRG relative weights calculated under a 
market-based MS–DRG relative weight 
methodology. 

We will make our analysis of this 
market-based data available for public 
review prior to the effective date of this 
policy in FY 2024. As described in the 
proposed rule, we remain open to 
adjusting this finalized policy, through 
future rulemaking, prior to the FY 2024 
effective date. We are not finalizing, at 
this time, a transition period to this 
market-based MS–DRG relative weight 
methodology, but may consider this in 
future rulemaking prior to FY 2024. We 
expect that, for some period of time, as 
discussed in the proposed rule, we 
would continue to estimate and publicly 
provide the MS–DRG relative weights 
calculated using the cost-based 
estimation methodology for 
informational purposes after 
implementation of the new market- 
based methodology. 

In this section, we summarize and 
respond to the public comments 
received. Commenters included 
individuals, consumer and patient 
advocacy organizations, hospitals and 
health systems, hospital and state 
hospital associations, medical 
associations, health benefits 
consultants, health information 
technology (IT) organizations, and 
academic institutions, among others. We 
note that some commenters raised 
concerns with the Hospital Price 
Transparency final rule requirements 
(84 FR 39571), which we consider out 
of scope as they discussed policies 
previously finalized under a separate 
notice and comment rulemaking. 

Comment: A few commenters 
requested that if CMS proceeded to 
collect this market-based data and 
utilized it within the MS–DRG relative 
weight methodology that CMS should 
proceed with caution. Some 
commenters believed CMS was 
conflating market rates with cost and 
noted that utilization of various MS– 
DRGs are dissimilar between Medicare, 
Medicaid, commercially insured, and 
worker’s compensation patients. 
Commenters also argued that this data 
was not representative of the hospital 
resources used when providing 
inpatient care. Other commenters 
believed chargemaster rates rarely 
reflect true market costs, and that there 
are other rate-influencing factors to 
consider. Other commenters believed 
that since CMS uses hospital charges 
from the MedPAR claims data and cost 
report data from the Healthcare Cost 
Report Information System (HCRIS) to 
establish the MS–DRG relative weights, 
that CMS does not rely solely on the 
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446 See Phelps, Charles E. Health economics. 3rd 
edition. Boston: Addison-Wesley, 2002. Pp. 271– 
275. See also Varian, H.R. (2004). Microeconomic 
analysis. 1992. New York, London: WW Norton & 
Company. Chapter 2. (General economic principles 
state that firms do not operate at a loss.) 

chargemaster and already uses market 
based information. 

A commenter speculated that over 
time, the MS–DRG system could become 
obsolete and fail to be reflective of new 
technologies and the relative hospital 
resources needed to provide state of the 
art, cost-effective care. Another 
commenter believed rates should reflect 
resource intensity, and that lower 
reimbursement without reference to 
resources would result in employment 
cuts and ultimately a reduction in 
access to care, including service line 
and hospital closures. A few 
commenters stated the adoption of a 
national market-based payment 
methodology would cripple the ability 
for sole community hospitals and rural 
hospitals to continue to provide care at 
the current levels the communities 
depend on and would result in closures 
of hospitals. Another commenter 
believed that the proposal may 
redistribute payments across services 
based on the relativity of payments for 
different patient populations, but that it 
would not increase competition. A 
commenter believed that the proposal 
would only change a single factor of 
determining an IPPS payment, the 
relative weight, but nothing else. 

Response: We recognize that the 
chargemaster is only one component of 
current Medicare payment 
methodologies, but that by moving to a 
market-based MS–DRG relative weight 
methodology in FY 2024, we will begin 
to reduce our reliance on the hospital 
chargemaster. As we noted in the CY 
2020 OPPS proposed rule and in the FY 
2021 IPPS/LTCH PPS proposed rule, we 
will continue to examine ways to 
further incorporate market based 
strategies within Medicare FFS 
payments, including to further examine 
the current use of charges converted to 
cost in setting Medicare payment for 
hospital services as part of our larger 
goal of reducing reliance on the hospital 
chargemaster. As noted in the proposed 
rule (85 FR 32790), we sought public 
comment within the CY 2020 OPPS PPS 
proposed rule (84 FR 39609) on ways to 
improve these aspects of the current 
hospital payment system. As discussed 
in the proposed rule, we received public 
feedback indicating that the use of 
hospital charges for payments and 
ratesetting is viewed as the most 
significant barrier to hospitals’ efforts to 
change their chargemasters (85 FR 
32790). 

General economic principles indicate 
that a firm would not operate at a loss 
in the long-run, otherwise it would face 

a shutdown.446 We believe that payer- 
specific negotiated charges that 
hospitals negotiate with MA 
organizations capture the relative 
resources used to provide services to 
patients in order to maximize profits (or, 
in the case of not-for-profit hospitals, 
net income). By using market-based 
data, we believe that we can reduce our 
reliance on the hospital chargemaster 
and utilize this data in Medicare 
payment methodologies so that 
payments more closely reflect the true 
market cost and therefore the relative 
market value and resource utilization 
for inpatient items and services. 

We disagree that this market-based 
data would not provide an appropriate 
basis for estimating the relative hospital 
resources used with respect to 
discharges classified within a single 
MS–DRG compared to discharges 
classified within other MS–DRGs. We 
believe that it is important that the MS– 
DRG relative weights reflect true market 
costs and resource utilization, as 
discussed in the FY 2021 IPPS/LTCH 
PPS proposed rule. This concept was 
supported by commenters that stated 
chargemaster (gross) rates rarely reflect 
true market costs. We believe that by 
reducing our reliance on the hospital 
chargemaster that we can adjust 
Medicare payment rates so that they 
further reflect other factors that may 
change the relative use of hospital 
resources, as permitted and required by 
section 1886(d)(4)(C)(i) of the Act. We 
disagree with the commenter that 
argued we already use market-based 
information within our current MS– 
DRG relative weight methodology, given 
other commenters’ statements about 
how chargemaster (gross) rates rarely 
reflect true market costs. 

We remain committed to engaging 
with commenters regarding the 
concerns they raised with the potential 
for payments to be redistributed based 
on different patient populations. We 
also intend to provide our analysis of 
the market-based data for public review, 
prior to the implementation of the new 
MS–DRG relative weight methodology 
in FY 2024. 

We were persuaded by commenters’ 
requests that we take a more measured 
approach when adopting a market-based 
MS–DRG relative weight methodology. 
As discussed previously, we believe 
there will be minimal impacts to the 
relative weights calculated under the 
new market based MS–DRG relative 

weight methodology (which would 
utilize the median payer-specific 
negotiated charge data negotiated 
between hospitals and their MA 
organization payers) beginning in FY 
2024, given the relationship between the 
MA organization rates and Medicare 
FFS rates (as evidenced by feedback 
from commenters and the results of our 
literature review). We refer readers to 
the Appendix A of this rule for further 
description of the impact analysis. 

Comment: A few commenters offered 
sentiments related to the directives 
under Executive Orders 13813 and 
13890, expressing that they did not 
believe the collection of information 
proposed in the rule was mandated or 
reasonably related to the goals of 
increasing consumer choice and 
promoting competition as outlined in 
the Executive Orders. A commenter 
believed that the proposed rule directly 
contradicts with the policy goals of the 
Executive Orders by relying on federal 
ratesetting in lieu of true market-based 
pricing. 

Response: We thank commenters for 
their feedback. We clarify that the goal 
of this final policy is to reduce our 
reliance on the hospital chargemaster by 
incorporating market-based data within 
Medicare FFS payments. Further, we 
disagree with the notion that the 
collection of information proposed in 
the rule is not reasonably related to the 
goals outlined in Executive Orders 
13813 and 13890. We believe these 
policies align with our goal of reducing 
the Medicare program’s reliance on the 
chargemaster and adopting payment 
strategies that are more reflective of the 
commercial insurance market, which 
were themes also addressed with 
Executive Order 13890 on Protecting 
and Improving Medicare for Our 
Nation’s Seniors, which President 
Trump issued on October 3, 2019. 

Comment: Several commenters 
supported the proposal to report market- 
based rate information on Medicare cost 
reports. These commenters noted that 
by requiring the reporting of these 
market-based summary measures that 
CMS would further promote greater 
transparency in health care pricing and 
more accurate market-based 
reimbursement within the Medicare 
Fee-For-Service system that would be 
subject to less manipulation and 
inflation by hospital-set chargemaster 
prices. Other commenters supported our 
data collection proposal, because they 
viewed it as helping fix existing 
Medicare payment policy issues that 
have increased payments calculated off 
of hospital reported gross charges. A 
commenter noted that hospital 
chargemasters have long been seen as an 
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arcane and outdated accounting system. 
This commenter stated that, ‘‘the 
chargemaster system has endured over 
time because payers have developed 
methodological approaches to establish 
payments that do not equate to hospital 
charges.’’ A commenter suggested CMS 
also require reporting of patient specific 
cost sharing and align cost with quality. 
A few commenters recommended 
focusing on providing consumers with 
the cost and quality information that 
they stated was needed to make 
informed healthcare purchasing 
decisions. However, a commenter noted 
that the disclosure of the median 
negotiated rate alone does not 
sufficiently unveil underlying pricing 
and revenue management objectives. 

Response: We thank the commenters 
for their support of our proposals to 
report the median payer-specific 
negotiated charge by MS–DRG for 
payers that are MA organizations and 
median payer-specific negotiated 
charges for third party payers by MS– 
DRG on the Medicare cost report, and 
the support of utilizing this data within 
a market-based methodology for 
calculating IPPS MS–DRG relative 
weights that is more reflective of 
market-based pricing. We agree with 
commenters’ assertions that it may be 
time to reduce our reliance on the 
hospital chargemaster so Medicare FFS 
payments further reflect the relative 
market value for inpatient items and 
services. The purpose of this data 
collection requirement is to collect 
market-based data so that the data may 
be used within Medicare payment 
calculations. As it is true for all data 
collected in the Medicare cost report, 
this information will be publicly 
available on the HCRIS data set. In 
response to commenters concerns with 
the reporting of certain cost sharing 
information, we refer readers to the 
Hospital Price Transparency final rule 
for specific information on this type of 
disclosure (84 FR 65524). 

Comment: Some commenters 
expressed concern regarding the utility 
of collecting median payer-specific 
negotiated charges by MS–DRG for 
payers that are MA organizations and 
the median payer-specific negotiated 
charges by MS–DRG for third party 
payers. Specifically, some commenters 
were concerned that the median payer- 
specific negotiated charge for MA 
organizations would not be useful as 
they only reflected the rates paid under 
Medicare Fee-For-Service. Other 
commenters expressed concern that 
because MA organization rates were set 
based on previous rates of Medicare 
FFS, they would set-up a system with 
no updates in rates to reflect changes or 

continued reductions. Many 
commenters expressed concern about 
the difficulty of comparing charges used 
under the MS–DRG systems to different 
systems used by commercial payers, and 
that crosswalking charges from one 
classification system would be 
burdensome to calculate and may 
introduce variation in the relative rates. 
Some commenters argued that this 
could disrupt competition in the 
market. 

Many commenters expressed concern 
about the comparability of charges 
negotiated for Medicare Advantage, 
Medicare FFS and third party payers, 
and questioned CMS’s capability to 
account for different negotiation tactics. 
Commenters suggested that Medicare 
Advantage patients may be healthier 
and have lower risk than Medicare FFS 
patients, while generally the Medicare 
population may be older and have more 
comorbidities compared to the 
beneficiary population served by 
commercial payers. Commenters also 
discussed that some commercial payers 
may cover certain services that are not 
covered by Medicare, and that there 
may be certain types of payment 
structures that are singular to the 
Medicare program that do not translate 
to commercial insurance practices. A 
few commenters suggested that 
commercial rates may be negotiated 
using different tactics to account for 
different risk arrangements, such as: 
Episodes of care, separately negotiated 
outlier payments, stop loss provisions, 
quality payment, capitated payments, 
claw-back provisions or acquisition 
costs that would not easily be 
comparable, and that CMS should 
describe how the median payer-specific 
negotiated charge calculation will 
account for these arrangements. Without 
accounting for these arrangements, a 
few comments suggested that utilizing 
this market-based data for Medicare FFS 
payments could shift costs to the private 
sector. 

A commenter suggested that hospitals 
are required to be paid Medicare FFS 
rates by MA organizations with which 
they do not contract, so the reported 
charges might not reflect negotiated 
charges. Several commenters expressed 
concern that those rates were affected by 
matters outside of the costs of care and 
may reflect market dynamics and 
broader issues associated with 
negotiating a large number of healthcare 
services. 

Response: We appreciate the 
additional feedback from commenters 
regarding differences in potential 
reimbursement methodologies among 
the different commercial payers and MA 
organizations, and the presence of 

different payment contracts between 
hospitals and payers, specifically among 
commercial payers. We thank 
commenters for their concerns regarding 
the comparability of payer-specific 
negotiated charges by MS–DRG for all 
third party payers given the myriad of 
negotiation tactics that may be used 
when third party payers negotiate with 
hospitals. As noted previously, we were 
persuaded by commenters’ concerns 
and are finalizing only to collect and 
utilize the median payer-specific 
negotiated charge negotiated between 
hospitals and MA organizations. 

We recognize, based on the literature 
review we conducted and feedback from 
commenters, that MA rates and 
Medicare FFS rates are often similar 
and/or are highly reliant on one another. 
However, MA rates to MA contracted 
inpatient hospitals are not required to 
be the same as (or based on) Medicare 
FFS rates; the Medicare statute only 
requires MA organizations to pay FFS 
rates to a health care provider for 
services furnished to an MA enrollee 
when the MA organization does not 
have a contract with the health care 
provider. We believe that if market 
based data (median payer-specific 
negotiated charges for MA 
organizations) are incorporated into the 
calculation of the MS–DRG relative 
weights, initially there may be limited 
impact on the relative weights given the 
highly reliant nature between MA 
organization and Medicare FFS rates, 
but that over time markets will adjust to 
this policy and further influence the 
Medicare FFS payments. We also 
appreciate the additional feedback from 
commenters regarding the 
characteristics of beneficiaries that 
choose an MA plan. Our review and 
analysis of the market-based data 
collected, as discussed previously, may 
allow us to explore those relationships 
further. 

Comment: Several commenters 
expressed concern with the requirement 
to disclose negotiated rates and make 
them publicly available through the 
Healthcare Cost Report Information 
System (HCRIS) dataset, saying the 
negotiated rates are confidential and 
proprietary. A few commenters 
expressed concern that in health care 
markets with a small number of payers, 
these proposals would allow for the re- 
identification of the median payer- 
specific negotiated charge by MS–DRG 
for payers that are MA organizations. A 
commenter expressed concern that the 
public release of MA charge data may 
encourage hospitals to stop participating 
in MA plans. A commenter suggested 
that information should not be reported 
if the hospital is in a region with a low 
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number of MA plans in order to avoid 
revealing the actual charges for 
individual MA plans. 

Response: We disagree with 
commenters, and note that the 
negotiated amount is already disclosed 
to patients when they receive the 
explanation of benefits for services 
received. We also disagree with 
commenters’ assertion that public 
release of MA charge data may 
encourage hospitals to stop participating 
in MA plans. As noted in the proposed 
rule, we will be requiring hospitals to 
report the median, which is a summary 
measure. We are not requiring that the 
hospitals report the negotiated charge 
and corresponding payer for which they 
have negotiated the charge information. 
We remind readers that we are requiring 
the collection of this market-based 
measure on the Medicare cost report for 
purposes of utilizing the data within 
Medicare payments. This information 
will be publicly available, along with all 
other data reported on the Medicare cost 
report, on the HCRIS dataset, for the 
purposes of calculating Medicare 
payments and will continue to provide 
full transparency to the public on how 
these payments, and others, are 
calculated. 

Comment: Several commenters 
requested refinements or clarifications 
in information that would be reported 
by hospitals on the Medicare cost 
report, and requested more detail on 
how hospitals should account for 
certain factors and payments when 
calculating the median payer-specific 
negotiated charge. A few commenters 
requested that the full distribution of 
charges be included, not just the 
median. A commenter requested 
clarification on whether the median 
payer-specific negotiated charges would 
include or exclude items such as 
disproportionate share hospital 
payments, uncompensated care 
payments, graduate medical education 
payments, pass through payments, 
outlier payments, transfer adjustments, 
and quality program payments. A 
commenter requested clarification on 
whether hospitals should report the 
average negotiated charge based on 
historical claims data for payers that 
have negotiated a per diem or a 
percentage of charge arrangement and 
also do the same for those payers that 
have negotiated a base MS–DRG rate 
plus percentage of charge for devices 
that are in addition to the base rate. 
Commenters made several requests: 
That averages be reported instead of 
medians due to the difficulty of 
calculating medians; a discount rate be 
reported in addition to median charges; 
CMS limit data collection to a 

representative sample of hospitals as 
opposed to requiring all hospitals to 
report; CMS provide clearer guidance 
for reporting the charges associated with 
MS–DRGs and how discounts might be 
applied in the calculation; guidance on 
the inclusion of items such as 
uncompensated care and quality 
program adjustments in performing the 
calculation; and that outliers be 
removed for purposes of calculating 
charges. 

Response: We believe that hospitals 
have the capacity, based on the 
instructions provided within this final 
rule, and the forthcoming revision of the 
Information Collection Request 
currently approved under OMB control 
number 0938–0050, expiration date 
March 31, 2022, to report this data on 
the Medicare cost report for cost 
reporting periods ending on or after 
January 1, 2021. We may provide 
additional guidance as appropriate or as 
determined necessary. Absent 
additional guidance, we believe that 
hospitals have the capability to report 
this market-based data for cost reporting 
periods ending on or after January 1, 
2021. 

While commenters suggested CMS 
clarify the reporting instructions to 
hospitals and also describe how we 
planned to take into account several 
factors when standardizing the market- 
based data once it was collected, 
commenters did not provide examples 
or recommendations for how to 
specifically adjust or account for these 
factors. We note that, as described 
previously, the market-based MS–DRG 
relative weight methodology, as 
finalized in this final rule, would 
standardize the market based data 
collected under section IV.P.2.d. of this 
final rule for area wage levels and cost- 
of-living adjustments for hospital claims 
from Alaska and Hawaii, in the same 
manner as under the cost-based MS– 
DRG methodology (Step One of the 
market based MS–DRG relative weight 
methodology). We believe this action 
would adjust for geographic factors 
referenced by commenters. As noted in 
the proposed rule, under Step Two of 
the market based MS–DRG 
methodology, we would standardize the 
median payer-specific negotiated charge 
data by the hospital’s Medicare transfer- 
adjusted case count for that MS–DRG, 
with transfer adjusted case counts 
calculated the same way as under the 
current cost-based MS–DRG relative 
weight methodology (84 FR 42621). We 
note that quality payment adjustments 
are not accounted for within the existing 
MS–DRG relative weight process. We 
remain open to adjusting any finalized 

policy, through future rulemaking, prior 
to the FY 2024 effective date. 

Comment: A commenter supported 
the alternative of requiring the reporting 
of a median negotiated reimbursement 
amount across all MA organizations and 
across all third-party payers by MS– 
DRG. Several other commenters 
supported our alternative proposal of 
limiting the data collection requirement 
to only the median payer-specific 
negotiated charges by MS–DRG for 
payers that are MA organizations, and 
noted that they opposed reporting any 
market-based data but favored the 
reporting of Medicare Advantage data 
only over reporting charges for other 
payer types. 

Several commenters opposed the 
alternative of reporting of a median 
negotiated reimbursement amount 
across all MA organizations and across 
all third-party payers by MS–DRG. 
These commenters primarily expressed 
concern over the technical challenge 
and burden of calculating this data 
suggesting that matching negotiated 
rates to an MS–DRG is not 
straightforward and would require 
significant time and labor by hospitals 
because reimbursement methodologies 
vary significantly by payer. A 
commenter suggested that this would 
require more work as the calculation 
could not be derived from the files 
created under the requirements of the 
Hospital Price Transparency rule. 

Response: For the reasons discussed 
previously, we are finalizing the 
collection of the median payer-specific 
negotiated charge by MS–DRG for 
payers that are MA organizations for 
cost reporting periods ending on or after 
January 1, 2021. We are not finalizing 
the collection of the median negotiated 
reimbursement amount measure or 
another alternative measure, as 
discussed in the proposed rule, because 
we were persuaded by commenters that 
calculating and reporting this 
alternative would require a high level of 
effort since it would not be derived from 
files created under the requirements of 
the Hospital Price Transparency rule. 

Comment: Some commenters 
expressed concern that requiring the 
reporting of median payer-specific 
negotiated charges raises numerous 
Constitutional and antitrust issues. 
Commenters argued that forced 
disclosure of negotiated rates 
unconstitutionally compels speech in 
violation of the First Amendment. 
Commenters argued that the reporting of 
payer-specific negotiated rates does not 
advance the agency’s goals of adopting 
a more market-based pricing strategy 
and there are ways for CMS to achieve 
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447 Zauderer v. Office of Disciplinary Counsel, 
471 U.S. 626 (1985). 

448 See Zauderer, 471 U.S. at 651; Milavetz 
v.United States, 559 U.S. 229, 250, 252–53 (2010); 
NIFLA, 138 S. Ct. at 2376 (‘‘[W]e do not question 
the legality of . . . purely factual and 
uncontroversial disclosures about commercial 
products.’’). 

449 Central Hudson Gas & Elec. Corp. v. Pub. Serv. 
Comm’n, 447 U.S. 557 (1980). 

this goal without requiring compelled 
speech. 

Commenters also asserted reporting of 
payer-specific negotiated charges 
violates the Takings Clause by forcing 
the disclosure of trade secret 
information (that is, confidential 
negotiated rates between hospitals and 
issuers). Additionally, commenters 
argued that requiring providers to report 
payer-specific negotiated rates crosses 
into infringement of antitrust laws and 
places hospitals in an untenable 
position of having to choose between 
violating their contractual obligations 
for confidentiality and violating the new 
rule. Commenters argued that 
compliance with this data collection 
requirement may put hospitals in legal 
jeopardy under contractual 
confidentiality provisions or under state 
trade secrets laws. 

Response: We do not believe that the 
payer-specific negotiated charges 
hospitals would be required to disclose 
would constitute trade secrets. To the 
contrary, this information is already 
generally disclosed to the public in a 
variety of ways, for example, through 
State databases and patient explanation 
of benefits (84 FR 65544). 

We also question whether our 
collection of data via the cost report 
raises a First Amendment issue. Federal 
agencies routinely require regulated 
entities to disclose data to the 
government. To the extent that our rule 
is deemed to implicate First 
Amendment concerns, it satisfies 
applicable requirements. Under the 
approach articulated in Zauderer,447 
courts uphold the required disclosures 
of factual information in the realm of 
commercial speech where the disclosure 
requirement reasonably relates to a 
government interest and is not 
unjustified or unduly burdensome such 
that it would chill protected speech.448 
These disclosures also satisfy the test 
articulated in Central Hudson,449 under 
which agencies can compel speech 
where the regulation advances a 
substantial government interest and the 
regulation is no more extensive than 
necessary to serve that interest. The 
policies finalized in this final rule 
advance the substantial government 
interest in setting MS–DRG relative 
weights based on hospital resource use, 

and the requirement to disclose a 
summary measure on a cost report does 
not burden the hospitals’ speech in any 
way, and we do not understand 
commenters to be arguing otherwise. To 
the extent that commenters assert that 
the rule creates a burden in terms of 
compliance costs, we believe that such 
costs are not a burden on speech 
specifically and therefore do not 
implicate the First Amendment. 

As detailed in the proposed rule, we 
are specifically requiring that hospitals 
report the median, which is a summary 
measure. We proposed to collect the 
median of the hospital payer-specific 
negotiated charges by MS–DRG, because 
the median is a common measure of 
central tendency that is less influenced 
by outlier values; however, we note that 
in the event a hospital has listed an 
even number of payer-specific 
negotiated charges by discharges for that 
specific MS–DRG, the hospital, in its 
calculation of the median, would use 
the average of the two remaining payer- 
specific negotiated charges in order to 
calculate the median; this will further 
de-identify the payer-specific negotiated 
charge data required under this policy. 

Comment: Commenters urged CMS 
not to finalize the market-based 
payment proposal, asserting that 
privately negotiated rates will not 
further CMS’s goal of paying market 
rates, while others expressed concern 
that CMS had not articulated a sufficient 
policy basis for using payer-specific 
negotiated charges as a substitute for 
hospital data to calculate the IPPS 
relative weights. Commenters argued 
that CMS did not provide sufficient 
analysis or rationale to show that payer- 
specific negotiated charges measure a 
hospital’s relative resource use for a 
particular MS–DRG, as required by 
statute. 

A few commenters noted that 
negotiations are based on multiple 
factors, of which cost is one factor, and 
that the current cost-based relative 
weight methodology adequately 
captures hospital relative resource use. 
A commenter argued that after 
reviewing the proposal with the 
statutory language contained in sections 
1815(a) and 1833(e), they were 
concerned that CMS may be citing 
baseless authorities, and that CMS 
should also comply with section 
1861(v)(1)(A) of the Act. The commenter 
stated that all other complexity added 
after this provision, whether it is the 
determination of cost-computing 
methods or the distillation of cost into 
specific metrics or units, does not 
negate the foundational requirement 
that hospitals must ‘‘incur’’ something 
in order to report it. The commenter 

urged CMS to explain the discrepancy 
between the proposed rule and the plain 
language of statutory authorities before 
finalizing. Commenters further argued 
that CMS did not adequately explain 
why market prices, rather than costs, are 
a better measure of hospital resources 
and, therefore, the proposed rule 
constitutes an arbitrary and capricious 
rulemaking, violating the 
Administrative Procedure Act. 

Response: We disagree with 
commenters that stated we did not 
articulate a sufficient policy basis for 
our data collection policy. As discussed 
in the proposed rule, sections 1815(a) 
and 1833(e) of the Act provide us with 
the authority to collect data for purposes 
of determining the amount of payments 
due to the provider under the Medicare 
program. We proposed to collect this 
negotiated charge data so that it may be 
used in determining relative weights for 
purposes of payment under the IPPS. 

CMS also has authority to assign and 
update MS–DRG weighting factors to 
reflect relative resource use. As 
previously discussed, section 
1886(d)(4)(A) of the Act states that the 
Secretary shall establish a classification 
of inpatient hospital discharges by 
diagnosis-related groups and a 
methodology for classifying specific 
hospital discharges within these groups. 
Section 1886(d)(4)(B) of the Act states 
that for each such diagnosis-related 
group the Secretary shall assign an 
appropriate weighting factor which 
reflects the relative hospital resources 
used with respect to discharges 
classified within that group compared to 
discharges classified within other 
groups. Section 1886(d)(4)(C)(i) of the 
Act states that the Secretary shall adjust 
the weighting factors at least annually to 
reflect changes in treatment patterns, 
technology, and other factors which 
may change the relative use of hospital 
resources. As noted by commenters, 
relative resources are accounted for 
when hospitals establish the cost of 
services, and costs of services are 
considered when negotiating with 
payers. Because of this, we believe that 
relative resources are one of the factors 
considered when negotiating amounts 
between hospitals and payers, and 
therefore the payer-specific negotiated 
charge would reflect relative resources 
used. We believe that relative resources 
are accounted for when hospitals and 
payers negotiate payments and would 
be captured within payer-specific 
negotiated charge data reported on the 
Medicare cost report by MS–DRG, as 
previously described. 

Commenters noted that hospitals may 
negotiate based on the market share, 
cost of services, risk of certain services, 
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450 See Phelps, Charles E. Health economics. 3rd 
edition. Boston: Addison-Wesley, 2002. Pp. 271– 
275. See also Varian, H.R. (2004). Microeconomic 
analysis. 1992. New York, London: WW Norton & 
Company. Chapter 2. (General economic principles 
state that firms do not operate at a loss.) 

patient population, and other factors, 
but did not articulate why the resources 
necessary to perform these services 
based on these negotiation tactics would 
not be considered in a hospital’s starting 
point negotiations with payers. If costs 
are considered when hospitals are 
negotiating payments, and commenters 
stated the current system of establishing 
MS–DRG relative weights, which is a 
cost-based methodology, accounts for 
relative resources used, then we do not 
agree that negotiated charges would not 
encompass relative resources used. The 
commenters seem to suggest that a 
hospital would consider utilization 
when negotiating its contracts, but not 
the resources necessary to provide those 
items and services for that level of 
patient utilization anticipated. As 
discussed previously, general economic 
principles indicate that a firm would 
not operate at a loss in the long-run or 
would face a shutdown.450 We believe 
the rates that hospitals negotiate with 
MA organizations capture the relative 
resource use to provide services to 
patients in order to maximize profits (or, 
in the case of not-for-profit hospitals, 
net income), subject to market 
constraints and conditions (supply and 
demand, community benefit 
requirements, etc.). Therefore, we 
believe that payer-specific negotiated 
charges provide greater insight into the 
resource use of a hospital. 

We also believe that these data can be 
used in determining the relative 
resource use for an MS–DRG. The 
market-based MS–DRG relative weight 
methodology, which we are finalizing 
with a FY 2024 effective date, would 
create the relative weight by calculating 
the ratio of the single weighted average 
standardized median MA organization 
payer specific negotiated charge for that 
MS–DRG across hospitals (Step 2) to the 
single national weighted average 
standardized median MA organization 
payer-specific negotiated charge across 
all MS–DRGs (Step 3). By virtue of 
calculating this ratio establishing the 
relativity, the weights would reflect the 
resources used with respect to a 
discharge classified within that group. 

To the commenter’s specific point 
that rather than the authority we cite, 
CMS should focus on section 
1861(v)(1)(A) of the Act, we note that 
we did include a reference to the 
requirement that providers follow 
reasonable cost principles under Section 
1861(v)(1)(A) of the Act when 

completing Medicare cost reports. We 
further note that Section 1861(v)(1)(A) 
of the Act requires reporting of data 
elements beyond just cost, including 
non-cost items and items used to 
determine the cost of services. 

Comment: Many commenters 
recommended that CMS not proceed 
with this proposal because the validity 
of the Hospital Price Transparency final 
rule is pending appeal before the U.S. 
Court of Appeals for the D.C. Circuit, in 
which several hospital associations and 
individual hospitals are seeking to 
invalidate that rule. See Am. Hosp. 
Ass’n v. Azar, 2020 WL 3429774 (D.D.C. 
June 23, 2020), appeal pending, No. 20– 
5193 (D.C. Cir. docketed June 30, 2020). 
Furthermore, commenters stated that 
because they believed CMS did not have 
the authority to collect this market- 
based data, that CMS therefore could 
not proceed with utilizing this data 
under the potential market-based MS– 
DRG relative weight methodology, as 
described in the proposed rule. 

Commenters recommended that CMS 
should not proceed with this proposal, 
or at a minimum it should wait until the 
legality of the Hospital Price 
Transparency final rule is settled by the 
Courts. 

Response: CMS did not rely on the 
statutory authority under 42 U.S.C. 
300gg–18(e) for purposes of the 
proposed collection of the median 
negotiated charge information on the 
Medicare cost report, nor for purposes 
of the potential change in the relative 
weighting methodology. We refer the 
commenters to our prior responses for a 
discussion of the relevant statutory 
authority for purposes of this 
rulemaking as well as our prior 
discussions responding to various 
constitutional concerns. 

Comment: Many commenters 
expressed concern that there were 
several potential unintended 
consequences of collecting market-based 
data and utilizing that data to establish 
MS–DRG relative weights. Specifically, 
several commenters noted that there had 
been recent state action addressing 
health care price transparency, the 
results of which have not yet been 
assessed. Commenters noted that 
neither CMS nor independent 
researchers have produced analyses that 
suggests that negotiated charge data are 
reliable, reasonably consistent across 
hospitals, or representative of the FFS 
population. Commenters argued that 
given the lack of a publicly available 
dataset containing negotiated charge 
data, they cannot determine any 
potential unintended consequences of 
these data. 

Several commenters cautioned CMS 
to consider the downstream effects of 
potentially adopting a market-based 
MS–DRG relative weight methodology 
and requested that CMS adopt a more 
moderate approach, should CMS adopt 
this market-based methodology. 
Specifically, commenters were 
concerned about the incorporation of 
quality-based payments and 
recommended CMS engage stakeholders 
to determine how this policy aligns with 
the adoption of value-based contracting 
arrangements. Commenters noted that 
establishing a policy that ignores value- 
based arrangements stymies the 
progression to value-based 
arrangements. Another commenter 
argued that many value-based bundled 
payment models require reconciliation 
well after the time of the patient 
encounter. Other commenters noted that 
certain payment arrangements may 
result in the final negotiated amount 
differing from the ‘‘base’’ negotiated 
rate, such as in capitated arrangements. 
If CMS adopted a market-based MS– 
DRG relative weight methodology that 
utilized payer-specific negotiated charge 
data, commenters requested that CMS 
publish this information so commenters 
could replicate and review the 
calculation of the MS–DRG relative 
weights under this market-based 
methodology, as commenters argued is 
CMS’s current practice under the cost- 
based MS–DRG relative weight 
methodology. 

Some commenters recommended that 
CMS task a multi-stakeholder group of 
subject matter experts to gather the 
necessary data, conduct a thorough and 
transparent analysis of the reliability of 
the data, and evaluate a range of 
methodologies with the sole purpose of 
identifying mechanisms to make 
payments more value-based and 
reflective of the actual true relative 
hospital resources used to deliver care. 
Other commenters recommended that 
CMS, limit the scope of this data 
reporting requirement to a small 
representative sample of hospitals and 
use that data to evaluate the impact it 
would have more broadly, consider 
phasing-in this methodology over time, 
and establish guardrails that would 
limit the year-to-year change on MS– 
DRG relative weights to a certain 
percentage. A few commenters 
recommended that CMS delay 
implementation until the agency has 
adequately explained the basis for 
concluding that payer-specific 
negotiated charges by MS–DRG reflect 
resources used and stakeholders have 
had another opportunity to comment on 
the proposal. A few commenters 
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requested CMS first evaluate and report 
to House and Senate Committees of 
Jurisdiction on the extent to which 
charge data that would be reported 
under the Hospital Price Transparency 
final rule would reflect market-based 
pricing dynamics, and the resultant 
impact that would have on the IPPS 
MS–DRG relative weight. Another 
commenter believed that CMS’s 
proposal could be a diversion from 
mission-critical efforts and would 
therefore be at odds with other CMS 
policies intended to reduce the 
paperwork burden and enhance policy 
flexibilities for health providers, such as 
the Patients over Paperwork Initiative 
and the Quality Payment Program. 

Response: We agree with commenters 
that we should provide an additional 
opportunity for the public to review the 
market-based data collected under 
section IV.P.2.c. of the final rule. We 
intend to provide an opportunity for the 
public to review our analysis of the 
median payer-specific negotiated charge 
data received, which we intend to do 
prior to the utilization of the MA 
organization median payer-specific 
negotiated charge data in the market- 
based MS–DRG relative weight 
methodology beginning in FY 2024. We 
believe this allows for additional 
discussions, public review, and 
conversation about utilizing this market- 
based data in the MS–DRG relative 
weight methodology. We also were 
persuaded by commenters’ concerns 
that collecting all third party payer 
payer-specific negotiated charge data 
would not provide for a direct data 
comparison between hospitals, because 
of the different negotiation tactics used 
and beneficiary populations served by 
the commercial insurance market. We 
believe that by instead collecting and 
utilizing MA organization negotiated 
charge data, we are finalizing a more 
moderate approach. 

Comment: Several commenters 
disagreed with how the term ‘‘charges’’ 
was defined and expressed concern that 
CMS’s inconsistent use of the term may 
cause confusion. Commenters 
recommended that CMS provide a 
clearer definition to the proposed 
requirements. A commenter requested 
that CMS use more precision in their 
language to clarify that ‘‘charges’’ only 
reflect amounts in the hospital 
chargemaster. The commenter stated 
that given all the variations in patients’ 
unique situations and other variables in 
contract terms, it would be nearly 
impossible for providers to comply 
consistently. Furthermore, another 
commenter emphasized that it is 
counterintuitive for CMS to disregard 
the Provider Reimbursement Manual 

(PRM) when it comes to the definition 
of ‘‘charges’’ but rely on it heavily when 
it comes to questions of Medicare bad 
debt. The commenter referenced a 
section of the PRM that states ‘‘charges 
should be uniformly applied to all 
patients’’ and asserted that by CMS’s 
definition a payer-specific negotiated 
charge cannot be considered a standard 
charge, simply because the same charge 
is not applied to all patients. Another 
commenter suggested limiting the word 
‘‘charges’’ to ‘‘gross charges’’ listed for 
items and services on the hospital’s 
chargemaster. The commenter also 
suggested that the word ‘‘rate’’ refer to 
the negotiated payment amount or price 
of a particular service. Additionally, 
another comment recommended that 
CMS replace the term charges with rates 
altogether. Lastly, a commenter advised 
CMS to carefully consider the definition 
of ‘‘cost’’ because the term is 
misleading. 

Response: We appreciate the 
commenters’ request for clarity and 
precision in CMS’s definitions with 
respect to this proposal. For the 
purposes of this rule, we proposed, and 
are finalizing, to define ‘‘payer-specific 
negotiated charge’’ as the charge that a 
hospital has negotiated with a third- 
party payer for an item or service. As 
discussed in the proposed rule, we 
proposed to use this definition because 
it would capture the charges that are 
negotiated between hospitals and MA 
organizations, and hospitals and all its 
third party payers, including MA 
organizations, and can provide the data 
needed to evaluate the use of market- 
based information for payment purposes 
within the MS–DRG relative weight 
calculation. This definition of payer- 
specific negotiated charge is the same 
definition of ‘‘payer-specific negotiated 
charge’’ that we finalized for the 
purposes of hospitals making their 
standard charges available to the public 
under the Hospital Price Transparency 
final rule. We note that the definition of 
third party payer, for the purposes of 
reporting median payer-specific 
negotiated charges set forth in this rule, 
includes MA organizations that have 
contracted with CMS. As we have 
discussed, because hospitals are already 
required to publicly report payer- 
specific negotiated charges under the 
final policy set forth in the Hospital 
Price Transparency final rule, using the 
same definition of payer-specific 
negotiated charges required for posting 
under the Hospital Price Transparency 
final rule to calculate the median payer- 
specific negotiated charge by MS–DRG 
for payers that are MA organizations, as 

required under this final rule, reduces 
burden on hospitals. 

Additionally, we responded to many 
of these same comments in the Hospital 
Price Transparency final rule; we refer 
readers to the Hospital Price 
Transparency final rule (84 FR 65541) 
for the discussion regarding ‘‘standard 
charges’’. 

Comment: A commenter opposed 
aspects of CMS’s definition of ‘‘items 
and services.’’ In particular, the 
commenter disagreed that MS–DRG 
items and services are established as 
standard charges in inpatient settings. 
The commenter acknowledged services 
provided for a particular MS–DRG are 
quite similar across patients; however, 
the commenter stated that hospitals 
generally do not establish a standard 
charge for an inpatient admission. 
Instead, there are often standard 
negotiated rates for inpatient admission 
equal to the product of rate and the 
negotiated relative weight of the MS– 
DRG. 

Response: We believe that since 
hospitals assign the underlying ICD–10– 
CM principal diagnosis, and any other 
secondary diagnosis codes and ICD–10– 
PCS procedure codes, which determine 
how patients are assigned to an MS– 
DRG, that hospitals are able to associate 
those items and services to MS–DRGs 
for each discharge. Additionally, 
hospitals that are not as familiar with 
MS–DRGs have access to the most 
current publically available version of 
the CMS Grouper used to group ICD–10 
codes to MS–DRGs, and are able to use 
this software to uniformly group 
inpatient items and services to MS– 
DRGs, either initially by proactively 
using the same Grouper version used by 
CMS, or retrospectively after an 
inpatient hospital stay, but prior to 
submitting this information on the 
hospital cost report. This definition of 
‘‘items and services’’ is the same 
definition of ‘‘items and services’’ that 
we finalized for purposes of our 
requirements for hospitals to make their 
standard charges available to the public 
under the Hospital Price Transparency 
final rule, except that we have omitted 
the reference to outpatient department 
visits, because we would not require 
hospitals to calculate the median payer- 
specific negotiated charges for items and 
services provided in the hospital 
outpatient setting under this 
requirement. As we have discussed, 
because hospitals are already required 
to publicly report payer-specific 
negotiated charges under the final 
policy set forth in the Hospital Price 
Transparency final rule, using the same 
definition of ‘‘items and services,’’ as 
required for posting under the Hospital 
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Price Transparency final rule, to 
calculate the median payer-specific 
negotiated charge by MS–DRG for 
payers that are MA organizations, 
reduces burden on hospitals. 

Comment: A commenter disagreed 
with CMS’s definition of ‘‘third party 
payer’’ and suggested CMS consider 
explicitly excluding payers that would 
not logically fit within a hospital’s MS– 
DRG relative weight calculation, such as 
stand-alone dental plans. 

Response: We thank this commenter 
for their input; however, we believe that 
using this definition of ‘‘third party 
payer,’’ which we note includes MA 
organizations and is also the definition 
of third party payer finalized for 
purposes of the Hospital Price 
Transparency final rule, reduces burden 
on providers as discussed previously. 
Additionally, because the Medicare FFS 
program provides for limited coverage 
of dental procedures, there may be 
limited instances where dental items 
and services would be grouped to an 
MS–DRG. 

Comment: A few commenters 
expressed concern that long term care 
hospitals (LTCHs) will be directly and 
significantly affected by the change in 
methodology for calculating MS–DRG 
relative rates. A commenter expressed 
concern that the proposed changes to 
IPPS payment rate setting will further 
destabilize the LTCH PPS for many 
Medicare beneficiaries. This commenter 
noted that the LTCH PPS utilizes the 
IPPS rates to determine the site neutral 
payment rate used for LTCH admissions 
that do meet the LTCH patient criteria. 
Second, these commenters noted that 
IPPS payment rates are used in the 
LTCH PPS payment rate for short-stay 
outlier cases where the payment rate is 
a blend of the IPPS per diem amount 
and 120% of the LTC–DRG per diem 
amount. Another commenter expressed 
concern that because LTCHs contract 
with Medicare Advantage differently 
from other hospitals, their data would 
not be useful in determining charges. 
Commenters recommended that CMS 
further clarify how the proposed rule 
will impact post-acute care hospitals, 
including LTCHs. 

A commenter urged CMS to revise the 
proposed regulation so that it clearly 
limits these new reporting requirements 
to short term acute care hospitals paid 
under the IPPS. Another commenter 
strongly opposed any attempt to expand 
data collection to LTCHs. A commenter 
requested sole community hospitals be 
exempt from this regulation. While 
other commenters requested that CMS 
clarify whether non subsection (d) 
hospitals would be exempted from this 
data collection proposal. 

Response: We did not propose any 
changes to the LTCH PPS nor the MS– 
LTC–DRG methodology, only to the 
IPPS and MS–DRG relative weight 
methodology. As discussed in this final 
rule, we were persuaded by 
commenters’ request that we continue to 
publish the MS–DRG relative weights 
under the cost-based MS–DRG 
methodology. Therefore, we expect to 
continue to publish the MS–DRG 
relative weights under both the cost- 
based MS–DRG methodology and the 
market-based MS–DRG methodology, 
for a period of time. This will enhance 
our review of the market-based data 
collected under IV.P.2.c. of this final 
rule, and will allow us to monitor for 
any unintended consequences, as also 
requested by commenters. 

We are finalizing, as proposed, that 
subsection (d) hospitals in the 50 states 
and DC, as defined at section 
1886(d)(1)(B) of the Act, and subsection 
(d) Puerto Rico hospitals, as defined 
under section 1886(d)(9)(A) of the Act, 
would be required to report the median 
payer-specific negotiated charge 
information. We note that hospitals that 
are not categorized under the above 
sections of the Act, and hospitals that 
do not negotiate payments for services 
would be exempted from this data 
collection requirement. We refer readers 
to the proposed rule (85 FR 32795) for 
a full discussion of this policy. We 
further note that we are open to 
adjusting any finalized policy through 
future rulemaking. We therefore believe 
that there would be additional 
opportunities for the public to provide 
feedback on our finalized policies. 

Comment: Many commenters 
expressed concern with the timing of 
the implementation and stated that CMS 
has underestimated the time, resources, 
and cost required for hospitals to meet 
the negotiated payment data 
requirements by January 1, 2021. 
Commenters argued that due to the 
burden of the current COVID–19 public 
health emergency, CMS should delay 
implementation. Commenters argued 
that the current public health focus on 
COVID–19 is straining the resources of 
the nation’s health care system. 
Commenters described these data 
collection requirements as enormous 
and stated that they are too 
administratively burdensome to 
implement until after the health system 
returns to normal, or at minimum, a 
commenter requested that CMS delay 
implementation for at least a year to 
give hospitals additional months to 
adapt to the impact of COVID–19 on 
healthcare utilization and payment. 
Additionally, a few commenters 
cautioned CMS from finalizing 

requirements for Calendar Year 2021, in 
order to learn from the finalized price 
transparency requirements already in 
place. 

Response: We appreciate commenters’ 
concerns about the strain on the nation’s 
health care system due to the COVID– 
19 public health emergency. However, 
as discussed, the payer-specific 
negotiated charges used by hospitals to 
calculate these medians would be the 
payer-specific negotiated charges for 
service packages that hospitals are 
required to make public under the 
requirements we finalized in the 
Hospital Price Transparency final rule 
(84 FR 65524), beginning in January 1, 
2021, that can be crosswalked to an MS– 
DRG. Hospitals would use the payer- 
specific negotiated charge data that they 
would be required to make public, as a 
result of the Hospital Price 
Transparency final rule, to then 
calculate the median payer-specific 
negotiated charges (as described further 
in section IV.P.2.c. of this final rule) to 
report on the Medicare cost report. We 
believe that because hospitals are 
already required to publicly report 
payer-specific negotiated charges, in 
accordance with the Hospital Price 
Transparency final rule, that the 
additional calculation and reporting of 
the median payer-specific negotiated 
charge will be less burdensome for 
hospitals, because hospitals will use the 
payer-specific negotiated charges 
calculated for purposes of meeting the 
Hospital Price Transparency final rule 
requirements to then calculate the 
median payer-specific negotiated charge 
by MS–DRG for MA organizations, as 
required under section IV.P.2.c. of this 
final rule. 

Additionally, the majority of 
Medicare certified hospitals have cost 
reporting periods that end between July 
and September of each year. Hospitals 
also have a 5-month period after their 
cost reporting periods end to submit the 
Medicare cost report. This means that 
the majority of hospitals will not submit 
their Medicare cost report until, at the 
earliest, November 2021. We will also 
conduct further analysis based on the 
market-based data received and provide 
an opportunity for public comment on 
that analysis, which may include 
consideration of any unknown impacts 
of the COVID–19 PHE on this data. 

Comment: Some commenters 
expressed concern that CMS grossly 
underestimated the amount of time and 
burden it will take hospitals to collect, 
organize, properly format, calculate, 
update and report the median payer- 
specific negotiated charges by MS–DRG. 
Commenters argued that hospitals 
cannot complete the task of 
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implementing the reporting 
requirements themselves, nor have they 
been able to find vendors capable of 
accomplishing the task. Commenters 
noted that a health system operating in 
numerous states will have multiple 
contracts for each individual hospital, 
within each state, and with each payer. 
Commenters argued that this could 
result in the system needing to arrange 
the payer-specific negotiated charges for 
hundreds of discharges for a given MS– 
DRG across hundreds of different payer 
contracts in order to determine the 
median. Additionally, commenters 
argued that some third-party payers do 
not pay based on MS–DRGs and as a 
result, hospitals will need to calculate 
an MS–DRG based on the same or 
similar package of services. Commenters 
noted that this process becomes even 
more complicated if commercial plans 
do not pay the hospital based on FFS 
rates. 

A few commenters provided a range 
of estimates for complying with the 
requirements of this final rule. A 
commenter estimated that initial 
compliance with the Hospital Price 
Transparency final rule would require a 
minimum of 120 hours of work, or a 
cost of approximately $10,000 for 
hospitals that have the internal 
technical expertise. This commenter 
further stated that hospitals without 
technical expertise would require a 
consultant, at the cost of $20,000 or 
more. This commenter argued that 
compliance with the policies CMS 
proposed would require significant 
effort beyond those initial requirements. 
Another commenter estimated it would 
cost around $50,000 and require a team 
of professionals from multiple 
departments to fulfill the reporting 
requirements. Another commenter 
stated the reporting requirements would 
entail a substantial investment of 
hospitals’ time and resources and 
estimated a minimum of more than 
6,000 hours per year of additional work 
to engage in this coding at a cost of at 
least $210,000. Another commenter 
recommended that CMS should work 
closely with hospitals and with the 
relevant financial software vendors to, 
at least, understand the enormity of 
these functions and develop a more 
reasonable determination of the time 
and cost required for a provider to 
comply. 

A few commenters suggested that 
health plans, including MA plans, 
should instead report this data for 
utilization within the MS–DRG relative 
weight calculation and be responsible 
for providing consumers with pricing 
information. Finally, a commenter 
incorrectly stated that the proposal 

requires hospitals to post rates for 
outpatient surgical services, arguing that 
there would be a further need to post 
independent outpatient codes separately 
for items contracted individually on a 
FFS basis within the same grouped 
contracts. 

Response: We note that hospitals are 
already required to publicly report the 
payer-specific negotiated charge 
information that they will use to 
calculate median payer-specific 
negotiated charges by MS–DRG for 
payers that are MA organizations, based 
on the requirements finalized in the 
Hospital Price Transparency final rule 
(we refer readers to burden estimates 
finalized in the Hospital Price 
Transparency final rule). We therefore 
believe that the additional calculation 
and reporting of requirements in this 
final rule will be less burdensome for 
hospitals since hospitals will already 
have this initial data compiled. To 
address the commenter’s specific 
concerns that the rule further requires 
hospitals to post outpatient negotiated 
rates, we remind readers that our 
proposal, as described in the FY 2021 
IPPS/LTCH PPS proposed rule (85 FR 
32794) and finalized in this final rule, 
requires hospitals to calculate and 
report the median of their payer-specific 
negotiated charges for items and 
services provided only in the hospital 
inpatient setting. 

We appreciate that different hospitals 
may face different constraints when 
estimating their burden and resources 
required. We also acknowledge that 
some hospitals may require more time 
and resources than others to gather the 
relevant data, prepare for its electronic 
reporting, and update that information. 

In the FY 2021 IPPS/LTCH PPS 
proposed rule (85 FR 32887), we 
estimated a total annual burden to 
hospitals of 15 hours per hospital: 5 
hours for recordkeeping, including 
hours for bookkeeping, accounting and 
auditing clerks; and 10 hours for 
reporting, including accounting and 
audit professionals’ activities. We 
estimated an initial annual burden of 
47,835 annual burden hours for 3,189 
hospitals, at cost of $971.10 per 
hospital, or $3,096,838 across all 
hospitals. After consideration of the 
comments received, we agree that the 
burden estimate should be revised to 
reflect an increased number of hours. A 
few commenters provided estimates 
based on both their unique experiences, 
as well as experiences from a variety of 
health financial management experts 
and members. While commenters did 
not provide a range of estimated hours, 
the commenters that did provide dollar 
estimates noted the estimates fell within 

a range of a minimum of $20,000 per 
hospital to $210,000 per hospital. 

We believe the estimates that 
commenters provided are not reasonable 
given the fact that hospitals are already 
required to publicly report the payer- 
specific negotiated charge information, 
which they will use to calculate these 
medians, in accordance with the 
Hospital Price Transparency final rule at 
the time that this data collection 
requirement goes into effect. We 
continue to believe that the additional 
calculation and reporting of the median 
payer-specific negotiated charge will be 
less burdensome for hospitals since 
hospitals are already required to have 
this information compiled and the 
burden associated with that compilation 
is already assumed. 

We note that commenters did not 
provide a breakdown of the tasks and 
hours associated with the estimates that 
they provided. However, we are 
increasing the burden estimate after 
consideration of comments stating that 
additional effort would be necessary to 
crosswalk discharges to an MS–DRG, 
specifically if a hospital is not familiar 
with the MS–DRG classification system, 
for use in calculating the median payer- 
specific negotiated charges. As such, we 
have increased the initial estimate of 10 
hours associated with reporting the 
median payer-specific negotiated charge 
to 15 hours, in order to account for this 
additional effort that commenters 
described. 

Therefore, given the policies that we 
are finalizing in this final rule, we 
believe an estimate of 20 hours per 
hospital represents a broad industry 
view that takes into account the range 
of hospital readiness and ability to 
comply with these requirements. We are 
maintaining our estimate for the hours 
associated with recordkeeping at 5 and 
are increasing the estimate of hours 
associated with reporting from 10 to 15, 
which equals 20 hours of annual burden 
per hospital and 63,780 hours of 
estimated annual burden across all 
3,189 hospitals. This equals a cost of 
$1,353.40 per hospital, or $4,315,993 
across all hospitals. 

Comment: A few commenters noted 
that because hospitals will be required 
to publicly report payer-specific 
negotiated charges, in accordance with 
the Hospital Price Transparency final 
rule, the additional calculation and 
reporting of the median payer-specific 
negotiated charge by MS–DRG for 
payers that are MA organizations will be 
less burdensome for hospitals. 

Response: We agree that the 
additional calculation and reporting of 
the median payer-specific negotiated 
charge by MS–DRG for payers that are 
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MA organizations will be less 
burdensome for hospitals. 

Comment: A commenter stated that 
CMS may penalize hospitals that fail to 
provide median negotiated rates on 
Medicare cost reports beginning with 
cost reporting periods ending on or after 
January 1, 2021 and that those hospitals 
that do not report would not receive any 
Medicare reimbursement. The 
commenter stated that this punitive 
action is exceptionally harsh and should 
be re-considered. 

Response: Sections 1815(a) and 
1833(e) of the Act state that no Medicare 
payments will be made to a provider 
unless it has furnished information 
requested by the Secretary to determine 
payment amounts due under the 
Medicare program. Sections 1815(a) and 
1833(e) of the Act pertain to CMS’s 
authority to collect information on the 
Medicare cost report. If a Medicare 
provider does not furnish payment 
information on the cost report, then 
potentially no Medicare payments will 
be provided. 

Comment: A few commenters 
questioned how the provisions in this 
regulation will impact new technology 
and hospital ambulatory settings within 
provider-based arrangements. A 
commenter requested if the MS–DRG 
weights will be updated each year and, 
if not, how new technology will be 
addressed. Another commenter noted 
that the regulation does not account for 
the posting of charges and development 
of median rates for hospitals with 
ambulatory settings within provider- 
based arrangements. 

Response: The methodology we 
discussed in the FY 2021 IPPS/LTCH 
PPS proposed rule concerned the use of 
market-based data in the MS–DRG 
relative weight calculation, and did not 
address changes to new technology 
payments through the new technology 
add-on payment program, nor changes 
to the ambulatory payment policies. As 
discussed, we proposed and are 
finalizing the definition of the ‘‘payer- 
specific negotiated charge’’ as the charge 
that a hospital has negotiated with a 
third-party payer for an item or service, 
with an ‘‘item and service’’ being 
defined as all items and services, 
including individual items and services 
and service packages, that could be 
provided by a hospital to a patient in 
connection with an inpatient admission 
for which the hospital has established a 
standard charge. We further note that an 
MS–DRG, as established by CMS under 
the MS–DRG classification system, is a 
type of service package consisting of 
items and services based on patient 
diagnosis and other characteristics. 

New technology add-on payment 
methodologies are not addressed in this 
policy and hospital ambulatory settings 
within provider-based arrangements are 
not included within the definition of 
‘‘items and services.’’ 

Comment: Several commenters had 
suggestions of alternative approaches 
that they believed would reduce CMS’s 
reliance on the hospital chargemaster. 
Other commenters believed that the 
existing cost-based relative weight 
methodology already reflected some 
market dynamics and suggested 
reforming the hospital cost-reporting 
guidance and practices to better reflect 
true relative hospital resources used to 
deliver care. Similarly, several 
commenters referenced an alternative 
model, the Direct Cost Model, which 
suggested that data should be derived 
from hospital cost accounting systems to 
submit an allowable cost per discharge 
or outpatient service. A few commenters 
suggested CMS should develop a multi- 
payer voluntary demonstration that 
would allow providers to work with 
CMS to explore ways to rebase and reset 
relative costs within their chargemasters 
based on market data. Another 
commenter believed MS–DRG payments 
should be set by patient severity and 
acuity rather than comparisons of 
various patient acuities across multiple 
payers. 

Response: We thank commenters for 
their input. We are open to adjusting 
any finalized policy, through future 
rulemaking, prior to the FY 2024 
effective date. We welcome continued 
dialogue with stakeholders. 

Comment: Several commenters 
requested that CMS continue to estimate 
and publicly provide the MS–DRG 
relative weights as calculated using the 
current cost-based estimation 
methodology along with the relative 
weights using the market-based 
estimation methodology, if CMS did 
finalize the market based data collection 
proposal and adopt a market-based MS– 
DRG relative weight methodology. A 
few commenters stated that large payers 
rely on CMS’s MS–DRG relative weights 
and assignments for their pricing 
arrangements. 

Response: As discussed previously, 
we were persuaded by commenters’ 
concerns and recognize that other 
payers may use the CMS MS–DRG 
relative weights published as part of the 
IPPS/LTCH PPS rulemaking. We expect, 
for some period of time following 
implementation of the market-based 
MS–DRG relative weight methodology, 
as discussed in the proposed rule, to 
continue to estimate and publicly 
provide the MS–DRG relative weights 

calculated using the cost-based 
estimation methodology. 

Comment: A few commenters 
provided a critique of Steps One 
through Five of the potential market- 
based MS–DRG relative weight 
methodology, which was outlined in the 
proposed rule. These commenters 
requested that CMS amend the potential 
market-based MS–DRG relative weight 
methodology, to adjust for 
disproportionate share hospital 
payments, uncompensated care 
payments, graduate medical education 
payments, pass through payments, 
outliers payments, transfer adjustments, 
quality program adjustments or other 
value-based purchasing arrangements, 
and standardize the data based on 
geographic region or different resource 
consumption such as complication or 
comorbidity or major complication or 
comorbidity, the patient population 
served, local market conditions, the 
impact of prior authorization, and other 
utilization management activities on the 
data. Additionally, other commenters 
suggested that it was too early for CMS 
to request feedback on the potential 
market based MS–DRG relative weights 
methodology since the payer-specific 
negotiated charge data described to be 
utilized within the methodology had not 
yet been reported or analyzed. 

Response: While commenters 
suggested CMS take into account several 
factors when standardizing the data for 
use in the market-based MS–DRG 
relative weight methodology, 
commenters did not provide examples 
or recommendations for how to 
specifically adjust or account for these 
factors within the methodology. We 
note that, as described previously, the 
market-based MS–DRG relative weight 
methodology, as described in the 
proposed rule and finalized in this final 
rule, would adjust for geographic factors 
by standardizing the market-based data 
for area wage levels and cost-of-living 
adjustments for hospital claims from 
Alaska and Hawaii, in the same manner 
as under the cost-based MS–DRG 
methodology (Step One of the market 
based MS–DRG relative weight 
methodology). As also described in the 
proposed rule, under Step Two of the 
market based MS–DRG methodology, 
we would standardize the median 
payer-specific negotiated charge data by 
the hospital’s Medicare transfer- 
adjusted case count for that MS–DRG, 
with transfer adjusted case counts 
calculated exactly the same way as 
under the current MS–DRG relative 
weight methodology (84 FR 42621). We 
note that quality payment adjustments 
are not accounted for within the existing 
MS–DRG relative weight process. We 
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remain open to adjusting our finalized 
policy, through future rulemaking, prior 
to the FY 2024 effective date. 

Comment: Several commenters 
requested that CMS implement a 
transition period to monitor for 
unintended consequences of the new 
market based MS–DRG relative weight 
methodology. Other commenters urged 
CMS to provide ample transition time 
and clarity on the impact of changes by 
region and institution, while making 
efforts to minimize disruptions to the 
reimbursement system and provide 
certainty to hospitals and health care 
providers. 

Response: At this time we believe it 
is appropriate to finalize this market- 
based MS–DRG relative weight 
methodology with an effective date of 
FY 2024, but we will continue to 
consider these comments 
recommending a transition period for 
future rulemaking. We are finalizing a 
FY 2024 effective data in this 
rulemaking because an effective date of 
FY 2024 is the earliest the market-based 
data would be available for use and we 
want to provide as much advanced 
notice to hospitals as possible. 

Comment: We received comments on 
other issues, such as, a few commenters 
believed CMS did not provide enough 
evidence to suggest that system-wide 
cost reduction solely through 
reimbursement cuts for services 
delivered to beneficiaries was a driving 
force behind health care inflation, and 
suggested that CMS propose policies 
targeted at solving that particular 
problem directly. A few commenters 
expressed concern with the exclusion of 
costs associated with the overhead, 
handling, and other operating expenses 
associated with high-cost implantable 
devices. A commenter noted that CMS’s 
MS–DRG relative weight calculations 
for procedures associated with high-cost 
medical devices may be underweighted 
and result in payments less than 
hospitals’ costs to perform these 
procedures. Another commenter 
suggested that CMS issue new 
instructions for how hospitals should 
consistently report charges associated 
with high-cost implantable devices, 
including designating a new cost center 
for the purchase of high-cost 
implantable medical devices that 
includes the reporting of the acquisition 
cost of the medical device and the 
overhead expenses associated with 
acquisition, handling, and operating of 
the device. A commenter expressed 
concern that the format of pricing 
information may not align with the 
prohibition on information blocking and 
that well-intended exceptions to 
information blocking may overlap and 

require every health care provider to 
create new information blocking 
policies and procedures and significant 
documentation to justify the use of the 
exceptions. 

Response: We thank commenters for 
this feedback. With respect to comments 
regarding cost reduction, we note that 
overall health care inflation was not the 
primary focus of our proposal. Step Five 
of the market-based MS–DRG relative 
weight methodology, as finalized, 
would normalize the relative weights by 
an adjustment factor so that the average 
case weight after recalibration would be 
equal to the average case weight before 
recalibration. As under the current cost- 
based relative weight estimation 
methodology, the normalization 
adjustment is intended to help ensure 
that recalibration by itself neither 
increases nor decreases total payments 
under the IPPS, as required by section 
1886(d)(4)(C)(iii) of the Act. 

In regards to additional guidance on 
these remaining issues raised by 
commenters on high cost implantable 
devices and information blocking, we 
do not fully understand the 
commenters’ concerns in the context of 
our proposed or final policies. 
Nevertheless, we remain open to 
continued conversations with 
commenters, and adjusting any finalized 
policy, through future rulemaking, prior 
to the FY 2024 effective date and may 
provide additional reporting guidance 
as appropriate or as determined 
necessary. However, absent additional 
reporting guidance, we believe that 
hospitals have the capability to report 
this market based data to account for 
relative resource use by MS–DRG, for 
cost reporting periods ending on or after 
January 1, 2021. 

For example, with respect to high cost 
implantable devices, if the commenter is 
requesting additional clarity on how 
negotiated charges for high-cost 
implantable devices should be 
accounted for within the median payer- 
specific negotiated charges by MS–DRG, 
as described earlier, since hospitals 
assign the underlying ICD–10–CM 
principal diagnosis, and any other 
secondary diagnosis codes and ICD–10– 
PCS procedure codes, which determine 
how patients are assigned to an MS– 
DRG, that hospitals are able to associate 
those items and services to MS–DRGs 
for each discharge. Additionally, 
hospitals that are not as familiar with 
MS–DRGs have access to the most 
current publically available version of 
the CMS Grouper used to group ICD–10 
codes to MS–DRGs, and are able to use 
this software to uniformly group 
inpatient items and services to MS– 
DRGs, either initially by proactively 

using the same Grouper version used by 
CMS, or retrospectively after an 
inpatient hospital stay, but prior to 
submitting this information on the 
hospital cost report. 

Final Action: After consideration of 
the comments received, and for the 
reasons previously discussed, we are 
finalizing our proposed market-based 
data collection requirement with a 
modification. Specifically, we are 
finalizing that hospitals would report on 
the Medicare cost report the median 
payer-specific negotiated charge that the 
hospital has negotiated with all of its 
MA organization payers, by MS–DRG, 
for cost reporting periods ending on or 
after January 1, 2021. We are not 
finalizing the proposed requirement that 
hospitals report on the Medicare cost 
report the median payer-specific 
negotiated charge the hospital has 
negotiated with all of its third-party 
payers, by MS–DRG. We are also not 
finalizing the collection of the 
alternative data collection measure, the 
median negotiated reimbursement 
amount, as discussed in the proposed 
rule. To determine the median payer- 
specific negotiated charge for MA 
organizations for a given MS–DRG, a 
hospital would follow the process as 
outlined in the proposed rule (85 FR 
32794) and discussed previously in this 
final rule. We are finalizing our 
definitions of ‘‘payer-specific negotiated 
charge,’’ ‘‘third party payer,’’ ‘‘MA 
organization’’ and ‘‘items and services,’’ 
as proposed. For the purposes of 
calculating and reporting the median 
payer-specific negotiated charge the 
hospital has negotiated with all of its 
MA organization payers, by MS–DRG, 
we define an MA organization the same 
way as proposed, and defined in 42 CFR 
422.2; namely, an MA organization 
means a public entity or private entity 
organized and licensed by a State as a 
risk-bearing entity (with the exception 
of provider-sponsored organizations 
receiving waivers) that is certified by 
CMS as meeting the MA contract 
requirements. We note that the 
definition of third party payer, for the 
purposes of reporting median payer- 
specific negotiated charges set forth in 
this rule, includes MA organizations 
that have contracted with CMS. 

We are finalizing our proposed 
amendment to the regulations to specify 
this data collection requirement at 42 
CFR 413.20(d)(3), with modification, to 
require the collection of only the 
median payer-specific negotiated charge 
by MS–DRG for payers that are MA 
organizations. This data collection 
requirement is effective for cost 
reporting periods ending on or after 
January 1, 2021. As stated in the 
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proposed rule, further instructions for 
the reporting of this market-based data 
collection requirement on the Medicare 
cost report will be discussed in a 
forthcoming revision of the Information 
Collection Request currently approved 
under OMB control number 0938–0050, 
expiration date March 31, 2022. We may 
provide additional guidance regarding 
this data collection policy as 
determined appropriate or necessary. 
However, absent additional guidance, 
we believe that hospitals have the 
capability to report this market-based 
data, as required, for cost reporting 
periods ending on or after January 1, 
2021. 

We are also finalizing the adoption of 
a market-based MS–DRG relative weight 
methodology effective for FY 2024. We 
are finalizing the market-based MS–DRG 
relative weight methodology, as 
described within the FY 2021 IPPS/ 
LTCH PPS proposed rule, without 
modification. Specifically, we will begin 
using the median payer-specific 
negotiated charge by MS–DRG for MA 
organizations in the market-based MS– 
DRG relative weight methodology 
beginning with the relative weights 
calculated for FY 2024. We also remain 
open, as described in the proposed rule, 
to making modifications and 
refinements to this market-based 
methodology, through rulemaking prior 
to the FY 2024 effective date. We are not 
finalizing, at this time, a transition 
period to this market-based MS–DRG 
relative weight methodology, but may 
consider this in future rulemaking prior 
to FY 2024. We expect, for some period 
of time, following implementation of 
this market-based MS–DRG relative 
weight methodology, as discussed in the 
proposed rule, to continue to estimate 
and publicly provide the MS–DRG 
relative weights calculated using the 
cost-based estimation methodology for 
informational purposes. 

We will continue to consider ways to 
reduce the role of hospital 
chargemasters in Medicare IPPS 
payments, as we described in the 
proposed rule, to further reflect market- 
based approaches in Medicare FFS 
payments, to the extent permitted by 
law. 

V. Changes to the IPPS for Capital- 
Related Costs 

A. Overview 

Section 1886(g) of the Act requires the 
Secretary to pay for the capital-related 
costs of inpatient acute hospital services 
in accordance with a prospective 
payment system established by the 
Secretary. Under the statute, the 
Secretary has broad authority in 

establishing and implementing the IPPS 
for acute care hospital inpatient capital- 
related costs. We initially implemented 
the IPPS for capital-related costs in the 
FY 1992 IPPS final rule (56 FR 43358). 
In that final rule, we established a 10- 
year transition period to change the 
payment methodology for Medicare 
hospital inpatient capital-related costs 
from a reasonable cost-based payment 
methodology to a prospective payment 
methodology (based fully on the Federal 
rate). 

FY 2001 was the last year of the 10- 
year transition period that was 
established to phase in the IPPS for 
hospital inpatient capital-related costs. 
For cost reporting periods beginning in 
FY 2002, capital IPPS payments are 
based solely on the Federal rate for 
almost all acute care hospitals (other 
than hospitals receiving certain 
exception payments and certain new 
hospitals). (We refer readers to the FY 
2002 IPPS final rule (66 FR 39910 
through 39914) for additional 
information on the methodology used to 
determine capital IPPS payments to 
hospitals both during and after the 
transition period.) 

The basic methodology for 
determining capital prospective 
payments using the Federal rate is set 
forth in the regulations at 42 CFR 
412.312. For the purpose of calculating 
capital payments for each discharge, the 
standard Federal rate is adjusted as 
follows: 

(Standard Federal Rate) × (DRG 
Weight) × (Geographic Adjustment 
Factor (GAF)) × (COLA for hospitals 
located in Alaska and Hawaii) × (1 + 
Capital DSH Adjustment Factor + 
Capital IME Adjustment Factor, if 
applicable). 

In addition, under § 412.312(c), 
hospitals also may receive outlier 
payments under the capital IPPS for 
extraordinarily high-cost cases that 
qualify under the thresholds established 
for each fiscal year. 

B. Additional Provisions 

1. Exception Payments 

The regulations at 42 CFR 412.348 
provide for certain exception payments 
under the capital IPPS. The regular 
exception payments provided under 
§ 412.348(b) through (e) were available 
only during the 10-year transition 
period. For a certain period after the 
transition period, eligible hospitals may 
have received additional payments 
under the special exceptions provisions 
at § 412.348(g). However, FY 2012 was 
the final year hospitals could receive 
special exceptions payments. For 
additional details regarding these 

exceptions policies, we refer readers to 
the FY 2012 IPPS/LTCH PPS final rule 
(76 FR 51725). 

Under § 412.348(f), a hospital may 
request an additional payment if the 
hospital incurs unanticipated capital 
expenditures in excess of $5 million due 
to extraordinary circumstances beyond 
the hospital’s control. Additional 
information on the exception payment 
for extraordinary circumstances in 
§ 412.348(f) can be found in the FY 2005 
IPPS final rule (69 FR 49185 and 49186). 

2. New Hospitals 
Under the capital IPPS, the 

regulations at 42 CFR 412.300(b) define 
a new hospital as a hospital that has 
operated (under previous or current 
ownership) for less than 2 years and 
lists examples of hospitals that are not 
considered new hospitals. In accordance 
with § 412.304(c)(2), under the capital 
IPPS, a new hospital is paid 85 percent 
of its allowable Medicare inpatient 
hospital capital-related costs through its 
first 2 years of operation, unless the new 
hospital elects to receive full 
prospective payment based on 100 
percent of the Federal rate. We refer 
readers to the FY 2012 IPPS/LTCH PPS 
final rule (76 FR 51725) for additional 
information on payments to new 
hospitals under the capital IPPS. 

3. Payments for Hospitals Located in 
Puerto Rico 

In the FY 2017 IPPS/LTCH PPS final 
rule (81 FR 57061), we revised the 
regulations at 42 CFR 412.374 relating to 
the calculation of capital IPPS payments 
to hospitals located in Puerto Rico 
beginning in FY 2017 to parallel the 
change in the statutory calculation of 
operating IPPS payments to hospitals 
located in Puerto Rico, for discharges 
occurring on or after January 1, 2016, 
made by section 601 of the Consolidated 
Appropriations Act, 2016 (Pub. L. 114– 
113). Section 601 of Public Law 114– 
113 increased the applicable Federal 
percentage of the operating IPPS 
payment for hospitals located in Puerto 
Rico from 75 percent to 100 percent and 
decreased the applicable Puerto Rico 
percentage of the operating IPPS 
payments for hospitals located in Puerto 
Rico from 25 percent to zero percent, 
applicable to discharges occurring on or 
after January 1, 2016. As such, under 
revised § 412.374, for discharges 
occurring on or after October 1, 2016, 
capital IPPS payments to hospitals 
located in Puerto Rico are based on 100 
percent of the capital Federal rate. 

C. Annual Update for FY 2021 
The annual update to the national 

capital Federal rate, as provided for in 
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42 CFR 412.308(c), for FY 2021 is 
discussed in section III. of the 
Addendum to this FY 2021 IPPS/LTCH 
PPS final rule. 

In section II.D. of the preamble of this 
FY 2021 IPPS/LTCH PPS final rule, we 
present a discussion of the MS–DRG 
documentation and coding adjustment, 
including previously finalized policies 
and historical adjustments, as well as 
the adjustment to the standardized 
amount under section 1886(d) of the Act 
that we are making for FY 2021, in 
accordance with the amendments made 
to section 7(b)(1)(B) of Public Law 110– 
90 by section 414 of the MACRA. 
Because these provisions require us to 
make an adjustment only to the 
operating IPPS standardized amount, we 
are not making a similar adjustment to 
the national capital Federal rate (or to 
the hospital-specific rates). 

We also note that in section II.D.2.b. 
of the preamble of this final rule, we are 
finalizing new MS–DRG 018 for cases 
that include procedures describing CAR 
T-cell therapies, and in section II.E.2.b. 
of this final rule, we are finalizing a 
modification to our relative weight 
methodology for new MS–DRG 018 in 
order to develop a relative weight that 
is reflective of the typical costs of 
providing CAR T-cell therapies relative 
to other IPPS services. In addition, in 
section IV.I. of the preamble of this final 
rule, we discuss our finalized 
adjustment to the payment amount for 
clinical trial cases or expanded access 
use immunotherapy that will group to 
new MS–DRG 018 for both operating 
IPPS payments and capital IPPS 
payments. We refer readers to section 
IV.I. of this preamble for additional 
details on the payment adjustment for 
these cases. 

VI. Changes for Hospitals Excluded 
From the IPPS 

A. Rate-of-Increase in Payments to 
Excluded Hospitals for FY 2021 

Certain hospitals excluded from a 
prospective payment system, including 
children’s hospitals, 11 cancer 
hospitals, and hospitals located outside 
the 50 States, the District of Columbia, 
and Puerto Rico (that is, hospitals 
located in the U.S. Virgin Islands, 
Guam, the Northern Mariana Islands, 
and American Samoa) receive payment 
for inpatient hospital services they 
furnish on the basis of reasonable costs, 
subject to a rate-of-increase ceiling. A 
per discharge limit (the target amount, 
as defined in § 413.40(a) of the 
regulations) is set for each hospital 
based on the hospital’s own cost 
experience in its base year, and updated 
annually by a rate-of-increase 

percentage. For each cost reporting 
period, the updated target amount is 
multiplied by total Medicare discharges 
during that period and applied as an 
aggregate upper limit (the ceiling as 
defined in § 413.40(a)) of Medicare 
reimbursement for total inpatient 
operating costs for a hospital’s cost 
reporting period. In accordance with 
§ 403.752(a) of the regulations, religious 
nonmedical health care institutions 
(RNHCIs) also are subject to the rate-of- 
increase limits established under 
§ 413.40 of the regulations discussed 
previously. Furthermore, in accordance 
with § 412.526(c)(3) of the regulations, 
extended neoplastic disease care 
hospitals also are subject to the rate-of- 
increase limits established under 
§ 413.40 of the regulations discussed 
previously. 

As explained in the FY 2006 IPPS 
final rule (70 FR 47396 through 47398), 
beginning with FY 2006, we have used 
the percentage increase in the IPPS 
operating market basket to update the 
target amounts for children’s hospitals, 
the 11 cancer hospitals, and RNHCIs. 
Consistent with the regulations at 
§§ 412.23(g) and 413.40(a)(2)(ii)(A) and 
(c)(3)(viii), we also have used the 
percentage increase in the IPPS 
operating market basket to update target 
amounts for short-term acute care 
hospitals located in the U.S. Virgin 
Islands, Guam, the Northern Mariana 
Islands, and American Samoa. In the 
FYs 2014 and 2015 IPPS/LTCH PPS 
final rules (78 FR 50747 through 50748 
and 79 FR 50156 through 50157, 
respectively), we adopted a policy of 
using the percentage increase in the FY 
2010-based IPPS operating market 
basket to update the target amounts for 
FY 2014 and subsequent fiscal years for 
children’s hospitals, cancer hospitals, 
RNHCIs, and short-term acute care 
hospitals located in the U.S. Virgin 
Islands, Guam, the Northern Mariana 
Islands, and American Samoa. However, 
in the FY 2018 IPPS/LTCH PPS final 
rule, we rebased and revised the IPPS 
operating basket to a 2014 base year, 
effective for FY 2018 and subsequent 
years (82 FR 38158 through 38175), and 
finalized the use of the percentage 
increase in the 2014-based IPPS 
operating market basket to update the 
target amounts for children’s hospitals, 
the 11 cancer hospitals, RNHCIs, and 
short-term acute care hospitals located 
in the U.S. Virgin Islands, Guam, the 
Northern Mariana Islands, and 
American Samoa for FY 2018 and 
subsequent years. Accordingly, for FY 
2021, the rate-of-increase percentage to 
be applied to the target amount for these 
hospitals would be the FY 2021 

percentage increase in the 2014-based 
IPPS operating market basket. 

For the FY 2021 IPPS/LTCH PPS 
proposed rule (85 FR 32798), based on 
IGI’s 2019 fourth quarter forecast, we 
estimated that the 2014-based IPPS 
operating market basket update for FY 
2021 would be 3.0 percent (that is, the 
estimate of the market basket rate-of- 
increase). Based on this estimate, we 
stated that the FY 2021 rate-of-increase 
percentage that would be applied to the 
FY 2020 target amounts in order to 
calculate the FY 2021 target amounts for 
children’s hospitals, the 11 cancer 
hospitals, RNCHIs, and short-term acute 
care hospitals located in the U.S. Virgin 
Islands, Guam, the Northern Mariana 
Islands, and American Samoa would be 
3.0 percent, in accordance with the 
applicable regulations at 42 CFR 413.40. 
However, we proposed that if more 
recent data became available for the 
final rule, we would use such data, if 
appropriate, to calculate the final IPPS 
operating market basket update for FY 
2021. For this FY 2021 IPPS/LTCH PPS 
final rule, based on IGI’s 2020 second 
quarter forecast, the 2014-based IPPS 
operating market basket update for FY 
2021 is 2.4 percent (that is, the estimate 
of the market basket rate-of-increase). 
Therefore, the FY 2021 rate-of-increase 
percentage that will be applied to the 
FY 2020 target amounts in order to 
calculate the FY 2021 target amounts for 
children’s hospitals, the 11 cancer 
hospitals, RNCHIs, and short-term acute 
care hospitals located in the U.S. Virgin 
Islands, Guam, the Northern Mariana 
Islands, and American Samoa is 2.4 
percent, in accordance with the 
applicable regulations at 42 CFR 413.40. 

In addition, payment for inpatient 
operating costs for hospitals classified 
under section 1886(d)(1)(B)(vi) of the 
Act (which we refer to as ‘‘extended 
neoplastic disease care hospitals’’) for 
cost reporting periods beginning on or 
after January 1, 2015, is to be made as 
described in 42 CFR 412.526(c)(3), and 
payment for capital costs for these 
hospitals is to be made as described in 
42 CFR 412.526(c)(4). (For additional 
information on these payment 
regulations, we refer readers to the FY 
2018 IPPS/LTCH PPS final rule (82 FR 
38321 through 38322).) Section 
412.526(c)(3) provides that the 
hospital’s Medicare allowable net 
inpatient operating costs for that period 
are paid on a reasonable cost basis, 
subject to that hospital’s ceiling, as 
determined under § 412.526(c)(1), for 
that period. Under § 412.526(c)(1), for 
each cost reporting period, the ceiling 
was determined by multiplying the 
updated target amount, as defined in 
§ 412.526(c)(2), for that period by the 

VerDate Sep<11>2014 22:38 Sep 17, 2020 Jkt 250001 PO 00000 Frm 00463 Fmt 4701 Sfmt 4700 E:\FR\FM\18SER2.SGM 18SER2jb
el

l o
n 

D
S

K
JL

S
W

7X
2P

R
O

D
 w

ith
 R

U
LE

S
2



58894 Federal Register / Vol. 85, No. 182 / Friday, September 18, 2020 / Rules and Regulations 

number of Medicare discharges paid 
during that period. Section 
412.526(c)(2)(i) describes the method for 
determining the target amount for cost 
reporting periods beginning during FY 
2015. Section 412.526(c)(2)(ii) specifies 
that, for cost reporting periods 
beginning during fiscal years after FY 
2015, the target amount will equal the 
hospital’s target amount for the previous 
cost reporting period updated by the 
applicable annual rate-of-increase 
percentage specified in § 413.40(c)(3) for 
the subject cost reporting period (79 FR 
50197). 

For FY 2021, in accordance with 
§§ 412.22(i) and 412.526(c)(2)(ii) of the 
regulations, for cost reporting periods 
beginning during FY 2021, the update to 
the target amount for extended 
neoplastic disease care hospitals (that is, 
hospitals described under § 412.22(i)) is 
the applicable annual rate-of-increase 
percentage specified in § 413.40(c)(3) for 
FY 2021, which would be equal to the 
percentage increase in the hospital 
market basket index, which is estimated 
to be the percentage increase in the 
2014-based IPPS operating market 
basket (that is, the estimate of the 
market basket rate-of-increase). 
Accordingly, the update to an extended 
neoplastic disease care hospital’s target 
amount for FY 2021 is 2.4 percent, 
which is based on IGI’s 2020 second 
quarter forecast. Furthermore, we 
proposed that if more recent data 
become available for the final rule, we 
would use such data, if appropriate, to 
calculate the IPPS operating market 
basket update for FY 2021. 

We did not receive comments in 
response to the proposals, as previously 
discussed. Therefore, for the reasons set 
forth in this final rule and in the FY 
2021 IPPS/LTCH PPS proposed rule, we 
are finalizing as proposed, without 
modification, our policy for updating 
the target amounts for excluded 
hospitals. As discussed previously, 
based on IGI’s 2020 second quarter 
forecast, the FY 2021 rate-of-increase 
percentage that will be applied to the 
FY 2020 target amounts in order to 
calculate the FY 2021 target amounts for 
children’s hospitals, the 11 cancer 
hospitals, RNCHIs, extended neoplastic 
disease care hospitals, and short-term 
acute care hospitals located in the U.S. 
Virgin Islands, Guam, the Northern 
Mariana Islands, and American Samoa 
is 2.4 percent. 

B. Report on Adjustment (Exception) 
Payments 

Section 4419(b) of Public Law 105–33 
requires the Secretary to publish 
annually in the Federal Register a 
report describing the total amount of 
adjustment payments made to excluded 
hospitals and hospital units by reason of 
section 1886(b)(4) of the Act during the 
previous fiscal year. 

The process of requesting, adjusting, 
and awarding an adjustment payment is 
likely to occur over a 2-year period or 
longer. First, generally, an excluded 
hospital must file its cost report for the 
fiscal year in accordance with 
§ 413.24(f)(2) of the regulations. The 
MAC reviews the cost report and issues 
a notice of provider reimbursement 

(NPR). Once the hospital receives the 
NPR, if its operating costs are in excess 
of the ceiling, the hospital may file a 
request for an adjustment payment. 
After the MAC receives the hospital’s 
request in accordance with applicable 
regulations, the MAC or CMS, 
depending on the type of adjustment 
requested, reviews the request and 
determines if an adjustment payment is 
warranted. This determination is 
sometimes not made until more than 
180 days after the date the request is 
filed because there are times when the 
request applications are incomplete and 
additional information must be 
requested in order to have a completed 
request application. However, in an 
attempt to provide interested parties 
with data on the most recent adjustment 
payments for which we have data, we 
are publishing data on adjustment 
payments that were processed by the 
MAC or CMS during FY 2019. 

The table that follows includes the 
most recent data available from the 
MACs and CMS on adjustment 
payments that were adjudicated during 
FY 2019. As indicated previously, the 
adjustments made during FY 2019 only 
pertain to cost reporting periods ending 
in years prior to FY 2019. Total 
adjustment payments made to IPPS- 
excluded hospitals during FY 2019 are 
$44,068,703. The table depicts for each 
class of hospitals, in the aggregate, the 
number of adjustment requests 
adjudicated, the excess operating costs 
over the ceiling, and the amount of the 
adjustment payments. 

C. Critical Access Hospitals (CAHs) 

1. Background 
Section 1820 of the Act provides for 

the establishment of Medicare Rural 
Hospital Flexibility Programs 
(MRHFPs), under which individual 
States may designate certain facilities as 
critical access hospitals (CAHs). 
Facilities that are so designated and 
meet the CAH conditions of 
participation under 42 CFR part 485, 
subpart F, will be certified as CAHs by 
CMS. Regulations governing payments 
to CAHs for services to Medicare 
beneficiaries are located in 42 CFR part 
413. 

2. Frontier Community Health 
Integration Project (FCHIP) 
Demonstration 

a. Background and Overview 

As discussed in the FY 2020 IPPS/ 
LTCH PPS final rule (84 FR 42044 
through 42701), section 123 of the 
Medicare Improvements for Patients and 
Providers Act of 2008 (Pub. L. 110–275), 
as amended by section 3126 of the 
Affordable Care Act, authorized a 
demonstration project to allow eligible 
entities to develop and test new models 
for the delivery of health care services 
in eligible counties in order to improve 
access to and better integrate the 

delivery of acute care, extended care 
and other health care services to 
Medicare beneficiaries. The 
demonstration was titled 
‘‘Demonstration Project on Community 
Health Integration Models in Certain 
Rural Counties,’’ and commonly known 
as the Frontier Community Health 
Integration Project (FCHIP) 
demonstration. 

The authorizing statute stated the 
eligibility criteria for entities to be able 
to participate in the demonstration. An 
eligible entity, as defined in section 
123(d)(1)(B) of Public Law 110–275, as 
amended, is an MRHFP grantee under 
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section 1820(g) of the Act (that is, a 
CAH); and is located in a State in which 
at least 65 percent of the counties in the 
State are counties that have 6 or less 
residents per square mile. 

The authorizing statute stipulated 
several other requirements for the 
demonstration. Section 123(d)(2)(B) of 
Public Law 110–275, as amended, 
limited participation in the 
demonstration to eligible entities in not 
more than 4 States. Section 123(f)(1) of 
Public Law 110–275 required the 
demonstration project to be conducted 
for a 3-year period. In addition, section 
123(g)(1)(B) of Public Law 110–275 
required that the demonstration be 
budget neutral. Specifically, this 
provision stated that, in conducting the 
demonstration project, the Secretary 
shall ensure that the aggregate payments 
made by the Secretary do not exceed the 
amount which the Secretary estimates 
would have been paid if the 
demonstration project under the section 
were not implemented. Furthermore, 
section 123(i) of Public Law 110–275 
stated that the Secretary may waive 
such requirements of titles XVIII and 
XIX of the Act as may be necessary and 
appropriate for the purpose of carrying 
out the demonstration project, thus 
allowing the waiver of Medicare 
payment rules encompassed in the 
demonstration. 

In January 2014, we released a request 
for applications (RFA) for the FCHIP 
demonstration. Using 2013 data from 
the U.S. Census Bureau, CMS identified 
Alaska, Montana, Nevada, North Dakota, 
and Wyoming as meeting the statutory 
eligibility requirement for participation 
in the demonstration. The RFA solicited 
CAHs in these five States to participate 
in the demonstration, stating that 
participation would be limited to CAHs 
in four of the States. To apply, CAHs 
were required to meet the eligibility 
requirements in the authorizing 
legislation, and to describe a proposal to 
enhance health-related services that 
would complement those currently 
provided by the CAH and better serve 
the community’s needs. In addition, in 
the RFA, CMS interpreted the eligible 
entity definition in the statute as 
meaning a CAH that receives funding 
through the MHRFP. The RFA identified 
four interventions, under which specific 
waivers of Medicare payment rules 
would allow for enhanced payment for 
telehealth, skilled nursing facility/ 
nursing facility beds, ambulance 
services, and home health services, 
respectively. These waivers were 
formulated with the goal of increasing 
access to care with no net increase in 
costs. 

Ten CAHs were selected for 
participation in the demonstration, 
which started on August 1, 2016, and 
concluded on July 31, 2019. The 
selected CAHs were located in Montana, 
Nevada, and North Dakota, and 
participated in three of the four 
interventions identified in the FY 2017 
IPPS/LTCH PPS final rule (81 FR 57064 
through 57065), the FY 2018 IPPS/LTCH 
PPS final rule (82 FR 38294 through 
38296), and the FY 2019 IPPS/LTCH 
PPS final rule (83 FR 41516 through 
41517), and the FY 2020 IPPS/LTCH 
PPS final rule (84 FR 42044 through 
42701). Eight CAHs participated in the 
telehealth intervention, three CAHs 
participated in the skilled nursing 
facility/nursing facility bed 
intervention, and two CAHs 
participated in the ambulance services 
intervention. Each CAH was allowed to 
participate in more than one of the 
interventions. None of the selected 
CAHs were participants in the home 
health intervention, which was the 
fourth intervention included in the 
RFA. 

In the FY 2017 IPPS/LTCH PPS final 
rule (81 FR 57064 through 57065), we 
finalized a policy to address the budget 
neutrality requirement for the 
demonstration. We also discussed this 
policy in the FY 2018 IPPS/LTCH PPS 
final rule (82 FR 38294 through 38296), 
the FY 2019 IPPS/LTCH PPS final rule 
(83 FR 41516 through 41517), and the 
FY 2020 IPPS/LTCH PPS final rule (84 
FR 42044 through 42701), but did not 
make any changes to the policy that was 
adopted in FY 2017. As explained in the 
FY 2017 IPPS/LTCH PPS final rule, we 
based our selection of CAHs for 
participation in the demonstration with 
the goal of maintaining the budget 
neutrality of the demonstration on its 
own terms (that is, the demonstration 
would produce savings from reduced 
transfers and admissions to other health 
care providers, thus offsetting any 
increase in Medicare payments as a 
result of the demonstration). However, 
because of the small size of the 
demonstration and uncertainty 
associated with the projected Medicare 
utilization and costs, the policy we 
adopted in the FY 2017 IPPS/LTCH PPS 
final rule provides a contingency plan to 
ensure that the budget neutrality 
requirement in section 123 of Public 
Law 110–275 is met. If analysis of 
claims data for Medicare beneficiaries 
receiving services at each of the 
participating CAHs, as well as from 
other data sources, including cost 
reports for these CAHs, shows that 
increases in Medicare payments under 
the demonstration during the 3-year 

period are not sufficiently offset by 
reductions elsewhere, we will recoup 
the additional expenditures attributable 
to the demonstration through a 
reduction in payments to all CAHs 
nationwide. Because of the small scale 
of the demonstration, we indicated that 
we did not believe it would be feasible 
to implement budget neutrality by 
reducing payments to only the 
participating CAHs. Therefore, in the 
event that this demonstration is found 
to result in aggregate payments in excess 
of the amount that would have been 
paid if this demonstration were not 
implemented, we will comply with the 
budget neutrality requirement by 
reducing payments to all CAHs, not just 
those participating in the 
demonstration. We stated that we 
believe it is appropriate to make any 
payment reductions across all CAHs 
because the FCHIP demonstration was 
specifically designed to test innovations 
that affect delivery of services by the 
CAH provider category. We explained 
our belief that the language of the 
statutory budget neutrality requirement 
at section 123(g)(1)(B) of Public Law 
110–275 permits the agency to 
implement the budget neutrality 
provision in this manner. The statutory 
language merely refers to ensuring that 
aggregate payments made by the 
Secretary do not exceed the amount 
which the Secretary estimates would 
have been paid if the demonstration 
project was not implemented, and does 
not identify the range across which 
aggregate payments must be held equal. 

Based on actuarial analysis using cost 
report settlements for FYs 2013 and 
2014, the FCHIP demonstration is 
projected to satisfy the budget neutrality 
requirement and likely yield a total net 
savings. For this FY 2021 IPPS/LTCH 
PPS final rule, we estimate that the total 
impact of the payment recoupment (if 
needed) will be no greater than 0.03 
percent of CAHs’ total Medicare 
payments (that is, Medicare Part A and 
Part B) within 1 fiscal year. The final 
budget neutrality estimates for the 
FCHIP demonstration will be based on 
costs incurred during the entire 
demonstration period, which is August 
1, 2016, through July 31, 2019. 

b. FCHIP Budget Neutrality 
Methodology and Analytical Approach 

As explained in the FY 2021 IPPS/ 
LTCH PPS proposed rule, our goal was 
to maintain the budget neutrality of the 
demonstration on its own terms (that is, 
the demonstration would produce 
savings from reduced transfers and 
admissions to other health care 
providers, thus offsetting any increase 
in payments to the participating CAHs 
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resulting from the demonstration). The 
budget neutrality assessment will seek 
to determine if this goal has been met 
by examining expenditures for 
beneficiaries who received an 
intervention-related service(s) at a 
demonstration CAH or a comparison 
CAH. The demonstration and 
comparison groups will be identified as 
Medicare beneficiaries receiving an 
intervention-related service (that is, 
telemedicine, SNF/NF or ambulance) at 
participating CAHs and non- 
participating CAHs, respectively. To 
ensure that there is no cross 
contamination between the groups, the 
demonstration and comparison groups 
will be mutually exclusive so 
beneficiaries who received intervention- 
related services at both participating 
and non-participating CAHs will be 
included in the demonstration 
(intervention) group only. The analysis 
of budget neutrality will seek to identify 
both the costs related to providing the 
intervention-related services under the 
demonstration and any potential 
downstream effects of these services, 
including any savings that may have 
accrued. 

We intend to incorporate two 
components into the budget neutrality 
analytical approach: (1) Medicare cost 
reports; and (2) Medicare administrative 
claims. As described in the FY 2021 
IPPS/LTCH PPS proposed rule (85 FR 
32800), we propose to estimate the cost 
of the demonstration for each fiscal year 
of the demonstration period using 
Medicare cost reports for the 
participating hospitals, and Medicare 
administrative claims and enrollment 
data for beneficiaries who received 
demonstration intervention related 
services. 

First, using Medicare administrative 
claims and enrollment data, a 
difference-in-difference (DID) regression 
analysis will be used to compute the 
impact of the demonstration 
interventions on Medicare expenditures, 
relative to what expenditures would 
have looked like without the 
demonstration. The DID regression 
analysis will compare the direct cost 
and potential downstream effects of 
intervention services, including any 
savings that may have accrued, during 
the baseline and performance period for 
both the demonstration and comparison 
groups. 

Second, the Medicare administrative 
claims analysis will be reconciled using 
data obtained from auditing the 
participating CAHs’ Medicare cost 
reports. We will estimate the costs of the 
demonstration using ‘‘as submitted’’ 
cost reports for each hospital’s financial 
fiscal year participation within each 

demonstration performance year. While 
the majority of demonstration 
participants had cost reporting years 
that aligned with the demonstration 
period start date of July 1, 2016, several 
participating CAHs did not have cost 
reporting years that coincided with the 
demonstration start date. The cost report 
is structured to gather costs, revenues 
and statistical data on the provider’s 
financial fiscal period. As a result, when 
a CAH’s cost reporting year does not 
align with the timeframes used under 
the demonstration, additional 
calculations are necessary to carve-out 
data that relates to the portion of a cost 
reporting year when the demonstration 
was not in effect. We will determine the 
final budget neutrality results for the 
demonstration once complete data is 
available for the demonstration period. 
As we stated in the proposed rule, while 
this discussion represents our 
anticipated approach to assessing the 
financial impact of the demonstration 
based on the data available to date, 
upon receiving data for the full 
demonstration period, we may update 
and/or modify the FCHIP budget 
neutrality methodology and analytical 
approach to ensure that the full impact 
of the demonstration is appropriately 
captured. 

Under the policy finalized in the FY 
2017 IPPS/LTCH PPS final rule, in the 
event the demonstration is found not to 
have been budget neutral, any excess 
costs will be recouped over a period of 
3 cost reporting years. The 3-year period 
for recoupment will allow for a 
reasonable timeframe for the payment 
reduction and minimize any impact on 
CAHs’ operations. Under the policy 
adopted in FY 2017 IPPS/LTCH PPS 
final rule, in the event the 
demonstration is found not to have been 
budget neutral, any excess costs will be 
recouped beginning in CY 2020. In the 
FY 2021 IPPS/LTCH PPS proposed rule 
(85 FR 32810), we stated that based on 
the currently available data, the 
determination of budget neutrality 
results is preliminary and the amount of 
any reduction to CAH payments that 
will be needed in order to recoup excess 
costs under the demonstration remains 
uncertain. Therefore, we proposed to 
revise the policy originally adopted in 
the FY 2017 IPPS/LTCH PPS final rule, 
to delay the implementation of any 
budget neutrality adjustment and stated 
that we will revisit this policy in 
rulemaking for FY 2022, when we 
expect to have complete data for the 
demonstration period. Since our data 
analysis is incomplete, it is not possible 
to determine the impact of this policy 

for any national payment system for FY 
2021. 

Comment: Commenters expressed 
support for our proposal to delay 
implementation of any budget neutrality 
adjustment until we have complete data. 

Response: We acknowledge and 
appreciate the comments. After 
consideration of the public comments 
received, we are finalizing this proposal 
without modification. 

VII. Changes to the Long-Term Care 
Hospital Prospective Payment System 
(LTCH PPS) for FY 2021 

A. Background of the LTCH PPS 

1. Legislative and Regulatory Authority 
Section 123 of the Medicare, 

Medicaid, and SCHIP (State Children’s 
Health Insurance Program) Balanced 
Budget Refinement Act of 1999 (BBRA) 
(Pub. L. 106–113), as amended by 
section 307(b) of the Medicare, 
Medicaid, and SCHIP Benefits 
Improvement and Protection Act of 
2000 (BIPA) (Pub. L. 106554), provides 
for payment for both the operating and 
capital-related costs of hospital 
inpatient stays in long-term care 
hospitals (LTCHs) under Medicare Part 
A based on prospectively set rates. The 
Medicare prospective payment system 
(PPS) for LTCHs applies to hospitals 
that are described in section 
1886(d)(1)(B)(iv) of the Act, effective for 
cost reporting periods beginning on or 
after October 1, 2002. 

Section 1886(d)(1)(B)(iv)(I) of the Act 
originally defined an LTCH as a hospital 
which has an average inpatient length of 
stay (as determined by the Secretary) of 
greater than 25 days. Section 
1886(d)(1)(B)(iv)(II) of the Act 
(‘‘subclause II’’ LTCHs) also provided an 
alternative definition of LTCHs. 
However, section 15008 of the 21st 
Century Cures Act (Pub. L. 114–255) 
amended section 1886 of the Act to 
exclude former ‘‘subclause II’’ LTCHs 
from being paid under the LTCH PPS 
and created a new category of IPPS- 
excluded hospitals, which we refer to as 
‘‘extended neoplastic disease care 
hospitals,’’ to be paid as hospitals that 
were formally classified as ‘‘subclause 
(II)’’ LTCHs (82 FR 38298). 

Section 123 of the BBRA requires the 
PPS for LTCHs to be a ‘‘per discharge’’ 
system with a diagnosis-related group 
(DRG) based patient classification 
system that reflects the differences in 
patient resources and costs in LTCHs. 

Section 307(b)(1) of the BIPA, among 
other things, mandates that the 
Secretary shall examine, and may 
provide for, adjustments to payments 
under the LTCH PPS, including 
adjustments to DRG weights, area wage 
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adjustments, geographic reclassification, 
outliers, updates, and a disproportionate 
share adjustment. 

In the August 30, 2002 Federal 
Register, we issued a final rule that 
implemented the LTCH PPS authorized 
under the BBRA and BIPA (67 FR 
55954). For the initial implementation 
of the LTCH PPS (FYs 2003 through FY 
2007), the system used information from 
LTCH patient records to classify 
patients into distinct long-term care- 
diagnosis-related groups (LTCDRGs) 
based on clinical characteristics and 
expected resource needs. Beginning in 
FY 2008, we adopted the Medicare 
severity-long-term care-diagnosis related 
groups (MS–LTC–DRGs) as the patient 
classification system used under the 
LTCH PPS. Payments are calculated for 
each MS–LTC–DRG and provisions are 
made for appropriate payment 
adjustments. Payment rates under the 
LTCH PPS are updated annually and 
published in the Federal Register. 

The LTCH PPS replaced the 
reasonable cost-based payment system 
under the Tax Equity and Fiscal 
Responsibility Act of 1982 (TEFRA) 
(Pub. L. 97248) for payments for 
inpatient services provided by an LTCH 
with a cost reporting period beginning 
on or after October 1, 2002. (The 
regulations implementing the TEFRA 
reasonable-cost-based payment 
provisions are located at 42 CFR part 
413.) With the implementation of the 
PPS for acute care hospitals authorized 
by the Social Security Amendments of 
1983 (Pub. L. 9821), which added 
section 1886(d) to the Act, certain 
hospitals, including LTCHs, were 
excluded from the PPS for acute care 
hospitals and were paid their reasonable 
costs for inpatient services subject to a 
per discharge limitation or target 
amount under the TEFRA system. For 
each cost reporting period, a hospital 
specific ceiling on payments was 
determined by multiplying the 
hospital’s updated target amount by the 
number of total current year Medicare 
discharges. (Generally, in this section of 
the preamble of this final rule, when we 
refer to discharges, we describe 
Medicare discharges.) The August 30, 
2002 final rule further details the 
payment policy under the TEFRA 
system (67 FR 55954). 

In the August 30, 2002 final rule, we 
provided for a 5-year transition period 
from payments under the TEFRA system 
to payments under the LTCH PPS. 
During this 5-year transition period, an 
LTCH’s total payment under the PPS 
was based on an increasing percentage 
of the Federal rate with a corresponding 
decrease in the percentage of the LTCH 
PPS payment that is based on 

reasonable cost concepts, unless an 
LTCH made a one-time election to be 
paid based on 100 percent of the Federal 
rate. Beginning with LTCHs’ cost 
reporting periods beginning on or after 
October 1, 2006, total LTCH PPS 
payments are based on 100 percent of 
the Federal rate. 

In addition, in the August 30, 2002 
final rule, we presented an in-depth 
discussion of the LTCH PPS, including 
the patient classification system, 
relative weights, payment rates, 
additional payments, and the budget 
neutrality requirements mandated by 
section 123 of the BBRA. The same final 
rule that established regulations for the 
LTCH PPS under 42 CFR part 412, 
subpart O, also contained LTCH 
provisions related to covered inpatient 
services, limitation on charges to 
beneficiaries, medical review 
requirements, furnishing of inpatient 
hospital services directly or under 
arrangement, and reporting and 
recordkeeping requirements. We refer 
readers to the August 30, 2002 final rule 
for a comprehensive discussion of the 
research and data that supported the 
establishment of the LTCH PPS (67 FR 
55954). 

In the FY 2016 IPPS/LTCH PPS final 
rule (80 FR 49601 through 49623), we 
implemented the provisions of the 
Pathway for Sustainable Growth Rate 
(SGR) Reform Act of 2013 (Pub. L. 113– 
67), which mandated the application of 
the ‘‘site neutral’’ payment rate under 
the LTCH PPS for discharges that do not 
meet the statutory criteria for exclusion 
beginning in FY 2016. For cost reporting 
periods beginning on or after October 1, 
2015, discharges that do not meet 
certain statutory criteria for exclusion 
are paid based on the site neutral 
payment rate. Discharges that do meet 
the statutory criteria continue to receive 
payment based on the LTCH PPS 
standard Federal payment rate. For 
more information on the statutory 
requirements of the Pathway for SGR 
Reform Act of 2013, we refer readers to 
the FY 2016 IPPS/LTCH PPS final rule 
(80 FR 49601 through 49623) and the FY 
2017 IPPS/LTCH PPS final rule (81 FR 
57068 through 57075). 

In the FY 2018 IPPS/LTCH PPS final 
rule, we implemented several 
provisions of the 21st Century Cures Act 
(‘‘the Cures Act’’) (Pub. L. 114–255) that 
affected the LTCH PPS. (For more 
information on these provisions, we 
refer readers to 82 FR 38299.) 

In the FY 2019 IPPS/LTCH PPS final 
rule (83 FR 41529), we made 
conforming changes to our regulations 
to implement the provisions of section 
51005 of the Bipartisan Budget Act of 
2018 (Pub. L. 115–123), which extends 

the transitional blended payment rate 
for site neutral payment rate cases for an 
additional 2 years. We refer readers to 
section VII.C. of the preamble of the FY 
2019 IPPS/LTCH PPS final rule for a 
discussion of our final policy. In 
addition, in the FY 2019 IPPS/LTCH 
PPS final rule, we removed the 25- 
percent threshold policy under 42 CFR 
412.538. 

In the FY 2020 IPPS/LTCH PPS final 
rule (84 FR 42439), we further revised 
our regulations to implement the 
provisions of the Pathway for SGR 
Reform Act of 2013 (Pub. L. 113–67) 
that relate to the payment adjustment 
for discharges from LTCHs that do not 
maintain the requisite discharge 
payment percentage and the process by 
which such LTCHs may have the 
payment adjustment discontinued. 

We received several public comments 
that addressed issues, including the 
Coronavirus disease 2019 (COVID–19) 
pandemic, that were outside the scope 
of the FY 2021 IPPS/LTCH PPS 
proposed rule. We will keep these 
comments in mind and may consider 
them for future rulemaking. 

2. Criteria for Classification as an LTCH 

a. Classification as an LTCH 

Under the regulations at 
§ 412.23(e)(1), to qualify to be paid 
under the LTCH PPS, a hospital must 
have a provider agreement with 
Medicare. Furthermore, § 412.23(e)(2)(i), 
which implements section 
1886(d)(1)(B)(iv) of the Act, requires 
that a hospital have an average Medicare 
inpatient length of stay of greater than 
25 days to be paid under the LTCH PPS. 
In accordance with section 1206(a)(3) of 
the Pathway for SGR Reform Act of 2013 
(Pub. L. 113–67), as amended by section 
15007 of Public Law 114–255, we 
amended our regulations to specify that 
Medicare Advantage plans’ and site 
neutral payment rate discharges are 
excluded from the calculation of the 
average length of stay for all LTCHs, for 
discharges occurring in cost reporting 
period beginning on or after October 1, 
2015. 

b. Hospitals Excluded From the LTCH 
PPS 

The following hospitals are paid 
under special payment provisions, as 
described in § 412.22(c) and, therefore, 
are not subject to the LTCH PPS rules: 

• Veterans Administration hospitals. 
• Hospitals that are reimbursed under 

State cost control systems approved 
under 42 CFR part 403. 

• Hospitals that are reimbursed in 
accordance with demonstration projects 
authorized under section 402(a) of the 
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Social Security Amendments of 1967 
(Pub. L. 90–248) (42 U.S.C. 1395b–1), 
section 222(a) of the Social Security 
Amendments of 1972 (Pub. L. 92–603) 
(42 U.S.C. 1395b1 (note)) (Statewide— 
all payer systems, subject to the—rate- 
of increase—test at section 1814(b) of 
the Act), or section 3201 of the Patient 
Protection and Affordable Care Act 
(Pub. L. 111–148) (42 U.S.C. 1315a). 

• Nonparticipating hospitals 
furnishing emergency services to 
Medicare beneficiaries. 

3. Limitation on Charges to Beneficiaries 

In the August 30, 2002 final rule, we 
presented an in-depth discussion of 
beneficiary liability under the LTCH 
PPS (67 FR 55974 through 55975). This 
discussion was further clarified in the 
RY 2005 LTCH PPS final rule (69 FR 
25676). In keeping with those 
discussions, if the Medicare payment to 
the LTCH is the full LTC–DRG payment 
amount, consistent with other 
established hospital prospective 
payment systems, § 412.507 currently 
provides that an LTCH may not bill a 
Medicare beneficiary for more than the 
deductible and coinsurance amounts as 
specified under §§ 409.82, 409.83, and 
409.87, and for items and services 
specified under § 489.30(a). However, 
under the LTCH PPS, Medicare will 
only pay for services furnished during 
the days for which the beneficiary has 
coverage until the short-stay outlier 
(SSO) threshold is exceeded. If the 
Medicare payment was for a SSO case 
(in accordance with § 412.529), and that 
payment was less than the full LTC– 
DRG payment amount because the 
beneficiary had insufficient coverage as 
a result of the remaining Medicare days, 
the LTCH also is currently permitted to 
charge the beneficiary for services 
delivered on those uncovered days (in 
accordance with § 412.507). In the FY 
2016 IPPS/LTCH PPS final rule (80 FR 
49623), we amended our regulations to 
expressly limit the charges that may be 
imposed upon beneficiaries whose 
LTCHs’ discharges are paid at the site 
neutral payment rate under the LTCH 
PPS. In the FY 2017 IPPS/LTCH PPS 
final rule (81 FR 57102), we amended 
the regulations under § 412.507 to 
clarify our existing policy that blended 
payments made to an LTCH during its 
transitional period (that is, an LTCH’s 
payment for discharges occurring in cost 
reporting periods beginning in FYs 2016 
through 2019) are considered to be site 
neutral payment rate payments. 

B. Medicare Severity Long-Term Care 
Diagnosis-Related Group (MS–LTC– 
DRG) Classifications and Relative 
Weights for FY 2021 

1. Background 
Section 123 of the BBRA required that 

the Secretary implement a PPS for 
LTCHs to replace the cost-based 
payment system under TEFRA. Section 
307(b)(1) of the BIPA modified the 
requirements of section 123 of the BBRA 
by requiring that the Secretary examine 
the feasibility and the impact of basing 
payment under the LTCH PPS on the 
use of existing (or refined) hospital 
DRGs that have been modified to 
account for different resource use of 
LTCH patients. 

When the LTCH PPS was 
implemented for cost reporting periods 
beginning on or after October 1, 2002, 
we adopted the same DRG patient 
classification system utilized at that 
time under the IPPS. As a component of 
the LTCH PPS, we refer to this patient 
classification system as the ‘‘long-term 
care diagnosis-related groups (LTC– 
DRGs).’’ Although the patient 
classification system used under both 
the LTCH PPS and the IPPS are the 
same, the relative weights are different. 
The established relative weight 
methodology and data used under the 
LTCH PPS result in relative weights 
under the LTCH PPS that reflect the 
differences in patient resource use of 
LTCH patients, consistent with section 
123(a)(1) of the BBRA (Pub. L. 106–113). 

As part of our efforts to better 
recognize severity of illness among 
patients, in the FY 2008 IPPS final rule 
with comment period (72 FR 47130), the 
MS–DRGs and the Medicare severity 
long-term care diagnosis-related groups 
(MS–LTC–DRGs) were adopted under 
the IPPS and the LTCH PPS, 
respectively, effective beginning 
October 1, 2007 (FY 2008). For a full 
description of the development, 
implementation, and rationale for the 
use of the MS–DRGs and MS–LTC– 
DRGs, we refer readers to the FY 2008 
IPPS final rule with comment period (72 
FR 47141 through 47175 and 47277 
through 47299). (We note that, in that 
same final rule, we revised the 
regulations at § 412.503 to specify that 
for LTCH discharges occurring on or 
after October 1, 2007, when applying 
the provisions of 42 CFR part 412, 
subpart O applicable to LTCHs for 
policy descriptions and payment 
calculations, all references to LTC– 
DRGs would be considered a reference 
to MS–LTC–DRGs. For the remainder of 
this section, we present the discussion 
in terms of the current MS–LTC–DRG 
patient classification system unless 

specifically referring to the previous 
LTC–DRG patient classification system 
that was in effect before October 1, 
2007.) 

The MS–DRGs adopted in FY 2008 
represent an increase in the number of 
DRGs by 207 (that is, from 538 to 745) 
(72 FR 47171). The MS–DRG 
classifications are updated annually. 
There are currently 761 MS–DRG 
groupings. For FY 2021, there will be 
767 MS–DRG groupings based on the 
changes, as discussed in section II.E. of 
the preamble of this final rule. 
Consistent with section 123 of the 
BBRA, as amended by section 307(b)(1) 
of the BIPA, and § 412.515 of the 
regulations, we use information derived 
from LTCH PPS patient records to 
classify LTCH discharges into distinct 
MS–LTC–DRGs based on clinical 
characteristics and estimated resource 
needs. Then we assign an appropriate 
weight to the MS–LTC–DRGs to account 
for the difference in resource use by 
patients exhibiting the case complexity 
and multiple medical problems 
characteristic of LTCHs. 

In this section of this final rule, we 
provide a general summary of our 
existing methodology for determining 
the FY 2021 MS–LTC–DRG relative 
weights under the LTCH PPS. 

As we proposed in the FY 2021 IPPS/ 
LTCH PPS proposed rule (85 FR 32803), 
in general, for FY 2021, we are 
continuing to use our existing 
methodology to determine the MS– 
LTC–DRG relative weights (as discussed 
in greater detail in section VII.B.3. of the 
preamble of this final rule). As we 
established when we implemented the 
dual rate LTCH PPS payment structure 
codified under § 412.522, which began 
in FY 2016, as we proposed, the annual 
recalibration of the MS–LTC–DRG 
relative weights are determined: (1) 
Using only data from available LTCH 
PPS claims that would have qualified 
for payment under the new LTCH PPS 
standard Federal payment rate if that 
rate had been in effect at the time of 
discharge when claims data from time 
periods before the dual rate LTCH PPS 
payment structure applies are used to 
calculate the relative weights; and (2) 
using only data from available LTCH 
PPS claims that qualify for payment 
under the new LTCH PPS standard 
Federal payment rate when claims data 
from time periods after the dual rate 
LTCH PPS payment structure applies 
are used to calculate the relative weights 
(80 FR 49624). That is, under our 
current methodology, our MS–LTC– 
DRG relative weight calculations do not 
use data from cases paid at the site 
neutral payment rate under 
§ 412.522(c)(1) or data from cases that 
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would have been paid at the site neutral 
payment rate if the dual rate LTCH PPS 
payment structure had been in effect at 
the time of that discharge. For the 
remainder of this discussion, we use the 
phrase ‘‘applicable LTCH cases’’ or 
‘‘applicable LTCH data’’ when referring 
to the resulting claims data set used to 
calculate the relative weights (as 
described later in greater detail in 
section VII.B.3.c. of the preamble of this 
final rule). In addition, for FY 2021, as 
we proposed, we are continuing to 
exclude the data from all-inclusive rate 
providers and LTCHs paid in 
accordance with demonstration projects, 
as well as any Medicare Advantage 
claims from the MS–LTC–DRG relative 
weight calculations for the reasons 
discussed in section VII.B.3.c. of the 
preamble of this final rule. 

Furthermore, for FY 2021, in using 
data from applicable LTCH cases to 
establish MS–LTC–DRG relative 
weights, as we proposed, we are 
continuing to establish low-volume MS– 
LTC–DRGs (that is, MS–LTC–DRGs with 
less than 25 cases) using our quintile 
methodology in determining the MS– 
LTC–DRG relative weights because 
LTCHs do not typically treat the full 
range of diagnoses as do acute care 
hospitals. Therefore, for purposes of 
determining the relative weights for the 
large number of low-volume MS–LTC– 
DRGs, we grouped all of the low-volume 
MS–LTC–DRGs into five quintiles based 
on average charges per discharge. Then, 
under our existing methodology, we 
accounted for adjustments made to 
LTCH PPS standard Federal payments 
for short-stay outlier (SSO) cases (that 
is, cases where the covered length of 
stay at the LTCH is less than or equal 
to five-sixths of the geometric average 
length of stay for the MS–LTC–DRG), 
and we made adjustments to account for 
nonmonotonically increasing weights, 
when necessary. The methodology is 
premised on more severe cases under 
the MS–LTC–DRG system requiring 
greater expenditure of medical care 
resources and higher average charges 
such that, in the severity levels within 
a base MS–LTC–DRG, the relative 
weights should increase monotonically 
with severity from the lowest to highest 
severity level. (We discuss each of these 
components of our MS–LTC–DRG 
relative weight methodology in greater 
detail in section VII.B.3.g. of the 
preamble of this final rule.) 

2. Patient Classifications Into MS–LTC– 
DRGs 

a. Background 

The MS–DRGs (used under the IPPS) 
and the MS–LTC–DRGs (used under the 

LTCH PPS) are based on the CMS DRG 
structure. As noted previously in this 
section, we refer to the DRGs under the 
LTCH PPS as MS–LTC–DRGs although 
they are structurally identical to the 
MS–DRGs used under the IPPS. 

The MS–DRGs are organized into 25 
major diagnostic categories (MDCs), 
most of which are based on a particular 
organ system of the body; the remainder 
involve multiple organ systems (such as 
MDC 22, Burns). Within most MDCs, 
cases are then divided into surgical 
DRGs and medical DRGs. Surgical DRGs 
are assigned based on a surgical 
hierarchy that orders operating room 
(O.R.) procedures or groups of O.R. 
procedures by resource intensity. The 
GROUPER software program does not 
recognize all ICD–10–PCS procedure 
codes as procedures affecting DRG 
assignment. That is, procedures that are 
not surgical (for example, EKGs), or 
minor surgical procedures (for example, 
a biopsy of skin and subcutaneous 
tissue (procedure code 0JBH3ZX)) do 
not affect the MS–LTC–DRG assignment 
based on their presence on the claim. 

Generally, under the LTCH PPS, a 
Medicare payment is made at a 
predetermined specific rate for each 
discharge that varies based on the MS– 
LTC–DRG to which a beneficiary’s 
discharge is assigned. Cases are 
classified into MS–LTC–DRGs for 
payment based on the following six data 
elements: 

• Principal diagnosis. 
• Additional or secondary diagnoses. 
• Surgical procedures. 
• Age. 
• Sex. 
• Discharge status of the patient. 
Currently, for claims submitted using 

version ASC X12 5010 format, up to 25 
diagnosis codes and 25 procedure codes 
are considered for an MS–DRG 
assignment. This includes one principal 
diagnosis and up to 24 secondary 
diagnoses for severity of illness 
determinations. (For additional 
information on the processing of up to 
25 diagnosis codes and 25 procedure 
codes on hospital inpatient claims, we 
refer readers to section II.G.11.c. of the 
preamble of the FY 2011 IPPS/LTCH 
PPS final rule (75 FR 50127).) 

Under the HIPAA transactions and 
code sets regulations at 45 CFR parts 
160 and 162, covered entities must 
comply with the adopted transaction 
standards and operating rules specified 
in subparts I through S of part 162. 
Among other requirements, on or after 
January 1, 2012, covered entities were 
required to use the ASC X12 Standards 
for Electronic Data Interchange 
Technical Report Type 3—Health Care 
Claim: Institutional (837), May 2006, 

ASC X12N/005010X223, and Type 1 
Errata to Health Care Claim: 
Institutional (837) ASC X12 Standards 
for Electronic Data Interchange 
Technical Report Type 3, October 2007, 
ASC X12N/005010X233A1 for the 
health care claims or equivalent 
encounter information transaction (45 
CFR 162.1102(c)). 

HIPAA requires covered entities to 
use the applicable medical data code set 
requirements when conducting HIPAA 
transactions (45 CFR 162.1000). 
Currently, upon the discharge of the 
patient, the LTCH must assign 
appropriate diagnosis and procedure 
codes from the most current version of 
the International Classification of 
Diseases, 10th Revision, Clinical 
Modification (ICD–10–CM) for diagnosis 
coding and the International 
Classification of Diseases, 10th 
Revision, Procedure Coding System 
(ICD–10–PCS) for inpatient hospital 
procedure coding, both of which were 
required to be implemented October 1, 
2015 (45 CFR 162.1002(c)(2) and (3)). 
For additional information on the 
implementation of the ICD–10 coding 
system, we refer readers to section 
II.F.1. of the preamble of the FY 2017 
IPPS/LTCH PPS final rule (81 FR 56787 
through 56790) and section II.E.1. of the 
preamble of this final rule. Additional 
coding instructions and examples are 
published in the AHA’s Coding Clinic 
for ICD–10–CM/PCS. 

To create the MS–DRGs (and by 
extension, the MS–LTC–DRGs), base 
DRGs were subdivided according to the 
presence of specific secondary 
diagnoses designated as complications 
or comorbidities (CCs) into one, two, or 
three levels of severity, depending on 
the impact of the CCs on resources used 
for those cases. Specifically, there are 
sets of MS–DRGs that are split into 2 or 
3 subgroups based on the presence or 
absence of a CC or a major complication 
or comorbidity (MCC). We refer readers 
to section II.D. of the preamble of the FY 
2008 IPPS final rule with comment 
period for a detailed discussion about 
the creation of MS–DRGs based on 
severity of illness levels (72 FR 47141 
through 47175). 

MACs enter the clinical and 
demographic information submitted by 
LTCHs into their claims processing 
systems and subject this information to 
a series of automated screening 
processes called the Medicare Code 
Editor (MCE). These screens are 
designed to identify cases that require 
further review before assignment into a 
MS–LTC–DRG can be made. During this 
process, certain cases are selected for 
further explanation (74 FR 43949). 
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After screening through the MCE, 
each claim is classified into the 
appropriate MS–LTC–DRG by the 
Medicare LTCH GROUPER software on 
the basis of diagnosis and procedure 
codes and other demographic 
information (age, sex, and discharge 
status). The GROUPER software used 
under the LTCH PPS is the same 
GROUPER software program used under 
the IPPS. Following the MS–LTC–DRG 
assignment, the MAC determines the 
prospective payment amount by using 
the Medicare PRICER program, which 
accounts for hospital-specific 
adjustments. Under the LTCH PPS, we 
provide an opportunity for LTCHs to 
review the MS–LTC–DRG assignments 
made by the MAC and to submit 
additional information within a 
specified timeframe as provided in 
§ 412.513(c). 

The GROUPER software is used both 
to classify past cases to measure relative 
hospital resource consumption to 
establish the MS–LTC–DRG relative 
weights and to classify current cases for 
purposes of determining payment. The 
records for all Medicare hospital 
inpatient discharges are maintained in 
the MedPAR file. The data in this file 
are used to evaluate possible MS–DRG 
and MS–LTC–DRG classification 
changes and to recalibrate the MS–DRG 
and MS–LTC–DRG relative weights 
during our annual update under both 
the IPPS (§ 412.60(e)) and the LTCH PPS 
(§ 412.517), respectively. 

b. Changes to the MS–LTC–DRGs for FY 
2021 

As specified by our regulations at 
§ 412.517(a), which require that the MS– 
LTC–DRG classifications and relative 
weights be updated annually, and 
consistent with our historical practice of 
using the same patient classification 
system under the LTCH PPS as is used 
under the IPPS, in this final rule, as we 
proposed, we updated the MS–LTC– 
DRG classifications effective October 1, 
2020 through September 30, 2021 (FY 
2021), consistent with the changes to 
specific MS–DRG classifications 
presented in section II.F. of the 
preamble of this final rule. Accordingly, 
the MS–LTC–DRGs for FY 2021 
presented in section II.F. of the 
preamble of this final rule are the same 
as the MS–DRGs that are being used 
under the IPPS for FY 2021. In addition, 
because the MS–LTC–DRGs for FY 2021 
are the same as the MS–DRGs for FY 
2021, the other changes that affect MS– 
DRG (and by extension MS–LTC–DRG) 
assignments under GROUPER Version 
38 as discussed in section II.E. of the 
preamble of this final rule, including the 
changes to the MCE software and the 

ICD–10–CM/PCS coding system, also 
are applicable under the LTCH PPS for 
FY 2021. 

3. Development of the FY 2021 MS– 
LTC–DRG Relative Weights 

a. General Overview of the Development 
of the MS–LTC–DRG Relative Weights 

One of the primary goals for the 
implementation of the LTCH PPS is to 
pay each LTCH an appropriate amount 
for the efficient delivery of medical care 
to Medicare patients. The system must 
be able to account adequately for each 
LTCH’s case-mix in order to ensure both 
fair distribution of Medicare payments 
and access to adequate care for those 
Medicare patients whose care is costlier 
(67 FR 55984). To accomplish these 
goals, we have annually adjusted the 
LTCH PPS standard Federal prospective 
payment rate by the applicable relative 
weight in determining payment to 
LTCHs for each case. In order to make 
these annual adjustments under the 
dual rate LTCH PPS payment structure, 
beginning with FY 2016, we recalibrate 
the MS–LTC–DRG relative weighting 
factors annually using data from 
applicable LTCH cases (80 FR 49614 
through 49617). Under this policy, the 
resulting MS–LTC–DRG relative weights 
would continue to be used to adjust the 
LTCH PPS standard Federal payment 
rate when calculating the payment for 
LTCH PPS standard Federal payment 
rate cases. 

The established methodology to 
develop the MS–LTC–DRG relative 
weights is generally consistent with the 
methodology established when the 
LTCH PPS was implemented in the 
August 30, 2002 LTCH PPS final rule 
(67 FR 55989 through 55991). However, 
there have been some modifications of 
our historical procedures for assigning 
relative weights in cases of zero volume 
and/or nonmonotonicity resulting from 
the adoption of the MS–LTC–DRGs, 
along with the change made in 
conjunction with the implementation of 
the dual rate LTCH PPS payment 
structure beginning in FY 2016 to use 
LTCH claims data from only LTCH PPS 
standard Federal payment rate cases (or 
LTCH PPS cases that would have 
qualified for payment under the LTCH 
PPS standard Federal payment rate if 
the dual rate LTCH PPS payment 
structure had been in effect at the time 
of the discharge). (For details on the 
modifications to our historical 
procedures for assigning relative 
weights in cases of zero volume and/or 
nonmonotonicity, we refer readers to 
the FY 2008 IPPS final rule with 
comment period (72 FR 47289 through 
47295) and the FY 2009 IPPS final rule 

(73 FR 48542 through 48550).) For 
details on the change in our historical 
methodology to use LTCH claims data 
only from LTCH PPS standard Federal 
payment rate cases (or cases that would 
have qualified for such payment had the 
LTCH PPS dual payment rate structure 
been in effect at the time) to determine 
the MS–LTC–DRG relative weights, we 
refer readers to the FY 2016 IPPS/LTCH 
PPS final rule (80 FR 49614 through 
49617). Under the LTCH PPS, relative 
weights for each MS–LTC–DRG are a 
primary element used to account for the 
variations in cost per discharge and 
resource utilization among the payment 
groups (§ 412.515). To ensure that 
Medicare patients classified to each 
MS–LTC–DRG have access to an 
appropriate level of services and to 
encourage efficiency, we calculate a 
relative weight for each MS–LTC–DRG 
that represents the resources needed by 
an average inpatient LTCH case in that 
MS–LTC–DRG. For example, cases in an 
MS–LTC–DRG with a relative weight of 
2 would, on average, cost twice as much 
to treat as cases in an MS–LTC–DRG 
with a relative weight of 1. 

b. Development of the MS–LTC–DRG 
Relative Weights for FY 2021 

In this final rule, as we proposed in 
the FY 2021 IPPS/LTCH PPS proposed 
rule (85 FR 32805), we are continuing to 
use our current methodology to 
determine the MS–LTC–DRG relative 
weights for FY 2021, including the 
continued application of established 
policies related to: The hospital-specific 
relative value methodology, the 
treatment of severity levels in the MS– 
LTC–DRGs, low-volume and no-volume 
MS–LTC–DRGs, adjustments for 
nonmonotonicity, the steps for 
calculating the MS–LTC–DRG relative 
weights with a budget neutrality factor, 
and only using data from applicable 
LTCH cases (which includes our policy 
of only using cases that would meet the 
criteria for exclusion from the site 
neutral payment rate (or, for discharges 
occurring prior to the implementation of 
the dual rate LTCH PPS payment 
structure, would have met the criteria 
for exclusion had those criteria been in 
effect at the time of the discharge)). 

In this section, we present our 
application of our existing methodology 
for determining the MS–LTC–DRG 
relative weights for FY 2021, and we 
discuss the effects of our policies 
concerning the data used to determine 
the FY 2021 MS–LTC–DRG relative 
weights on the various components of 
our existing methodology in the 
discussion that follows. 

We generally provide the low-volume 
quintiles and no-volume crosswalk data 
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previously published in Tables 13A and 
13B for each annual proposed and final 
rule as one of our supplemental IPPS/ 
LTCH PPS related data files that are 
made available for public use via the 
internet on the CMS website for the 
respective rule and fiscal year (that is, 
FY 2019 and subsequent fiscal years) at: 
http://www.cms.gov/Medicare/ 
Medicare-Fee-for-Service-Payment/ 
AcuteInpatientPPS/index.html to 
streamline the information made 
available to the public that is used in 
the annual development of IPPS Table 
11 and to make it easier for the public 
to navigate and find the relevant data 
and information used for the 
development of proposed and final 
payment rates or factors for the 
applicable payment year while 
continuing to furnish the same 
information the tables provided in 
previous fiscal years (83 FR 41522). We 
refer readers to the CMS website for the 
low-volume quintiles and no-volume 
crosswalk data previously furnished via 
Tables 13A and 13B. 

c. Data 
For the FY 2021 IPPS/LTCH PPS 

proposed rule (85 FR 32805), consistent 
with our proposals regarding the 
calculation of the proposed MS–LTC– 
DRG relative weights for FY 2021, we 
obtained total charges from FY 2019 
Medicare LTCH claims data from the 
December 2019 update of the FY 2019 
MedPAR file, which was the best 
available data at that time, and we 
proposed to use Version 38 of the 
GROUPER to classify LTCH cases. 
Consistent with our historical practice, 
we proposed that if more recent data 
become available, we would use those 
data and the finalized Version 38 of the 
GROUPER in establishing the FY 2021 
MS–LTC–DRG relative weights in the 
final rule. Accordingly, for this final 
rule, we are establishing the FY 2021 
MS–LTC–DRG relative weights based on 
updated FY 2019 Medicare LTCH 
claims data from the March 2020 update 
of the FY 2019 MedPAR file, which is 
the best available data at the time of 
development of this final rule, and used 
the finalized Version 38 of the 
GROUPER to classify LTCH cases. 

To calculate the FY 2021 MS–LTC– 
DRG relative weights under the dual 
rate LTCH PPS payment structure, as we 
proposed, we continued to use 
applicable LTCH data, which includes 
our policy of only using cases that meet 
the criteria for exclusion from the site 
neutral payment rate (or would have 
met the criteria had they been in effect 
at the time of the discharge) (80 FR 
49624). Specifically, we began by first 
evaluating the LTCH claims data in the 

March 2020 update of the FY 2019 
MedPAR file to determine which LTCH 
cases would meet the criteria for 
exclusion from the site neutral payment 
rate under § 412.522(b) or had the dual 
rate LTCH PPS payment structure 
applied to those cases at the time of 
discharge. We identified the FY 2019 
LTCH cases that were not assigned to 
MS–LTC–DRGs 876, 880, 881, 882, 883, 
884, 885, 886, 887, 894, 895, 896, 897, 
945, and 946, which identify LTCH 
cases that do not have a principal 
diagnosis relating to a psychiatric 
diagnosis or to rehabilitation; and that 
either— 

• The admission to the LTCH was 
‘‘immediately preceded’’ by discharge 
from a subsection (d) hospital and the 
immediately preceding stay in that 
subsection (d) hospital included at least 
3 days in an ICU, as we define under the 
ICU criterion; or 

• The admission to the LTCH was 
‘‘immediately preceded’’ by discharge 
from a subsection (d) hospital and the 
claim for the LTCH discharge includes 
the applicable procedure code that 
indicates at least 96 hours of ventilator 
services were provided during the LTCH 
stay, as we define under the ventilator 
criterion. Claims data from the FY 2019 
MedPAR file that reported ICD–10–PCS 
procedure code 5A1955Z were used to 
identify cases involving at least 96 
hours of ventilator services in 
accordance with the ventilator criterion. 
(We note that, for purposes of 
developing the MS–LTC–DRG relative 
weights we have previously addressed 
the treatment of cases that would have 
been excluded from the site neutral 
payment rate under the statutory 
provisions that provided for temporary 
exception from the site neutral payment 
rate under the LTCH PPS for certain 
spinal cord specialty hospitals or for 
certain severe wound care discharges 
from certain LTCHs provided by 
sections 15009 and 15010 of Public Law 
114–255, respectively. The temporary 
exception from the site neutral payment 
rate for certain spinal cord specialty 
hospitals is effective for discharges in 
cost reporting periods beginning during 
FYs 2018 and 2019, and the temporary 
exception from the site neutral payment 
rate for certain severe wound care 
discharges from certain LTCHs was 
effective for a discharge in cost 
reporting period beginning during FY 
2018. These statutory provisions will no 
longer be in effect for any discharges 
occurring in FY 2021 (that is, an LTCH 
with a cost reporting period that begins 
on the last day of FY 2019, on 
September 30, 2019, would end on 
September 29, 2020, the day prior to the 
start of FY 2021 on October 1, 2020). 

Therefore, we no longer need to address 
the treatment of these cases for purposes 
of developing the MS–LTC–DRG 
relative weights for FY 2021 and 
subsequent years. 

Furthermore, consistent with our 
historical methodology, we excluded 
any claims in the resulting data set that 
were submitted by LTCHs that were all- 
inclusive rate providers and LTCHs that 
are paid in accordance with 
demonstration projects authorized 
under section 402(a) of Public Law 90– 
248 or section 222(a) of Public Law 92– 
603. In addition, consistent with our 
historical practice and our policies, we 
excluded any Medicare Advantage (Part 
C) claims in the resulting data. Such 
claims were identified based on the 
presence of a GHO Paid indicator value 
of ‘‘1’’ in the MedPAR files. The claims 
that remained after these three trims 
(that is, the applicable LTCH data) were 
then used to calculate the MS–LTC– 
DRG relative weights for FY 2021. 

In summary, in general, we identified 
the claims data used in the development 
of the FY 2021 MS–LTC–DRG relative 
weights in this final rule, as we 
proposed, by trimming claims data that 
were paid the site neutral payment rate 
or would have been paid the site neutral 
payment rate had the dual payment rate 
structure been in effect. Finally, as we 
proposed, we trimmed the claims data 
of all-inclusive rate providers reported 
in the March 2020 update of the FY 
2019 MedPAR file and any Medicare 
Advantage claims data. There were no 
data from any LTCHs that are paid in 
accordance with a demonstration 
project reported in the March 2020 
update of the FY 2019 MedPAR file, but, 
had there been any, we would have 
trimmed the claims data from those 
LTCHs as well, in accordance with our 
established policy. As we proposed, we 
used the remaining data (that is, the 
applicable LTCH data) to calculate the 
relative weights for FY 2021. 

d. Hospital-Specific Relative Value 
(HSRV) Methodology 

By nature, LTCHs often specialize in 
certain areas, such as ventilator- 
dependent patients. Some case types 
(MS–LTC–DRGs) may be treated, to a 
large extent, in hospitals that have, from 
a perspective of charges, relatively high 
(or low) charges. This nonrandom 
distribution of cases with relatively high 
(or low) charges in specific MS–LTC– 
DRGs has the potential to 
inappropriately distort the measure of 
average charges. To account for the fact 
that cases may not be randomly 
distributed across LTCHs, consistent 
with the methodology we have used 
since the implementation of the LTCH 
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PPS, in this FY 2021 IPPS/LTCH PPS 
final rule, as we proposed in the FY 
2021 IPPS/LTCH PPS proposed rule (85 
FR 32806), we continued to use a 
hospital-specific relative value (HSRV) 
methodology to calculate the MS–LTC– 
DRG relative weights for FY 2021. We 
believe that this method removes this 
hospital-specific source of bias in 
measuring LTCH average charges (67 FR 
55985). Specifically, under this 
methodology, we reduce the impact of 
the variation in charges across providers 
on any particular MS–LTC–DRG relative 
weight by converting each LTCH’s 
charge for an applicable LTCH case to 
a relative value based on that LTCH’s 
average charge for such cases. 

Under the HSRV methodology, we 
standardize charges for each LTCH by 
converting its charges for each 
applicable LTCH case to hospital- 
specific relative charge values and then 
adjusting those values for the LTCH’s 
case-mix. The adjustment for case-mix 
is needed to rescale the hospital-specific 
relative charge values (which, by 
definition, average 1.0 for each LTCH). 
The average relative weight for an LTCH 
is its case-mix; therefore, it is reasonable 
to scale each LTCH’s average relative 
charge value by its case-mix. In this 
way, each LTCH’s relative charge value 
is adjusted by its case-mix to an average 
that reflects the complexity of the 
applicable LTCH cases it treats relative 
to the complexity of the applicable 
LTCH cases treated by all other LTCHs 
(the average LTCH PPS case-mix of all 
applicable LTCH cases across all 
LTCHs). 

In accordance with our established 
methodology, for FY 2021, as we 
proposed, we continued to standardize 
charges for each applicable LTCH case 
by first dividing the adjusted charge for 
the case (adjusted for SSOs under 
§ 412.529 as described in section 
VII.B.3.g. of the preamble of this final 
rule (Step 3) of the preamble of this final 
rule) by the average adjusted charge for 
all applicable LTCH cases at the LTCH 
in which the case was treated. SSO 
cases are cases with a length of stay that 
is less than or equal to five-sixths the 
average length of stay of the MS–LTC– 
DRG (§§ 412.529 and 412.503). The 
average adjusted charge reflects the 
average intensity of the health care 
services delivered by a particular LTCH 
and the average cost level of that LTCH. 
The resulting ratio was multiplied by 
that LTCH’s case-mix index to 
determine the standardized charge for 
the case. 

Multiplying the resulting ratio by the 
LTCH’s case-mix index accounts for the 
fact that the same relative charges are 
given greater weight at an LTCH with 

higher average costs than they would at 
an LTCH with low average costs, which 
is needed to adjust each LTCH’s relative 
charge value to reflect its case-mix 
relative to the average case-mix for all 
LTCHs. By standardizing charges in this 
manner, we count charges for a 
Medicare patient at an LTCH with high 
average charges as less resource 
intensive than they would be at an 
LTCH with low average charges. For 
example, a $10,000 charge for a case at 
an LTCH with an average adjusted 
charge of $17,500 reflects a higher level 
of relative resource use than a $10,000 
charge for a case at an LTCH with the 
same case-mix, but an average adjusted 
charge of $35,000. We believe that the 
adjusted charge of an individual case 
more accurately reflects actual resource 
use for an individual LTCH because the 
variation in charges due to systematic 
differences in the markup of charges 
among LTCHs is taken into account. 

e. Treatment of Severity Levels in 
Developing the MS–LTC–DRG Relative 
Weights 

For purposes of determining the MS– 
LTC–DRG relative weights, under our 
historical methodology, there are three 
different categories of MS–DRGs based 
on volume of cases within specific MS– 
LTC–DRGs: (1) MS–LTC–DRGs with at 
least 25 applicable LTCH cases in the 
data used to calculate the relative 
weight, which are each assigned a 
unique relative weight; (2) low-volume 
MS–LTC–DRGs (that is, MS–LTC–DRGs 
that contain between 1 and 24 
applicable LTCH cases that are grouped 
into quintiles (as described later in this 
section of this final rule) and assigned 
the relative weight of the quintile); and 
(3) no-volume MS–LTC–DRGs that are 
cross-walked to other MS–LTC–DRGs 
based on the clinical similarities and 
assigned the relative weight of the cross- 
walked MS–LTC–DRG (as described in 
greater detail in this final rule). For FY 
2021, as we proposed in the FY 2021 
IPPS/LTCH PPS proposed rule (85 FR 
32806), we are continuing to use 
applicable LTCH cases to establish the 
same volume-based categories to 
calculate the FY 2021 MS–LTC–DRG 
relative weights. 

In determining the FY 2021 MS–LTC– 
DRG relative weights, when necessary, 
as is our longstanding practice, as we 
proposed, we made adjustments to 
account for nonmonotonicity, as 
discussed in greater detail later in Step 
6 of section VII.B.3.g. of the preamble of 
this final rule. We refer readers to the 
discussion in the FY 2010 IPPS/RY 2010 
LTCH PPS final rule for our rationale for 
including an adjustment for 

nonmonotonicity (74 FR 43953 through 
43954). 

f. Low-Volume MS–LTC–DRGs 
In order to account for MS–LTC– 

DRGs with low-volume (that is, with 
fewer than 25 applicable LTCH cases), 
consistent with our existing 
methodology, as we proposed in the FY 
2021 IPPS/LTCH PPS proposed rule (85 
FR 32807), we are continuing to employ 
the quintile methodology for low- 
volume MS–LTC–DRGs, such that we 
grouped the ‘‘low-volume MS–LTC– 
DRGs’’ (that is, MS–LTC–DRGs that 
contain between 1 and 24 applicable 
LTCH cases into one of five categories 
(quintiles) based on average charges (67 
FR 55984 through 55995; 72 FR 47283 
through 47288; and 81 FR 25148).) In 
cases where the initial assignment of a 
low-volume MS–LTC–DRG to a quintile 
results in nonmonotonicity within a 
base-DRG, as we proposed, we made 
adjustments to the resulting low-volume 
MS–LTC–DRGs to preserve 
monotonicity, as discussed in detail in 
section VII.B.3.g. (Step 6) of the 
preamble of this final rule. 

In this final rule, based on the best 
available data (that is, the March 2020 
update of the FY 2019 MedPAR files), 
we identified 251 MS–LTC–DRGs that 
contained between 1 and 24 applicable 
LTCH cases. This list of MS–LTC–DRGs 
was then divided into 1 of the 5 low- 
volume quintiles, each containing at 
least 50 MS–LTC–DRGs (251/5 = 50 
with a remainder of 1). We assigned the 
low-volume MS–LTC–DRGs to specific 
low-volume quintiles by sorting the 
low-volume MS–LTC–DRGs in 
ascending order by average charge in 
accordance with our established 
methodology. Based on the data 
available for this final rule, the number 
of MS–LTC–DRGs with less than 25 
applicable LTCH cases was not evenly 
divisible by 5 and, therefore, as we 
proposed, we employed our historical 
methodology for determining which of 
the low-volume quintiles would contain 
the additional low-volume MS–LTC– 
DRG. Specifically for this final rule, 
because the average charge of the 151st 
low-volume MS–LTC–DRG in the sorted 
list was closer to the average charge of 
the 152nd low-volume MS–LTC–DRG 
(assigned to Quintile 4) than to the 
average charge of the 150th low-volume 
MS–LTC–DRG (assigned to Quintile 3), 
we assigned it to Quintile 4 (such that 
Quintile 4 contains 51 low-volume MS– 
LTC–DRGs before any adjustments for 
nonmonotonicity, as discussed in this 
final rule). This resulted in 4 of the 5 
low-volume quintiles containing 50 
MS–LTC–DRGs (Quintiles 1, 2, 3, and 5) 
and 1 low-volume quintiles containing 
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51 MS–LTC–DRGs (Quintile 4). As 
discussed earlier, for this final rule, we 
are providing the list of the composition 
of the low-volume quintiles for low- 
volume MS–LTC–DRGs for FY 2021 in 
a supplemental data file for public use 
posted via the internet on the CMS 
website for this final rule at: http://
www.cms.gov/Medicare/Medicare-Fee- 
for-Service-Payment/ 
AcuteInpatientPPS/index.html in order 
to streamline the information made 
available to the public that is used in 
the annual development of Table 11. 

In order to determine the FY 2021 
relative weights for the low-volume 
MS–LTC–DRGs, consistent with our 
historical practice, as we proposed, we 
used the five low-volume quintiles 
described previously. We determined a 
relative weight and (geometric) average 
length of stay for each of the five low- 
volume quintiles using the methodology 
described in section VII.B.3.g. of the 
preamble of this final rule. We assigned 
the same relative weight and average 
length of stay to each of the low-volume 
MS–LTC–DRGs that make up an 
individual low-volume quintile. We 
note that, as this system is dynamic, it 
is possible that the number and specific 
type of MS–LTC–DRGs with a low- 
volume of applicable LTCH cases will 
vary in the future. Furthermore, we note 
that we continue to monitor the volume 
(that is, the number of applicable LTCH 
cases) in the low-volume quintiles to 
ensure that our quintile assignments 
used in determining the MS–LTC–DRG 
relative weights result in appropriate 
payment for LTCH cases grouped to 
low-volume MS–LTC–DRGs and do not 
result in an unintended financial 
incentive for LTCHs to inappropriately 
admit these types of cases. 

g. Steps for Determining the FY 2021 
MS–LTC–DRG Relative Weights 

In this final rule, as we proposed in 
the FY 2021 IPPS/LTCH PPS proposed 
rule (85 FR 32807), we are continuing to 
use our current methodology to 
determine the FY 2021 MS–LTC–DRG 
relative weights. 

In summary, to determine the FY 
2021 MS–LTC–DRG relative weights, as 
we proposed, we grouped applicable 
LTCH cases to the appropriate MS– 
LTC–DRG, while taking into account the 
low-volume quintiles (as described 
previously) and cross-walked no- 
volume MS–LTC–DRGs (as described 
later in this section). After establishing 
the appropriate MS–LTC–DRG (or low- 
volume quintile), as we proposed, we 
calculated the FY 2021 relative weights 
by first removing cases with a length of 
stay of 7 days or less and statistical 
outliers (Steps 1 and 2). Next, as we 

proposed, we adjusted the number of 
applicable LTCH cases in each MS– 
LTC–DRG (or low-volume quintile) for 
the effect of SSO cases (Step 3). After 
removing applicable LTCH cases with a 
length of stay of 7 days or less (Step 1) 
and statistical outliers (Step 2), which 
are the SSO-adjusted applicable LTCH 
cases and corresponding charges (Step 
3), as we proposed, we calculated 
‘‘relative adjusted weights’’ for each 
MS–LTC–DRG (or low-volume quintile) 
using the HSRV method. 

Step 1—Remove cases with a length 
of stay of 7 days or less. 

The first step in our calculation of the 
FY 2021 MS–LTC–DRG relative weights 
is to remove cases with a length of stay 
of 7 days or less. The MS–LTC–DRG 
relative weights reflect the average of 
resources used on representative cases 
of a specific type. Generally, cases with 
a length of stay of 7 days or less do not 
belong in an LTCH because these stays 
do not fully receive or benefit from 
treatment that is typical in an LTCH 
stay, and full resources are often not 
used in the earlier stages of admission 
to an LTCH. If we were to include stays 
of 7 days or less in the computation of 
the FY 2021 MS–LTC–DRG relative 
weights, the value of many relative 
weights would decrease and, therefore, 
payments would decrease to a level that 
may no longer be appropriate. We do 
not believe that it would be appropriate 
to compromise the integrity of the 
payment determination for those LTCH 
cases that actually benefit from and 
receive a full course of treatment at an 
LTCH by including data from these very 
short stays. Therefore, consistent with 
our existing relative weight 
methodology, in determining the FY 
2021 MS–LTC–DRG relative weights, as 
we proposed, we removed LTCH cases 
with a length of stay of 7 days or less 
from applicable LTCH cases. (For 
additional information on what is 
removed in this step of the relative 
weight methodology, we refer readers to 
67 FR 55989 and 74 FR 43959.) 

Step 2—Remove statistical outliers. 
The next step in our calculation of the 

FY 2021 MS–LTC–DRG relative weights 
is to remove statistical outlier cases 
from the LTCH cases with a length of 
stay of at least 8 days. Consistent with 
our existing relative weight 
methodology, as we proposed, we 
continued to define statistical outliers as 
cases that are outside of 3.0 standard 
deviations from the mean of the log 
distribution of both charges per case and 
the charges per day for each MS–LTC– 
DRG. These statistical outliers are 
removed prior to calculating the relative 
weights because we believe that they 
may represent aberrations in the data 

that distort the measure of average 
resource use. Including those LTCH 
cases in the calculation of the relative 
weights could result in an inaccurate 
relative weight that does not truly 
reflect relative resource use among those 
MS–LTC–DRGs. (For additional 
information on what is removed in this 
step of the relative weight methodology, 
we refer readers to 67 FR 55989 and 74 
FR 43959.) After removing cases with a 
length of stay of 7 days or less and 
statistical outliers, we were left with 
applicable LTCH cases that have a 
length of stay greater than or equal to 8 
days. In this final rule, we refer to these 
cases as ‘‘trimmed applicable LTCH 
cases.’’ 

Step 3—Adjust charges for the effects 
of SSOs. 

As the next step in the calculation of 
the FY 2021 MS–LTC–DRG relative 
weights, consistent with our historical 
approach, as we proposed, we adjusted 
each LTCH’s charges per discharge for 
those remaining cases (that is, trimmed 
applicable LTCH cases) for the effects of 
SSOs (as defined in § 412.529(a) in 
conjunction with § 412.503). 
Specifically, as we proposed, we made 
this adjustment by counting an SSO 
case as a fraction of a discharge based 
on the ratio of the length of stay of the 
case to the average length of stay for the 
MS–LTC–DRG for non-SSO cases. This 
has the effect of proportionately 
reducing the impact of the lower 
charges for the SSO cases in calculating 
the average charge for the MS–LTC– 
DRG. This process produces the same 
result as if the actual charges per 
discharge of an SSO case were adjusted 
to what they would have been had the 
patient’s length of stay been equal to the 
average length of stay of the MS–LTC– 
DRG. 

Counting SSO cases as full LTCH 
cases with no adjustment in 
determining the FY 2021 MS–LTC–DRG 
relative weights would lower the FY 
2021 MS–LTC–DRG relative weight for 
affected MS–LTC–DRGs because the 
relatively lower charges of the SSO 
cases would bring down the average 
charge for all cases within a MS–LTC– 
DRG. This would result in an 
‘‘underpayment’’ for non-SSO cases and 
an ‘‘overpayment’’ for SSO cases. 
Therefore, as we proposed, we 
continued to adjust for SSO cases under 
§ 412.529 in this manner because it 
would result in more appropriate 
payments for all LTCH PPS standard 
Federal payment rate cases. (For 
additional information on this step of 
the relative weight methodology, we 
refer readers to 67 FR 55989 and 74 FR 
43959.) 
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Step 4—Calculate the FY 2021 MS– 
LTC–DRG relative weights on an 
iterative basis. 

Consistent with our historical relative 
weight methodology, as we proposed, 
we calculated the FY 2021 MS–LTC– 
DRG relative weights using the HSRV 
methodology, which is an iterative 
process. First, for each SSO-adjusted 
trimmed applicable LTCH case, we 
calculated a hospital-specific relative 
charge value by dividing the charge per 
discharge after adjusting for SSOs of the 
LTCH case (from Step 3) by the average 
charge per SSO-adjusted discharge for 
the LTCH in which the case occurred. 
The resulting ratio is then multiplied by 
the LTCH’s case-mix index to produce 
an adjusted hospital-specific relative 
charge value for the case. We used an 
initial case-mix index value of 1.0 for 
each LTCH. 

For each MS–LTC–DRG, we 
calculated the FY 2021 relative weight 
by dividing the SSO-adjusted average of 
the hospital-specific relative charge 
values for applicable LTCH cases for the 
MS–LTC–DRG (that is, the sum of the 
hospital-specific relative charge value, 
as previously stated, divided by the sum 
of equivalent cases from Step 3 for each 
MS–LTC–DRG) by the overall SSO- 
adjusted average hospital-specific 
relative charge value across all 
applicable LTCH cases for all LTCHs 
(that is, the sum of the hospital-specific 
relative charge value, as previously 
stated, divided by the sum of equivalent 
applicable LTCH cases from Step 3 for 
each MS–LTC–DRG). Using these 
recalculated MS–LTC–DRG relative 
weights, each LTCH’s average relative 
weight for all of its SSO-adjusted 
trimmed applicable LTCH cases (that is, 
its case-mix) was calculated by dividing 
the sum of all the LTCH’s MS–LTC– 
DRG relative weights by its total number 
of SSO-adjusted trimmed applicable 
LTCH cases. The LTCHs’ hospital- 
specific relative charge values (from 
previous) are then multiplied by the 
hospital-specific case-mix indexes. The 
hospital-specific case-mix adjusted 
relative charge values are then used to 
calculate a new set of MS–LTC–DRG 
relative weights across all LTCHs. This 
iterative process continued until there 
was convergence between the relative 
weights produced at adjacent steps, for 
example, when the maximum difference 
was less than 0.0001. 

Step 5—Determine a FY 2021 relative 
weight for MS–LTC–DRGs with no 
applicable LTCH cases. 

Using the trimmed applicable LTCH 
cases, consistent with our historical 
methodology, we identified the MS– 
LTC–DRGs for which there were no 
claims in the March 2020 update of the 

FY 2019 MedPAR file and, therefore, for 
which no charge data was available for 
these MS–LTC–DRGs. Because patients 
with a number of the diagnoses under 
these MS–LTC–DRGs may be treated at 
LTCHs, consistent with our historical 
methodology, we generally assign a 
relative weight to each of the no-volume 
MS–LTC–DRGs based on clinical 
similarity and relative costliness (with 
the exception of ‘‘transplant’’ MS–LTC– 
DRGs, ‘‘error’’ MS–LTC–DRGs, and MS– 
LTC–DRGs that indicate a principal 
diagnosis related to a psychiatric 
diagnosis or rehabilitation (referred to as 
the ‘‘psychiatric or rehabilitation’’ MS– 
LTC–DRGs), as discussed later in this 
section of this final rule). (For 
additional information on this step of 
the relative weight methodology, we 
refer readers to 67 FR 55991 and 74 FR 
43959 through 43960.) 

Consistent with our existing 
methodology, as we proposed, we cross- 
walked each no-volume MS–LTC–DRG 
to another MS–LTC–DRG for which we 
calculated a relative weight (determined 
in accordance with the methodology as 
previously described). Then, the ‘‘no- 
volume’’ MS–LTC–DRG is assigned the 
same relative weight (and average length 
of stay) of the MS–LTC–DRG to which 
it was cross-walked (as described in 
greater detail in this section of this rule). 

Of the 767 MS–LTC–DRGs for FY 
2021, we identified 375 MS–LTC–DRGs 
for which there were no trimmed 
applicable LTCH cases. This number 
includes the 11 ‘‘transplant’’ MS–LTC– 
DRGs, the 2 ‘‘error’’ MS–LTC–DRGs, 
and the 15 ‘‘psychiatric or 
rehabilitation’’ MS–LTC–DRGs, which 
are discussed in this section of this rule, 
such that we identified 347 MS–LTC– 
DRGs that for which, as we proposed, 
we assigned a relative weight using our 
existing ‘‘no-volume’’ MS–LTC–DRG 
methodology (that is, 375¥11¥2¥15 = 
347). As we proposed, we assigned 
relative weights to each of the 347 no- 
volume MS–LTC–DRGs based on 
clinical similarity and relative costliness 
to 1 of the remaining 392 (767¥375 = 
392) MS–LTC–DRGs for which we 
calculated relative weights based on the 
trimmed applicable LTCH cases in the 
FY 2019 MedPAR file data using the 
steps described previously. (For the 
remainder of this discussion, we refer to 
the ‘‘cross-walked’’ MS–LTC–DRGs as 
one of the 392 MS–LTC–DRGs to which 
we cross-walked each of the 347 ‘‘no- 
volume’’ MS–LTC–DRGs.) Then, as we 
generally proposed, we assigned the 347 
no-volume MS–LTC–DRGs the relative 
weight of the cross-walked MS–LTC– 
DRG. (As explained in Step 6, when 
necessary, we made adjustments to 
account for nonmonotonicity.) 

We cross-walked the no-volume MS– 
LTC–DRG to a MS–LTC–DRG for which 
we calculated relative weights based on 
the March 2020 update of the FY 2019 
MedPAR file, and to which it is similar 
clinically in intensity of use of resources 
and relative costliness as determined by 
criteria such as care provided during the 
period of time surrounding surgery, 
surgical approach (if applicable), length 
of time of surgical procedure, 
postoperative care, and length of stay. 
(For more details on our process for 
evaluating relative costliness, we refer 
readers to the FY 2010 IPPS/RY 2010 
LTCH PPS final rule (73 FR 48543).) We 
believe in the rare event that there 
would be a few LTCH cases grouped to 
one of the no-volume MS–LTC–DRGs in 
FY 2021, the relative weights assigned 
based on the cross-walked MS–LTC– 
DRGs would result in an appropriate 
LTCH PPS payment because the 
crosswalks, which are based on clinical 
similarity and relative costliness, would 
be expected to generally require 
equivalent relative resource use. 

Then we assigned the relative weight 
of the cross-walked MS–LTC–DRG as 
the relative weight for the no-volume 
MS–LTC–DRG such that both of these 
MS–LTC–DRGs (that is, the no-volume 
MS–LTC–DRG and the cross-walked 
MS–LTC–DRG) have the same relative 
weight (and average length of stay) for 
FY 2021. We note that, if the cross- 
walked MS–LTC–DRG had 25 
applicable LTCH cases or more, its 
relative weight (calculated using the 
methodology as previously described in 
Steps 1 through 4) is assigned to the no- 
volume MS–LTC–DRG as well. 
Similarly, if the MS–LTC–DRG to which 
the no-volume MS–LTC–DRG was cross- 
walked had 24 or less cases and, 
therefore, was designated to 1 of the 
low-volume quintiles for purposes of 
determining the relative weights, we 
assigned the relative weight of the 
applicable low-volume quintile to the 
no-volume MS–LTC–DRG such that 
both of these MS–LTC–DRGs (that is, 
the no-volume MS–LTC–DRG and the 
cross-walked MS–LTC–DRG) have the 
same relative weight for FY 2021. (As 
we noted previously, in the infrequent 
case where nonmonotonicity involving 
a no-volume MS–LTC–DRG resulted, 
additional adjustments as described in 
Step 6 are required in order to maintain 
monotonically increasing relative 
weights.) 

As discussed earlier, for this final 
rule, we are providing the list of the no- 
volume MS–LTC–DRGs and the MS– 
LTC–DRGs to which each was cross- 
walked (that is, the cross-walked MS– 
LTC–DRGs) for FY 2021 in a 
supplemental data file for public use 
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posted via the internet on the CMS 
website for this rule at: http://
www.cms.gov/Medicare/Medicare-Fee- 
for-Service-Payment/ 
AcuteInpatientPPS/index.html in order 
to streamline the information made 
available to the public that is used in 
the annual development of Table 11. 

To illustrate this methodology for 
determining the relative weights for the 
FY 2021 MS–LTC–DRGs with no 
applicable LTCH cases, we are 
providing the following example, which 
refers to the no-volume MS–LTC–DRGs 
crosswalk information for FY 2021 
(which, as previously stated, we are 
providing in a supplemental data file 
posted via the internet on the CMS 
website for this final rule). 

Example: There were no trimmed 
applicable LTCH cases in the FY 2019 
MedPAR file that we are using for this 
final rule for MS–LTC–DRG 061 (Acute 
Ischemic Stroke with Use of 
Thrombolytic Agent with MCC). We 
determined that MS–LTC–DRG 070 
(Nonspecific Cerebrovascular Disorders 
with MCC) is similar clinically and 
based on resource use to MS–LTC–DRG 
061. Therefore, we assigned the same 
relative weight (and average length of 
stay) of MS–LTC–DRG 70 of 0.8730 for 
FY 2021 to MS–LTC–DRG 061 (we refer 
readers to Table 11, which is listed in 
section VI. of the Addendum to this 
final rule and is available via the 
internet on the CMS website). 

Again, we note that, as this system is 
dynamic, it is entirely possible that the 
number of MS–LTC–DRGs with no 
volume will vary in the future. 
Consistent with our historical practice, 
as we proposed, we used the most 
recent available claims data to identify 
the trimmed applicable LTCH cases 
from which we determined the relative 
weights in the final rule. 

For FY 2021, consistent with our 
historical relative weight methodology, 
as we proposed, we established a 
relative weight of 0.0000 for the 
following transplant MS–LTC–DRGs: 
Heart Transplant or Implant of Heart 
Assist System with MCC (MS–LTC–DRG 
001); Heart Transplant or Implant of 
Heart Assist System without MCC (MS– 
LTC–DRG 002); Liver Transplant with 
MCC or Intestinal Transplant (MS–LTC– 
DRG 005); Liver Transplant without 
MCC (MS–LTC–DRG 006); Lung 
Transplant (MS–LTC–DRG 007); 
Simultaneous Pancreas/Kidney 
Transplant (MS–LTC–DRG 008); 
Simultaneous Pancreas/Kidney 
Transplant with Hemodialysis (MS– 
LTC–DRG 019); Pancreas Transplant 
(MS–LTC–DRG 010); Kidney Transplant 
(MS–LTC–DRG 652); Kidney Transplant 
with Hemodialysis with MCC (MS– 

LTC–DRG 650), and Kidney Transplant 
with Hemodialysis without MCC (MS 
LTC DRG 651). This is because 
Medicare only covers these procedures 
if they are performed at a hospital that 
has been certified for the specific 
procedures by Medicare and presently 
no LTCH has been so certified. At the 
present time, we include these 11 
transplant MS–LTC–DRGs in the 
GROUPER program for administrative 
purposes only. Because we use the same 
GROUPER program for LTCHs as is used 
under the IPPS, removing these MS– 
LTC–DRGs would be administratively 
burdensome. (For additional 
information regarding our treatment of 
transplant MS–LTC–DRGs, we refer 
readers to the RY 2010 LTCH PPS final 
rule (74 FR 43964).) In addition, 
consistent with our historical policy, as 
we proposed, we established a relative 
weight of 0.0000 for the 2 ‘‘error’’ MS– 
LTC–DRGs (that is, MS–LTC–DRG 998 
(Principal Diagnosis Invalid as 
Discharge Diagnosis) and MS–LTC–DRG 
999 (Ungroupable)) because applicable 
LTCH cases grouped to these MS–LTC– 
DRGs cannot be properly assigned to an 
MS–LTC–DRG according to the 
grouping logic. 

Additionally, as we proposed, we 
established a relative weight of 0.0000 
for the following ‘‘psychiatric or 
rehabilitation’’ MS–LTC–DRGs: MS– 
LTC–DRG 876 (O.R. Procedure with 
Principal Diagnoses of Mental Illness); 
MS–LTC–DRG 880 (Acute Adjustment 
Reaction & Psychosocial Dysfunction); 
MS–LTC–DRG 881 (Depressive 
Neuroses); MS–LTC–DRG 882 (Neuroses 
Except Depressive); MS–LTC–DRG 883 
(Disorders of Personality & Impulse 
Control); MS–LTC–DRG 884 (Organic 
Disturbances & Mental Retardation); 
MS–LTC–DRG 885 (Psychoses); MS– 
LTC–DRG 886 (Behavioral & 
Developmental Disorders); MS–LTC– 
DRG 887 (Other Mental Disorder 
Diagnoses); MS–LTC–DRG 894 
(Alcohol/Drug Abuse or Dependence, 
Left Ama); MS–LTC–DRG 895 (Alcohol/ 
Drug Abuse or Dependence, with 
Rehabilitation Therapy); MS–LTC–DRG 
896 (Alcohol/Drug Abuse or 
Dependence, without Rehabilitation 
Therapy with MCC); MS–LTC–DRG 897 
(Alcohol/Drug Abuse or Dependence, 
without Rehabilitation Therapy without 
MCC); MS–LTC–DRG 945 
(Rehabilitation with CC/MCC); and MS– 
LTC–DRG 946 (Rehabilitation without 
CC/MCC). As we proposed, we 
established a relative weight 0.0000 for 
these 15 ‘‘psychiatric or rehabilitation’’ 
MS LTC DRGs because the blended 
payment rate and temporary exceptions 
to the site neutral payment rate will not 

be applicable for any LTCH discharges 
occurring in FY 2021, and as such 
payment under the LTCH PPS will be 
no longer be made in part based on the 
LTCH PPS standard Federal payment 
rate for any discharges assigned to those 
MS–DRGs. 

Step 6—Adjust the FY 2021 MS–LTC– 
DRG relative weights to account for 
nonmonotonically increasing relative 
weights. 

The MS–DRGs contain base DRGs that 
have been subdivided into one, two, or 
three severity of illness levels. Where 
there are three severity levels, the most 
severe level has at least one secondary 
diagnosis code that is referred to as an 
MCC (that is, major complication or 
comorbidity). The next lower severity 
level contains cases with at least one 
secondary diagnosis code that is a CC 
(that is, complication or comorbidity). 
Those cases without an MCC or a CC are 
referred to as ‘‘without CC/MCC.’’ When 
data do not support the creation of three 
severity levels, the base MS–DRG is 
subdivided into either two levels or the 
base MS–DRG is not subdivided. The 
two-level subdivisions may consist of 
the MS–DRG with CC/MCC and the 
MS–DRG without CC/MCC. 
Alternatively, the other type of two- 
level subdivision may consist of the 
MS–DRG with MCC and the MS–DRG 
without MCC. 

In those base MS–LTC–DRGs that are 
split into either two or three severity 
levels, cases classified into the ‘‘without 
CC/MCC’’ MS–LTC–DRG are expected 
to have a lower resource use (and lower 
costs) than the ‘‘with CC/MCC’’ MS– 
LTC–DRG (in the case of a two-level 
split) or both the ‘‘with CC’’ and the 
‘‘with MCC’’ MS–LTC–DRGs (in the 
case of a three-level split). That is, 
theoretically, cases that are more severe 
typically require greater expenditure of 
medical care resources and would result 
in higher average charges. Therefore, in 
the three severity levels, relative 
weights should increase by severity, 
from lowest to highest. If the relative 
weights decrease as severity increases 
(that is, if within a base MS–LTC–DRG, 
an MS–LTC–DRG with CC has a higher 
relative weight than one with MCC, or 
the MS–LTC–DRG ‘‘without CC/MCC’’ 
has a higher relative weight than either 
of the others), they are nonmonotonic. 
We continue to believe that utilizing 
nonmonotonic relative weights to adjust 
Medicare payments would result in 
inappropriate payments because the 
payment for the cases in the higher 
severity level in a base MS–LTC–DRG 
(which are generally expected to have 
higher resource use and costs) would be 
lower than the payment for cases in a 
lower severity level within the same 
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base MS–LTC–DRG (which are generally 
expected to have lower resource use and 
costs). Therefore, in determining the FY 
2021 MS–LTC–DRG relative weights, 
consistent with our historical 
methodology, as we proposed, we 
continued to combine MS–LTC–DRG 
severity levels within a base MS–LTC– 
DRG for the purpose of computing a 
relative weight when necessary to 
ensure that monotonicity is maintained. 
For a comprehensive description of our 
existing methodology to adjust for 
nonmonotonicity, we refer readers to 
the FY 2010 IPPS/RY 2010 LTCH PPS 
final rule (74 FR 43964 through 43966). 
Any adjustments for nonmonotonicity 
that were made in determining the FY 
2021 MS–LTC–DRG relative weights in 
this final rule by applying this 
methodology are denoted in Table 11, 
which is listed in section VI. of the 
Addendum to this final rule and is 
available via the internet on the CMS 
website. 

Step 7—Calculate the FY 2021 MS– 
LTC–DRG reclassification and 
recalibration budget neutrality factor. 

In accordance with the regulations at 
§ 412.517(b) (in conjunction with 
§ 412.503), the annual update to the 
MS–LTC–DRG classifications and 
relative weights is done in a budget 
neutral manner such that estimated 
aggregate LTCH PPS payments would be 
unaffected, that is, would be neither 
greater than nor less than the estimated 
aggregate LTCH PPS payments that 
would have been made without the MS– 
LTC–DRG classification and relative 
weight changes. (For a detailed 
discussion on the establishment of the 
budget neutrality requirement for the 
annual update of the MS–LTC–DRG 
classifications and relative weights, we 
refer readers to the RY 2008 LTCH PPS 
final rule (72 FR 26881 and 26882).) 

The MS–LTC–DRG classifications and 
relative weights are updated annually 
based on the most recent available 
LTCH claims data to reflect changes in 
relative LTCH resource use (§ 412.517(a) 
in conjunction with § 412.503). To 
achieve the budget neutrality 
requirement at § 412.517(b), under our 
established methodology, for each 
annual update, the MS–LTC–DRG 
relative weights are uniformly adjusted 
to ensure that estimated aggregate 
payments under the LTCH PPS would 
not be affected (that is, decreased or 
increased). Consistent with that 
provision, as we proposed, we updated 
the MS–LTC–DRG classifications and 
relative weights for FY 2021 based on 
the most recent available LTCH data for 
applicable LTCH cases, and continued 
to apply a budget neutrality adjustment 

in determining the FY 2021 MS–LTC– 
DRG relative weights. 

In this final rule, to ensure budget 
neutrality in the update to the MS–LTC– 
DRG classifications and relative weights 
under § 412.517(b), as we proposed, we 
continued to use our established two- 
step budget neutrality methodology. 

To calculate the normalization factor 
for FY 2021, as we proposed in the FY 
2021 IPPS/LTCH PPS proposed rule (85 
FR 32811), we grouped applicable LTCH 
cases using the FY 2021 Version 38 
GROUPER, and the recalibrated FY 2021 
MS–LTC–DRG relative weights to 
calculate the average case-mix index 
(CMI); we grouped the same applicable 
LTCH cases using the FY 2020 
GROUPER Version 37 and MS–LTC– 
DRG relative weights and calculated the 
average CMI; and computed the ratio by 
dividing the average CMI for FY 2020 by 
the average CMI for FY 2021. That ratio 
is the normalization factor. Because the 
calculation of the normalization factor 
involves the relative weights for the 
MS–LTC–DRGs that contained 
applicable LTCH cases to calculate the 
average CMIs, any low-volume MS– 
LTC–DRGs are included in the 
calculation (and the MS–LTC–DRGs 
with no applicable LTCH cases are not 
included in the calculation). 

To calculate the budget neutrality 
adjustment factor, we simulated 
estimated total FY 2021 LTCH PPS 
standard Federal payment rate 
payments for applicable LTCH cases 
using the FY 2021 normalized relative 
weights and GROUPER Version 38; 
simulated estimated total FY 2021 
LTCH PPS standard Federal payment 
rate payments for applicable LTCH 
cases using the FY 2020 MS–LTC–DRG 
relative weights and the FY 2020 
GROUPER Version 37; and calculated 
the ratio of these estimated total 
payments by dividing the simulated 
estimated total LTCH PPS standard 
Federal payment rate payments using 
the FY 2020 MS–LTC–DRG relative 
weights and the GROUPER Version 37 
by the simulated estimated total LTCH 
PPS standard Federal payment rate 
payments using the FY 2021 MS–LTC– 
DRG relative weights and the GROUPER 
Version 38. The resulting ratio is the 
budget neutrality adjustment factor. The 
calculation of the budget neutrality 
factor involves the relative weights for 
the LTCH cases used in the payment 
simulation, which includes any cases 
grouped to low-volume MS–LTC–DRGs 
or to MS–LTC–DRGs with no applicable 
LTCH cases, and generally does not 
include payments for cases grouped to 
a MS–LTC–DRG with no applicable 
LTCH cases. (Occasionally, a few LTCH 
cases (that is, those with a covered 

length of stay of 7 days or less), which 
are removed from the relative weight 
calculation in step 2 that are grouped to 
a MS–LTC–DRG with no applicable 
LTCH cases are included in the payment 
simulations used to calculate the budget 
neutrality factor. However, the number 
and payment amount of such cases have 
a negligible impact on the budget 
neutrality factor calculation). 

In this final rule, to ensure budget 
neutrality in the update to the MS–LTC– 
DRG classifications and relative weights 
under § 412.517(b), as we proposed, we 
continued to use our established two- 
step budget neutrality methodology. 
Therefore, in this final rule, in the first 
step of our MS–LTC–DRG budget 
neutrality methodology, for FY 2021, as 
we proposed, we calculated and applied 
a normalization factor to the 
recalibrated relative weights (the result 
of Steps 1 through 6 discussed 
previously) to ensure that estimated 
payments are not affected by changes in 
the composition of case types or the 
changes to the classification system. 
That is, the normalization adjustment is 
intended to ensure that the recalibration 
of the MS–LTC–DRG relative weights 
(that is, the process itself) neither 
increases nor decreases the average 
case-mix index. 

To calculate the normalization factor 
for FY 2021 (the first step of our budget 
neutrality methodology), we used the 
following three steps: (1.a.) Use the most 
recent available applicable LTCH cases 
from the most recent available data (that 
is, LTCH discharges from the FY 2019 
MedPAR file) and group them using the 
FY 2021 GROUPER (that is, Version 38 
for FY 2021) and the recalibrated FY 
2021 MS–LTC–DRG relative weights 
(determined in Steps 1 through 6 
discussed previously) to calculate the 
average case-mix index; (1.b.) group the 
same applicable LTCH cases (as are 
used in Step 1.a.) using the FY 2020 
GROUPER (Version 37) and FY 2020 
MS–LTC–DRG relative weights and 
calculate the average case-mix index; 
and (1.c.) compute the ratio of these 
average case-mix indexes by dividing 
the average CMI for FY 2021 
(determined in Step 1.a.) by the average 
case-mix index for FY 2020 (determined 
in Step 1.b.). As a result, in determining 
the MS–LTC–DRG relative weights for 
FY 2021, each recalibrated MS–LTC– 
DRG relative weight is multiplied by the 
normalization factor of 1.25890 
(determined in Step 1.c.) in the first step 
of the budget neutrality methodology, 
which produced ‘‘normalized relative 
weights.’’ 

In the second step of our MS–LTC– 
DRG budget neutrality methodology, we 
calculated a second budget neutrality 
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factor consisting of the ratio of 
estimated aggregate FY 2021 LTCH PPS 
standard Federal payment rate 
payments for applicable LTCH cases 
(the sum of all calculations under Step 
1.a. stated previously) after 
reclassification and recalibration to 
estimated aggregate payments for FY 
2021 LTCH PPS standard Federal 
payment rate payments for applicable 
LTCH cases before reclassification and 
recalibration (that is, the sum of all 
calculations under Step 1.b. stated 
previously). 

That is, for this final rule, for FY 
2021, under the second step of the 
budget neutrality methodology, as we 
proposed, we determined the budget 
neutrality adjustment factor using the 
following three steps: (2.a.) Simulate 
estimated total FY 2021 LTCH PPS 
standard Federal payment rate 
payments for applicable LTCH cases 
using the normalized relative weights 
for FY 2021 and GROUPER Version 38 
(as described previously); (2.b.) simulate 
estimated total FY 2021 LTCH PPS 
standard Federal payment rate 
payments for applicable LTCH cases 
using the FY 2020 GROUPER (Version 
37) and the FY 2020 MS–LTC–DRG 
relative weights in Table 11 of the FY 
2020 IPPS/LTCH PPS final rule 
available on the internet, as described in 
section VI. of the Addendum of that 
final rule; and (2.c.) calculate the ratio 
of these estimated total payments by 
dividing the value determined in Step 
2.b. by the value determined in Step 2.a. 
In determining the FY 2021 MS–LTC– 
DRG relative weights, each normalized 
relative weight is then multiplied by a 
budget neutrality factor of 0.9995082 
(the value determined in Step 2.c.) in 
the second step of the budget neutrality 
methodology to achieve the budget 
neutrality requirement at § 412.517(b). 

Accordingly, in determining the FY 
2021 MS–LTC–DRG relative weights in 
this final rule, consistent with our 
existing methodology, as we proposed, 
we applied a normalization factor of 
1.25890 and a budget neutrality factor of 
0.9995082. Table 11, which is listed in 
section VI. of the Addendum to this 
final rule and is available via the 
internet on the CMS website, lists the 
MS–LTC–DRGs and their respective 
relative weights, geometric mean length 
of stay, and five-sixths of the geometric 
mean length of stay (used to identify 
SSO cases under § 412.529(a)) for FY 
2021. 

C. Changes to the LTCH PPS Payment 
Rates and Other Changes to the LTCH 
PPS for FY 2021 

1. Overview of Development of the 
LTCH PPS Standard Federal Payment 
Rates 

The basic methodology for 
determining LTCH PPS standard 
Federal payment rates is currently set 
forth at 42 CFR 412.515 through 412.533 
and 412.535. In this section, we discuss 
the factors that we used to update the 
LTCH PPS standard Federal payment 
rate for FY 2021, that is, effective for 
LTCH discharges occurring on or after 
October 1, 2020 through September 30, 
2021. Under the dual rate LTCH PPS 
payment structure required by statute, 
beginning with discharges in cost 
reporting periods beginning in FY 2016, 
only LTCH discharges that meet the 
criteria for exclusion from the site 
neutral payment rate are paid based on 
the LTCH PPS standard Federal 
payment rate specified at § 412.523. (For 
additional details on our finalized 
policies related to the dual rate LTCH 
PPS payment structure required by 
statute, we refer readers to the FY 2016 
IPPS/LTCH PPS final rule (80 FR 49601 
through 49623).) 

Prior to the implementation of the 
dual payment rate system in FY 2016, 
all LTCH discharges were paid similarly 
to those now exempt from the site 
neutral payment rate. That legacy 
payment rate was called the standard 
Federal rate. For details on the 
development of the initial standard 
Federal rate for FY 2003, we refer 
readers to the August 30, 2002 LTCH 
PPS final rule (67 FR 56027 through 
56037). For subsequent updates to the 
standard Federal rate (FYs 2003 through 
2015)/LTCH PPS standard Federal 
payment rate (FY 2016 through present) 
as implemented under § 412.523(c)(3), 
we refer readers to the FY 2020 IPPS/ 
LTCH PPS final rule (84 FR 42445 
through 42446). 

In this FY 2021 IPPS/LTCH PPS final 
rule, we present our policies related to 
the annual update to the LTCH PPS 
standard Federal payment rate for FY 
2021. 

The update to the LTCH PPS standard 
Federal payment rate for FY 2021 is 
presented in section V.A. of the 
Addendum to this rule. The 
components of the annual update to the 
LTCH PPS standard Federal payment 
rate for FY 2021 are discussed in this 
section, including the statutory 
reduction to the annual update for 
LTCHs that fail to submit quality 
reporting data for FY 2021 as required 
by the statute (as discussed in section 
VII.C.2.c. of the preamble of this final 

rule). As we proposed in the FY 2021 
IPPS/LTCH PPS proposed rule (85 FR 
32812), we also made an adjustment to 
the LTCH PPS standard Federal 
payment rate to account for the 
estimated effect of the changes to the 
area wage level for FY 2021 on 
estimated aggregate LTCH PPS 
payments, in accordance with 
§ 412.523(d)(4) (as discussed in section 
V.B. of the Addendum to this final rule). 

In addition, as discussed in the FY 
2019 IPPS/LTCH PPS final rule (83 FR 
41532 through 41537), we eliminated 
the 25-percent threshold policy in a 
budget neutral manner. The budget 
neutrality requirements are codified in 
the regulations at § 412.523(d)(6). Under 
these regulations, a temporary, one-time 
factor is applied to the standard Federal 
payment rate in FY 2019 and FY 2020, 
and a permanent, one-time factor in FY 
2021. These factors as established in the 
correction to the FY 2019 IPPS/LTCH 
PPS final rule (83 FR 41536) are— 

• For FY 2019, a temporary, one-time 
factor of 0.990878; 

• For FY 2020, a temporary, one-time 
factor of 0.990737; and 

• For FY 2021 and subsequent years, 
a permanent, one-time factor of 
0.991249. 

Therefore, in determining the FY 2021 
LTCH PPS standard Federal payment 
rate, as we proposed, we— 

• Removed the temporary, one-time 
factor of 0.990737 for the estimated cost 
of the elimination of the 25-percent 
threshold policy in FY 2020 by applying 
a factor of (1/0.990737); 

• Applied a permanent, one-time 
factor of 0.991249 for the estimated cost 
of the elimination of the 25-percent 
threshold policy in FY 2021; 

2. FY 2021 LTCH PPS Standard Federal 
Payment Rate Annual Market Basket 
Update 

a. Overview 

Historically, the Medicare program 
has used a market basket to account for 
input price increases in the services 
furnished by providers. The market 
basket used for the LTCH PPS includes 
both operating and capital related costs 
of LTCHs because the LTCH PPS uses a 
single payment rate for both operating 
and capital-related costs. We adopted 
the 2013-based LTCH market basket for 
use under the LTCH PPS beginning in 
FY 2017 (81 FR 57100 through 57102). 
As discussed in section VII.D. of the 
preamble of this final rule, as we 
proposed, we are rebasing and revising 
the 2013-based LTCH market basket to 
reflect a 2017 base year. For additional 
details on the historical development of 
the market basket used under the LTCH 
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PPS, we refer readers to the FY 2013 
IPPS/LTCH PPS final rule (77 FR 53467 
through 53476), and for a complete 
discussion of the LTCH market basket 
and a description of the methodologies 
used to determine the operating and 
capital-related portions of the 2013- 
based LTCH market basket, we refer 
readers to section VII.D. of the preamble 
of the FY 2017 IPPS/LTCH PPS 
proposed and final rules (81 FR 25153 
through 25167 and 81 FR 57086 through 
57099, respectively). 

Section 3401(c) of the Affordable Care 
Act provides for certain adjustments to 
any annual update to the LTCH PPS 
standard Federal payment rate and 
refers to the timeframes associated with 
such adjustments as a ‘‘rate year.’’ We 
note that, because the annual update to 
the LTCH PPS policies, rates, and 
factors now occurs on October 1, we 
adopted the term ‘‘fiscal year’’ (FY) 
rather than ‘‘rate year’’ (RY) under the 
LTCH PPS beginning October 1, 2010, to 
conform with the standard definition of 
the Federal fiscal year (October 1 
through September 30) used by other 
PPSs, such as the IPPS (75 FR 50396 
through 50397). Although the language 
of sections 3004(a), 3401(c), 10319, and 
1105(b) of the Affordable Care Act refers 
to years 2010 and thereafter under the 
LTCH PPS as ‘‘rate year,’’ consistent 
with our change in the terminology used 
under the LTCH PPS from ‘‘rate year’’ to 
‘‘fiscal year,’’ for purposes of clarity, 
when discussing the annual update for 
the LTCH PPS standard Federal 
payment rate, including the provisions 
of the Affordable Care Act, we use 
‘‘fiscal year’’ rather than ‘‘rate year’’ for 
2011 and subsequent years. 

b. Annual Update to the LTCH PPS 
Standard Federal Payment Rate for FY 
2021 

CMS has used an estimated market 
basket increase to update the LTCH PPS. 
As previously noted, for FY 2021 we 
rebased and revised the 2013-based 
LTCH market basket to reflect a 2017 
base year. The 2017-based LTCH market 
basket is primarily based on the 
Medicare cost report data submitted by 
LTCHs and, therefore, specifically 
reflects the cost structures of only 
LTCHs. As we proposed, we used data 
from cost reports beginning in FY 2017 
because these data are the latest 
available complete data at the time of 
rulemaking for purposes of calculating 
cost weights for the market basket. We 
believe that the 2017-based LTCH 
market basket appropriately reflects the 
cost structure of LTCHs, as discussed in 
greater detail in section VII.D. of the 
preamble of this final rule. In this final 
rule, as we proposed in the FY 2021 

IPPS/LTCH PPS proposed rule (85 FR 
32812—32813), we used the 2017-based 
LTCH market basket to update the LTCH 
PPS standard Federal payment rate for 
FY 2021. 

Section 1886(m)(3)(A) of the Act 
provides that, beginning in FY 2010, 
any annual update to the LTCH PPS 
standard Federal payment rate is 
reduced by the adjustments specified in 
clauses (i) and (ii) of subparagraph (A). 
Clause (i) of section 1886(m)(3)(A) of the 
Act provides for a reduction, for FY 
2012 and each subsequent rate year, by 
the productivity adjustment described 
in section 1886(b)(3)(B)(xi)(II) of the Act 
(that is, ‘‘the multifactor productivity 
(MFP) adjustment’’). Clause (ii) of 
section 1886(m)(3)(A) of the Act 
provided for a reduction, for each of FYs 
2010 through 2019, by the ‘‘other 
adjustment’’ described in section 
1886(m)(4)(F) of the Act; therefore, it is 
not applicable for FY 2021. 

Section 1886(m)(3)(B) of the Act 
provides that the application of 
paragraph (3) of section 1886(m) of the 
Act may result in the annual update 
being less than zero for a rate year, and 
may result in payment rates for a rate 
year being less than such payment rates 
for the preceding rate year. 

c. Adjustment to the LTCH PPS 
Standard Federal Payment Rate Under 
the Long-Term Care Hospital Quality 
Reporting Program (LTCH QRP) 

In accordance with section 1886(m)(5) 
of the Act, the Secretary established the 
Long-Term Care Hospital Quality 
Reporting Program (LTCH QRP). The 
reduction in the annual update to the 
LTCH PPS standard Federal payment 
rate for failure to report quality data 
under the LTCH QRP for FY 2014 and 
subsequent fiscal years is codified under 
42 CFR 412.523(c)(4). The LTCH QRP, 
as required for FY 2014 and subsequent 
fiscal years by section 1886(m)(5)(A)(i) 
of the Act, applies a 2.0 percentage 
point reduction to any update under 
§ 412.523(c)(3) for an LTCH that does 
not submit quality reporting data to the 
Secretary in accordance with section 
1886(m)(5)(C) of the Act with respect to 
such a year (that is, in the form and 
manner and at the time specified by the 
Secretary under the LTCH QRP) 
(§ 412.523(c)(4)(i)). Section 
1886(m)(5)(A)(ii) of the Act provides 
that the application of the 2.0 
percentage points reduction may result 
in an annual update that is less than 0.0 
for a year, and may result in LTCH PPS 
payment rates for a year being less than 
such LTCH PPS payment rates for the 
preceding year. Furthermore, section 
1886(m)(5)(B) of the Act specifies that 
the 2.0 percentage points reduction is 

applied in a noncumulative manner, 
such that any reduction made under 
section 1886(m)(5)(A) of the Act shall 
apply only with respect to the year 
involved, and shall not be taken into 
account in computing the LTCH PPS 
payment amount for a subsequent year. 
These requirements are codified in the 
regulations at § 412.523(c)(4). (For 
additional information on the history of 
the LTCH QRP, including the statutory 
authority and the selected measures, we 
refer readers to section VIII.C. of the 
preamble of this final rule.) 

d. Annual Market Basket Update Under 
the LTCH PPS for FY 2021 

Consistent with our historical practice 
and our proposal, we estimate the 
market basket increase and the MFP 
adjustment based on IGI’s forecast using 
the most recent available data. In the 
proposed rule (85 FR 32813), we 
proposed to establish an annual update 
to the LTCH PPS standard Federal 
payment rate for FY 2021 of 2.5 percent 
based on the best available data at that 
time (that is, the estimated LTCH PPS 
market basket increase of 2.9 percent 
less the MFP adjustment of 0.4 
percentage point). Consistent with our 
historical practice, we also proposed to 
use a more recent estimate of the market 
basket and the MFP adjustment, if 
appropriate, in the final rule to establish 
an annual update to the LTCH PPS 
standard Federal payment rate for FY 
2021. 

For this final rule, based on IGIs 
second-quarter 2020 forecast, the FY 
2021 full market basket estimate for the 
LTCH PPS using the 2017-based LTCH 
market basket is 2.3 percent. We note 
that the fourth quarter 2019 forecast 
used for the proposed market basket 
update was developed prior to the 
economic impacts of the COVID–19 
pandemic. This lower update (2.3 
percent) for FY 2021, relative to the 
proposed rule (2.9 percent), is primarily 
driven by slower anticipated 
compensation growth for both health- 
related and other occupations as labor 
markets are expected to be significantly 
impacted during the recession that 
started in February 2020 and throughout 
the anticipated recovery. 

For FY 2021, section 1886(m)(3)(A)(i) 
of the Act requires that any annual 
update to the LTCH PPS standard 
Federal payment rate be reduced by the 
productivity adjustment (‘‘the MFP 
adjustment’’) described in section 
1886(b)(3)(B)(xi)(II) of the Act. (We note 
that sections 1886(m)(3)(A)(ii) and 
1886(m)(4)(F) of the Act required an 
additional reduction each year only for 
FYs 2010 through 2019.) (For additional 
details on our established methodology 
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for adjusting the market basket increase 
by the MFP adjustment, we refer readers 
to the FY 2012 IPPS/LTCH PPS final 
rule (76 FR 51771).) 

In the FY 2021 IPPS/LTCH PPS 
proposed rule, we proposed a MFP 
adjustment of 0.4 percentage point 
based on IGIs fourth quarter 2019 
forecast. Based on the more recent data 
available for this final rule, the current 
estimate of the 10-year moving average 
growth of MFP for FY 2021 is -0.1 
percentage point. This MFP is based on 
the most recent macroeconomic outlook 
from IGI at the time of rulemaking 
(released June 2020) in order to reflect 
more current historical economic data. 
IGI produces monthly macroeconomic 
forecasts, which include projections of 
all of the economic series used to derive 
MFP. In contrast, IGI only produces 
forecasts of the more detailed price 
proxies used in the LTCH market basket 
on a quarterly basis. Therefore, IGI’s 
second quarter 2020 forecast is the most 
recent forecast of the LTCH market 
basket update. 

We note that it has typically been our 
practice to base the projection of the 
market basket price proxies and MFP in 
the final rule on the second quarter IGI 
forecast. For this final rule, we are using 
the IGI June macroeconomic forecast for 
MFP because it is a more recent forecast, 
and it is important to use more recent 
data during this period when economic 
trends, particularly employment and 
labor productivity, are notably uncertain 
because of the COVID–19 pandemic. 
Historically, the MFP adjustment based 
on the second quarter IGI forecast has 
been very similar to the MFP adjustment 
derived with IGI’s June macroeconomic 
forecast. Substantial changes in the 
macroeconomic indicators in between 
monthly forecasts are atypical. 

Given the unprecedented economic 
uncertainty as a result of the COVID–19 
pandemic, the changes in the IGI 
macroeconomic series used to derive 
MFP between the second quarter 2020 
IGI forecast and the IGI June 2020 
macroeconomic forecast is significant. 
Therefore, we believe it is technically 
appropriate to use IGI’s more recent 
June 2020 macroeconomic forecast to 
determine the MFP adjustment for the 
final rule as it reflects more current 
historical data. For comparison 
purposes, the 10-year moving average 
growth of MFP for FY 2021 is projected 
to be -0.1 percentage point based on 
IGI’s June 2020 macroeconomic forecast 
compared to a FY 2021 projected 10- 
year moving average growth of MFP of 
0.7 percentage point based on IGI’s 
second quarter 2020 forecast. 
Mechanically subtracting the negative 
10-year moving average growth of MFP 

from the market basket percentage 
increase using the data from the IGI June 
2020 macroeconomic forecast would 
have resulted in a 0.1 percentage point 
increase in the FY 2021 annual update 
to the LTCH PPS standard Federal 
payment rate. However, under section 
1886(m)(3)(A)(i) of the Act, the 
Secretary is required to reduce (not 
increase) any annual update to the 
LTCH PPS standard Federal payment 
rate by 10-year moving average of 
changes in annual economy-wide 
private nonfarm business multi-factor 
productivity. Accordingly, we will be 
applying a 0.0 percentage point MFP 
adjustment to the market basket update. 
Therefore, the annual market basket 
update to the LTCH PPS standard 
Federal payment rate for FY 2021 is 2.3 
percent (that is, the FY 2021 full market 
basket estimate for the LTCH PPS with 
0.0 percentage point adjustment made 
for MFP). 

For FY 2021, section 1886(m)(5) of the 
Act requires that, for LTCHs that do not 
submit quality reporting data as 
required under the LTCH QRP, any 
annual update to an LTCH PPS standard 
Federal payment rate, after application 
of the adjustments required by section 
1886(m)(3) of the Act, shall be further 
reduced by 2.0 percentage points. 
Therefore, for LTCHs that fail to submit 
quality reporting data under the LTCH 
QRP, the 2.3 percent annual market 
basket update to the LTCH PPS standard 
Federal payment rate for FY 2021 will 
be reduced by 2.0 percentage points 
required by section 1886(m)(5) of the 
Act. 

In this FY 2021 IPPS/LTCH PPS final 
rule, in accordance with the statute, 
under the authority of section 123 of the 
BBRA as amended by section 307(b) of 
the BIPA, consistent with our proposal, 
we are establishing an annual market 
basket update to the LTCH PPS standard 
Federal payment rate for FY 2021 of 2.3 
percent (that is, the most recent estimate 
of the LTCH PPS market basket increase 
of 2.3 percent less the MFP adjustment 
of 0.0 percentage point). 

While we have historically 
implemented the payment updates to 
the LTCH PPS in individual 
amendments to the regulations, given 
existing statutory provisions affecting 
the LTCH update are constant going 
forward, in the proposed rule we 
proposed to revise § 412.523(c)(3) by 
adding a new paragraph (xvii), which 
would specify that the LTCH PPS 
standard Federal payment rate for FY 
2021 and subsequent fiscal years is the 
LTCH PPS standard Federal payment 
rate for the previous LTCH PPS payment 
year updated by the market basket (as 
determined by CMS), less a multifactor 

productivity adjustment (as determined 
by CMS), and further adjusted, as 
appropriate, as described in § 412.523(d) 
(including the application of the 
adjustment factor for the cost of the 
elimination of the 25-percent threshold 
policy under § 412.523(d)(6) as 
previously discussed) rather than 
codifying specific numerical updates 
annually as was our historical practice. 
For LTCHs that fail to submit quality 
reporting data under the LTCH QRP, 
under § 412.523(c)(3)(xvi) in 
conjunction with § 412.523(c)(4), we 
proposed to further reduce the annual 
update to the LTCH PPS standard 
Federal payment rate by 2.0 percentage 
points, in accordance with section 
1886(m)(5) of the Act. 

We did not receive any comments on 
this proposal. Therefore we are 
finalizing it as proposed without 
modification. Accordingly, as we 
proposed, we are establishing an annual 
update to the LTCH PPS standard 
Federal payment rate of 0.3 percent (that 
is, 2.3 percent minus 2.0 percentage 
points) for FY 2021 for LTCHs that fail 
to submit quality reporting data as 
required under the LTCH QRP. We note 
that, consistent with historical practice, 
as we proposed, we adjusted the FY 
2021 LTCH PPS standard Federal 
payment rate by an area wage level 
budget neutrality factor in accordance 
with § 412.523(d)(4) (as discussed in 
section V.B.5. of the Addendum to this 
final rule). 

D. Rebasing and Revising of the LTCH 
Market Basket 

1. Background 

The input price index (that is, the 
market basket) that was used to develop 
the LTCH PPS for FY 2003 was the 
‘‘excluded hospital with capital’’ market 
basket. That market basket was based on 
1997 Medicare cost report data and 
included data for Medicare-participating 
IRFs, IPFs, LTCHs, cancer hospitals, and 
children’s hospitals. Although the term 
‘‘market basket’’ technically describes 
the mix of goods and services used in 
providing hospital care, this term is also 
commonly used to denote the input 
price index (that is, cost category 
weights and price proxies combined) 
derived from that mix. Accordingly, the 
term ‘‘market basket,’’ as used in this 
section, refers to an input price index. 

Beginning with rate year (RY) 2007, 
LTCH PPS payments were updated 
using a 2002-based market basket 
reflecting the operating and capital cost 
structures for IRFs, IPFs, and LTCHs 
(hereafter referred to as the 
rehabilitation, psychiatric, and long- 
term care (RPL) market basket). We 
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excluded cancer and children’s 
hospitals from the RPL market basket 
because their payments are based 
entirely on reasonable costs subject to 
rate-of-increase limits established under 
the authority of section 1886(b) of the 
Act, which are implemented in 
regulations at 42 CFR 413.40. Those 
types of hospitals are not paid under a 
PPS. Also, the 2002 cost structures for 
cancer and children’s hospitals are 
noticeably different from the cost 
structures for freestanding IRFs, 
freestanding IPFs, and LTCHs. A 
complete discussion of the 2002-based 
RPL market basket can be found in the 
RY 2007 LTCH PPS final rule (71 FR 
27810 through 27817). 

In the FY 2012 IPPS/LTCH PPS final 
rule (76 FR 51756), we finalized the 
rebasing and revising of the 2002-based 
RPL market basket by creating and 
implementing a 2008-based RPL market 
basket. We also discussed the creation 
of a stand-alone LTCH market basket 
and received several public comments, 
all of which supported deriving a 
standalone LTCH market basket (76 FR 
51756 through 51757). In the FY 2013 
IPPS/LTCH PPS final rule, we finalized 
the adoption of a stand-alone 2009- 
based LTCH-specific market basket that 
reflects the cost structures of LTCHs 
only (77 FR 53467 through 53479). In 
the FY 2017 IPPS/LTCH PPS final rule 
(81 FR 57085 through 57099), we 
finalized the rebasing and revising of 
the 2009-based LTCH market basket to 
reflect a 2013 base year (the 2013-based 
LTCH market basket). 

For FY 2021, we proposed to rebase 
and revise the 2013-based LTCH market 
basket to reflect a 2017 base year (85 FR 
32814). The proposed 2017-based LTCH 
market basket is primarily based on 
Medicare cost report data for LTCHs for 
2017, which are for cost reporting 
periods beginning on and after October 
1, 2016, and before October 1, 2017. We 
proposed to use data from cost reports 
beginning in FY 2017 because these data 
are the latest available complete data for 
purposes of calculating cost weights for 
the market basket at the time of 
rulemaking. 

In the following discussion, we 
provide an overview of the proposed 
LTCH market basket, describe the 
proposed methodologies for developing 
the operating and capital portions of the 
2017-based LTCH market basket, and 
provide information on the proposed 
price proxies. We then describe any 
comments received, responses to these 
comments, and our final policies for this 
final rule. 

2. Overview of the 2017-Based LTCH 
Market Basket 

Similar to the 2013-based LTCH 
market basket, the proposed 2017-based 
LTCH market basket is a fixed-weight, 
Laspeyres-type price index. A Laspeyres 
price index measures the change in 
price, over time, of the same mix of 
goods and services purchased in the 
base period. Any changes in the 
quantity or mix (that is, intensity) of 
goods and services purchased over time 
are not measured. The index itself is 
constructed using three steps. First, a 
base period is selected (in the proposed 
rule, we proposed to use 2017 as the 
base period) and total base period 
expenditures are estimated for a set of 
mutually exclusive and exhaustive 
spending categories, with the proportion 
of total costs that each category 
represents being calculated. These 
proportions are called ‘‘cost weights’’ or 
‘‘expenditure weights.’’ Second, each 
expenditure category is matched to an 
appropriate price or wage variable, 
referred to as a ‘‘price proxy.’’ In almost 
every instance, these price proxies are 
derived from publicly available 
statistical series that are published on a 
consistent schedule (preferably at least 
on a quarterly basis). Finally, the 
expenditure weight for each cost 
category is multiplied by the level of its 
respective price proxy. The sum of these 
products (that is, the expenditure 
weights multiplied by their price levels) 
for all cost categories yields the 
composite index level of the market 
basket in a given period. Repeating this 
step for other periods produces a series 
of market basket levels over time. 
Dividing an index level for a given 
period by an index level for an earlier 
period produces a rate of growth in the 
input price index over that timeframe. 
As previously noted, the market basket 
is described as a fixed-weight index 
because it represents the change in price 
over time of a constant mix (quantity 
and intensity) of goods and services 
needed to furnish hospital services. The 
effects on total expenditures resulting 
from changes in the mix of goods and 
services purchased subsequent to the 
base period are not measured. For 
example, a hospital hiring more nurses 
to accommodate the needs of patients 
would increase the volume of goods and 
services purchased by the hospital, but 
would not be factored into the price 
change measured by a fixed-weight 
hospital market basket. Only when the 
index is rebased would changes in the 
quantity and intensity be captured, with 
those changes being reflected in the cost 
weights. Therefore, we rebase the 
market basket periodically so that the 

cost weights reflect a recent mix of 
goods and services that hospitals 
purchase (hospital inputs) to furnish 
inpatient care. 

3. Development of the 2017-Based LTCH 
Market Basket Cost Categories and 
Weights 

We invited public comments on our 
proposed methodology, discussed in 
this section of this rule, for deriving the 
proposed 2017-based LTCH market 
basket. 

a. Use of Medicare Cost Report Data 
We proposed a 2017-based LTCH 

market basket that consists of seven 
major cost categories and a residual 
derived from the 2017 Medicare cost 
reports (CMS Form 2552–10, OMB 
Control Number 0938–0050) for LTCHs. 
The seven cost categories are Wages and 
Salaries, Employee Benefits, Contract 
Labor, Pharmaceuticals, Professional 
Liability Insurance (PLI), Home Office/ 
Related Organization Contract Labor, 
and Capital. The residual category 
reflects all remaining costs not captured 
in the seven cost categories. The 2013- 
based LTCH market basket did not use 
the Medicare cost reports to calculate 
the Home Office/Related Organization 
Contract Labor cost weight. 

Medicare cost report data include 
costs for all patients, including 
Medicare, Medicaid, and private payer. 
Because our goal is to measure cost 
shares for facilities that serve Medicare 
beneficiaries, and are reflective of case 
mix and practice patterns associated 
with providing services to Medicare 
beneficiaries in LTCHs, we proposed to 
limit our selection of Medicare cost 
reports to those from LTCHs that have 
a Medicare average length of stay (LOS) 
that is within a comparable range of 
their total facility average LOS. We 
define the Medicare average LOS based 
on data reported on the Medicare cost 
report (CMS Form 2552–10, OMB 
Control Number 0938–0050) Worksheet 
S–3, Part I, line 14. We believe that 
applying the LOS edit results in a more 
accurate reflection of the structure of 
costs for Medicare covered days as our 
proposed edit excludes those LTCHs 
that had an average total facility LOS 
that was much different than the 
average Medicare LOS. For the 2013- 
based LTCH market basket, we used the 
cost reports submitted by LTCHs with 
Medicare average LOS within 25 
percent (that is, 25 percent higher or 
lower) of the total facility average LOS 
for the hospital. Based on our analysis 
of the 2017 Medicare cost reports, for 
the proposed 2017-based LTCH market 
basket, we proposed to again use the 
cost reports submitted by LTCHs with 
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Medicare average LOS within 25 
percent (that is, 25 percent higher or 
lower) of the total facility average LOS 
for the hospital. The universe of LTCHs 
had an average Medicare LOS of 26 
days, an average total facility LOS of 31 
days, and aggregate Medicare utilization 
(as measured by Medicare inpatient 
LTCH days as a percentage of total 
facility inpatient LTCH days) of 49 
percent in 2017. Applying the proposed 
trim excludes 9 percent of LTCH 
providers and results in a subset of 
LTCH Medicare cost reports with an 
average Medicare LOS of 25 days, 
average facility LOS of 27 days, and 
aggregate Medicare utilization (based on 
days) of 58 percent. The 9 percent of 
providers that are excluded from the 
proposed 2017-based LTCH market 
basket had an average Medicare LOS of 
27 days, average facility LOS of 70 days, 
and aggregate Medicare utilization of 15 
percent. 

We proposed to use the cost reports 
for LTCHs that meet this requirement to 
calculate the costs for the seven major 
cost categories (Wages and Salaries, 
Employee Benefits, Contract Labor, 
Professional Liability Insurance, 
Pharmaceuticals, Home Office/Related 
Organization Contract Labor, and 
Capital) for the market basket. For 
comparison, the 2013-based LTCH 
market basket utilized the Bureau of 
Economic Analysis Benchmark Input- 
Output data rather than Medicare cost 
report data to derive the Home Office/ 
Related Organization Contract Labor 
cost weight. A more detailed discussion 
of this methodological change is 
provided in section VII.D.3.a.(6). of the 
preamble of this final rule. 

(1) Wages and Salaries Costs 
We proposed to derive Wages and 

Salaries costs as the sum of routine 
inpatient salaries, ancillary salaries, and 
a proportion of overhead (or general 
service cost center) salaries as reported 
on Worksheet A, column 1. Because 
overhead salary costs are attributable to 
the entire LTCH, we proposed to only 
include the proportion attributable to 
the Medicare allowable cost centers. For 
the 2017-based LTCH market basket, we 
proposed that routine and ancillary 
Wages and Salaries costs would be 
equal to salary costs as reported on 
Worksheet A, column 1, lines 30 
through 35, 50 through 76 (excluding 
52, 61, and 75), 90 through 91, and 93. 
Then, we proposed to estimate the 
proportion of overhead salaries that are 
attributed to Medicare allowable costs 
centers by multiplying the ratio of these 
routine and ancillary Wages and 
Salaries to total salaries (Worksheet A, 
column 1, line 200) times total overhead 

salaries (Worksheet A, column 1, lines 
4 through 18). A similar methodology 
was used to derive Wages and Salaries 
costs in the 2013-based LTCH market 
basket. 

(2) Employee Benefits Costs 
Similar to the 2013-based LTCH 

market basket, we proposed to calculate 
Employee Benefits costs using 
Worksheet S–3, part II data. 
Specifically, we proposed to use data 
from Worksheet S–3, part II, column 4, 
lines 17, 18, 20, and 22, to derive 
Employee Benefits costs. The 
completion of Worksheet S–3, part II is 
only required for IPPS hospitals. For 
2017, we found that approximately 20 
percent of LTCHs voluntarily reported 
these data, which has fallen from the 
roughly 35 percent that reported these 
data for 2013. Our analysis of the 
Worksheet S–3, part II data submitted 
by these LTCHs indicates that we 
continue to have a large enough sample 
to enable us to produce a reasonable 
Employee Benefits cost weight. 
Specifically, we found that when we 
recalculated the cost weight after 
weighting to reflect the characteristics of 
the universe of LTCHs (type of control 
(nonprofit, for-profit, and government) 
and by region), the recalculation did not 
have a material effect on the resulting 
cost weight. Therefore, we proposed to 
use Worksheet S–3, part II data (as was 
done for the 2013-based LTCH market 
basket) to calculate the Employee 
Benefits cost weight in the proposed 
2017-based LTCH market basket. 

We note that, effective with the 
implementation of CMS Form 2552–10, 
OMB Control Number 0938–0050, we 
began collecting Employee Benefits and 
Contract Labor data on Worksheet S–3, 
part V, which is applicable to LTCHs. 
However, approximately 17 percent of 
LTCHs reported data on Worksheet S– 
3, part V for 2017, with most of these 
providers also reporting data on 
Worksheet S–3, part II. Because a greater 
percentage of LTCHs continue to report 
data on Worksheet S–3, part II than 
Worksheet S–3, part V for 2017, we did 
not propose to use the Employee 
Benefits and Contract Labor data 
reported on Worksheet S–3, part V to 
calculate the Employee Benefits cost 
weight in the proposed 2017-based 
LTCH market basket. We continue to 
encourage all providers to report these 
data on Worksheet S–3, Part V. 

(3) Contract Labor Costs 
Contract Labor costs are primarily 

associated with direct patient care 
services. Contract Labor costs for 
services such as accounting, billing, and 
legal are estimated using other 

government data sources as described in 
this section of this final rule. 
Approximately 44 percent of LTCHs 
voluntarily reported Contract Labor 
costs on Worksheet S–3, part II, which 
was similar to the percentage obtained 
from 2013 Medicare cost reports. Only 
about 18 percent of LTCHs reported 
Contract Labor costs data on Worksheet 
S–3, part V. 

As was done for the 2013-based LTCH 
market basket, we proposed to derive 
the Contract Labor costs for the 
proposed 2017-based LTCH market 
basket using voluntarily reported data 
from Worksheet S–3, part II. Our 
analysis of these data indicates that we 
have a large enough sample to enable us 
to produce a reasonable Contract Labor 
cost weight. Specifically, we found that 
when we recalculated the cost weight 
after weighting to reflect the 
characteristics of the universe of LTCHs 
(type of control (nonprofit, for-profit, 
and government) and by region), the 
recalculation did not have a material 
effect on the resulting cost weight. 
Therefore, we proposed to use data from 
Worksheet S–3, part II, column 4, lines 
11 and 13 to calculate the Contract 
Labor cost weight in the proposed 2017- 
based LTCH market basket. 

(4) Pharmaceuticals Costs 
We proposed to calculate 

Pharmaceuticals costs using nonsalary 
costs for the pharmacy cost center (line 
15) and drugs charged to patients cost 
center (line 73). We proposed to 
estimate these costs using total 
pharmaceutical costs reported on 
Worksheet B, part I, column 0, lines 15 
and 73 and then removing a portion of 
these costs attributable to salaries. We 
proposed to estimate the proportion of 
costs for removal as Worksheet A, 
column 1, lines 15 and 73 divided by 
the sum of Worksheet A, columns 1 and 
2, lines 15 and 73. A similar 
methodology was used for the 2013- 
based LTCH market basket. 

(5) Professional Liability Insurance 
Costs 

We proposed that Professional 
Liability Insurance (PLI) costs (often 
referred to as malpractice costs) be equal 
to premiums, paid losses and self- 
insurance costs reported on Worksheet 
S–2, part I, columns 1 through 3, line 
118. A similar methodology was used 
for the 2013-based LTCH market basket. 

(6) Home Office/Related Organization 
Contract Labor Costs 

For the 2017-based LTCH market 
basket, we proposed to determine the 
Home Office/Related Organization 
Contract Labor costs using Medicare 
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cost report data. Specifically, we 
proposed to calculate the Home Office/ 
Related Organization Contract Labor 
costs using data reported on Worksheet 
S–3, part II, column 4, lines 14, 1401, 
1402, 2550, and 2551 for those LTCH 
providers reporting total salaries on 
Worksheet S–3, part II, line 1. 

The 2013-based LTCH market basket 
used the 2007 Benchmark Input-Output 
(I–O) expense data published by the 
Bureau of Economic Analysis (BEA) to 
derive these costs (81 FR 57089). A 
more detailed explanation of the general 
methodology using the BEA I–O data is 
provided in section VII.D.3.c. of the 
preamble of this final rule. We 
calculated the Home Office/Related 
Organization Contract Labor cost weight 
using expense data for North American 
Industry Classification System (NAICS) 
code 55, Management of Companies and 
Enterprises (81 FR 57098). We believe 
the proposed methodology for the 2017- 
based LTCH market basket is a technical 
improvement over the prior 
methodology because it represents more 
recent data that is representative 
compositionally and geographically of 
LTCHs. 

(7) Capital Costs 

We proposed that Capital costs be 
equal to Medicare allowable capital 
costs as reported on Worksheet B, part 
II, column 26, lines 30 through 35, 50 
through 76 (excluding 52, 61, and 75), 
90 through 91 and 93. A similar 
methodology was used for the 2013- 
based LTCH market basket. 

b. Final Major Cost Category 
Computation 

After we derive costs for the major 
cost categories for each provider using 
the Medicare cost report data as 
previously described, we proposed to 
trim the data for outliers. For each of the 
seven major cost categories, we first 
proposed to divide the calculated costs 
for the category by total Medicare 
allowable costs calculated for the 
provider to obtain cost weights for the 
universe of LTCH providers. For the 
2017-based LTCH market basket (similar 
to the 2013-based LTCH market basket), 
we proposed that total Medicare 
allowable costs would be equal to the 
total costs as reported on Worksheet B, 
part I, column 26, lines 30 through 35, 
50 through 76 (excluding 52, 61 and 75), 
90 through 91, and 93. 

For the Wages and Salaries, Employee 
Benefits, Contract Labor, 
Pharmaceuticals, Professional Liability 
Insurance, and Capital cost weights, 
after excluding cost weights that are less 
than or equal to zero, we proposed to 
then remove those providers whose 
derived cost weights fall in the top and 
bottom 5 percent of provider specific 
derived cost weights to ensure the 
exclusion of outliers. After the outliers 
have been excluded, we sum the costs 
for each category across all remaining 
providers. We proposed to divide this 
by the sum of total Medicare allowable 
costs across all remaining providers to 
obtain a cost weight for the 2017-based 
LTCH market basket for the given 
category. This trimming process is done 
for each cost weight separately. 

For the Home Office/Related 
Organization Contract Labor cost 
weight, we proposed to apply a 1- 

percent top only trimming methodology. 
This allows all providers’ Medicare 
allowable costs to be included, even if 
their Home Office/Related Organization 
Contract Labor costs were zero. We 
believe, as the Medicare cost report data 
(Worksheet S–2, part I, line 140) 
indicate, that not all LTCHs have a 
home office. LTCHs without a home 
office can incur these expenses directly 
by having their own staff, for which the 
costs would be included in the Wages 
and Salaries and Employee Benefits cost 
weights. Alternatively, LTCHs without a 
home office could also purchase related 
services from external contractors for 
which these expenses would be 
captured in the residual ‘‘All Other’’ 
cost weight. We believe this 1-percent 
top-only trimming methodology is 
appropriate as it addresses outliers 
while allowing providers with zero 
Home Office/Related Organization 
Contract Labor costs to be included in 
the Home Office/Related Organization 
Contract Labor cost weight calculation. 
If we applied both the top and bottom 
5 percent trimming methodology, we 
would exclude providers who have zero 
Home Office/Related Organization 
Contract Labor costs. 

Finally, we proposed to calculate the 
residual ‘‘All Other’’ cost weight that 
reflects all remaining costs that are not 
captured in the seven cost categories 
listed. 

We received no comments on the 
proposed methodology to derive the 
major cost weights using the Medicare 
cost reports and therefore are finalizing 
this methodology without modification. 
We refer readers to Table E1 for the 
resulting proposed and final cost 
weights for these major cost categories. 
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451 http://www.bea.gov/papers/pdf/IOmanual_
092906.pdf. 

The Wages and Salaries cost weight 
calculated from the Medicare cost 
reports for the 2017-based LTCH market 
basket is approximately 1 percentage 
point higher than the Wages and 
Salaries cost weight for the 2013-based 
LTCH market basket, while the Contract 
Labor cost weight is 1.5 percentage 
point lower. The 2017-based 
Pharmaceuticals cost weight also is 
roughly 1.5 percentage point lower than 
the cost weight for the 2013-based LTCH 
market basket. 

As we did for the 2013-based LTCH 
market basket, we proposed to allocate 
the Contract Labor cost weight to the 

Wages and Salaries and Employee 
Benefits cost weights based on their 
relative proportions under the 
assumption that Contract Labor costs are 
comprised of both Wages and Salaries 
and Employee Benefits. The Contract 
Labor allocation proportion for Wages 
and Salaries is equal to the Wages and 
Salaries cost weight as a percent of the 
sum of the Wages and Salaries cost 
weight and the Employee Benefits cost 
weight. This rounded percentage is 87 
percent. Therefore, we proposed to 
allocate 87 percent of the Contract Labor 
cost weight to the Wages and Salaries 

cost weight and 13 percent to the 
Employee Benefits cost weight. 

We received no comments on the 
proposed methodology to allocate the 
Contract Labor cost weight to the Wages 
and Salaries cost weight and Employee 
Benefits cost weight and therefore, are 
finalizing this methodology without 
modification. We refer readers to Table 
E2 that shows the proposed and final 
Wages and Salaries and Employee 
Benefits cost weights after Contract 
Labor cost weight allocation for both the 
2017-based LTCH market basket and the 
2013-based LTCH market basket. 

After the allocation of the Contract 
Labor cost weight, the 2017-based 
Wages and Salaries cost weight is 0.2 
percentage point lower and the 
Employee Benefits cost weight is 0.5 
percentage point lower, relative to the 
respective cost weights for the 2013- 
based LTCH market basket. As a result, 
in the 2017-based LTCH market basket, 
the compensation cost weight is 0.7 
percentage point lower than the 
Compensation cost weight for the 2013- 
based LTCH market basket. 

c. Derivation of the Detailed Operating 
Cost Weights 

To further divide the residual ‘‘All 
Other’’ cost weight estimated from the 
2017 Medicare cost report data into 
more detailed cost categories, we 
proposed to use the 2012 Benchmark 
I–O ‘‘Use Tables/Before Redefinitions/ 
Purchaser Value’’ for NAICS 622000, 
Hospitals, published by the Bureau of 
Economic Analysis (BEA). These data 
are publicly available at the following 
website: https://www.bea.gov/industry/ 
input-output-accounts-data. For the 
2013-based LTCH market basket, we 
used the 2007 Benchmark I–O data, the 
most recent data available at the time 
(81 FR 57089). 

The BEA Benchmark I–O data are 
scheduled for publication every 5 years 
with the most recent data available for 
2012. The 2012 Benchmark I–O data are 

derived from the 2012 Economic Census 
and are the building blocks for BEA’s 
economic accounts. Therefore, they 
represent the most comprehensive and 
complete set of data on the economic 
processes or mechanisms by which 
output is produced and distributed.451 
BEA also produces Annual I–O 
estimates. However, while based on a 
similar methodology, these estimates 
reflect less comprehensive and less 
detailed data sources and are subject to 
revision when benchmark data becomes 
available. Instead of using the less 
detailed Annual I–O data, we proposed 
to inflate the 2012 Benchmark I–O data 
forward to 2017 by applying the annual 
price changes from the respective price 
proxies to the appropriate market basket 
cost categories that are obtained from 
the 2012 Benchmark I–O data. We 
repeated this practice for each year. 
Then, we calculated the cost shares that 
each cost category represents of the 
2012 data inflated to 2017. These 
resulting 2017 cost shares were applied 
to the residual ‘‘All Other’’ cost weight 
to obtain the detailed cost weights for 
the proposed 2017-based LTCH market 
basket. For example, the cost for Food: 
Direct Purchases represents 4.9 percent 
of the sum of the residual ‘‘All Other’’ 
2012 Benchmark I–O Hospital 

Expenditures inflated to 2017. 
Therefore, the Food: Direct Purchases 
cost weight represents 4.9 percent of the 
proposed 2017-based LTCH market 
basket’s residual ‘‘All Other’’ cost 
category (28.3 percent), yielding a 
‘‘final’’ Food: Direct Purchases proposed 
cost weight of 1.4 percent in the 
proposed 2017-based LTCH market 
basket (0.049 × 28.3 percent = 1.4 
percent). 

Using this methodology, we proposed 
to derive 17 detailed LTCH market 
basket cost category weights from the 
2017-based LTCH market basket 
residual ‘‘All Other’’ cost weight (28.3 
percent). These categories are: (1) 
Electricity; (2) Fuel, Oil, and Gasoline; 
(3) Food: Direct Purchases; (4) Food: 
Contract Services; (5) Chemicals; (6) 
Medical Instruments; (7) Rubber and 
Plastics; (8) Paper and Printing 
Products; (9) Miscellaneous Products; 
(10) Professional Fees: Labor-Related; 
(11) Administrative and Facilities 
Support Services; (12) Installation, 
Maintenance, and Repair Services; (13) 
All Other Labor-Related Services; (14) 
Professional Fees: Nonlabor-Related; 
(15) Financial Services; (16) Telephone 
Services; and (17) All Other Nonlabor- 
Related Services. We note that for the 
2013-based LTCH market basket, we had 
a Water and Sewerage cost weight. For 
the 2017-based LTCH market basket, we 
proposed to include Water and 
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Sewerage costs in the Electricity cost 
weight due to the small amount of costs 
in this category. 

For the 2013-based LTCH market 
basket, we used the I–O data for NAICS 
55 Management of Companies to derive 
the Home Office/Related Organization 
Contract Labor cost weight, which were 
classified in the Professional Fees: 
Labor-related and Professional Fees: 
Nonlabor-related cost weights. As 
previously discussed, we proposed to 
use the Medicare cost report data to 
derive the Home Office/Related 
Organization Contract Labor cost 
weight, which we would further classify 
into the Professional Fees: Labor-related 
or Professional Fees: Nonlabor-related 
categories which we discuss in section 
VII.D.6. of the preamble of this final 
rule. 

We received no comments on the 
proposed methodology to derive the 
detailed operating cost weights and 
therefore are finalizing this 
methodology without modification. 

d. Derivation of the Detailed Capital 
Cost Weights 

As described in section VII.D.3.b. of 
the preamble of this final rule, we 
proposed a Capital-related cost weight 
of 9.9 percent as calculated from the 
2017 Medicare cost reports for LTCHs 
after applying the proposed trims as 
previously described. We proposed to 
then separate this total Capital-related 
cost weight into more detailed cost 
categories. Using 2017 Medicare cost 
reports, we are able to group Capital- 
related costs into the following 
categories: Depreciation, Interest, Lease, 
and Other Capital-Related costs, as 
shown in Table E3. For each of these 
categories, we proposed to determine 
what proportion of total Capital-related 
costs the category represents using the 
data reported by the LTCH on 
Worksheet A–7, which is the same 
methodology used for the 2013-based 
LTCH market basket. 

We also proposed to allocate lease 
costs across each of the remaining 
detailed Capital-related cost categories 
as was done in the 2013-based LTCH 
market basket. This would result in 
three primary Capital-related cost 
categories in the proposed 2017-based 
LTCH market basket: Depreciation, 
Interest, and Other Capital-Related 
costs. Lease costs are unique in that they 
are not broken out as a separate cost 
category in the proposed 2017-based 
LTCH market basket. Rather, we 
proposed to proportionally distribute 
these costs among the cost categories of 
Depreciation, Interest, and Other 
Capital-Related, reflecting the 

assumption that the underlying cost 
structure of leases is similar to that of 
Capital-related costs in general. As was 
done for the 2013-based LTCH market 
basket, we proposed to assume that 10 
percent of the lease costs as a proportion 
of total Capital-related costs (63.0 
percent) represents overhead and to 
assign those costs to the Other Capital- 
Related cost category accordingly. 
Therefore, we are assuming that 
approximately 6.3 percent (63.0 percent 
× 0.1) of total Capital-related costs 
represent lease costs attributable to 
overhead, and we proposed to add this 
6.3 percentage points to the 6.7 percent 
Other Capital-Related cost category 
weight. We are also proposing to 
distribute the remaining lease costs 
(56.7 percent, or 63.0 percent less 6.3 
percentage points) proportionally across 
the three cost categories (Depreciation, 
Interest, and Other Capital-Related) 
based on the proportion that these 
categories comprise of the sum of the 
Depreciation, Interest, and Other 
Capital-Related cost categories 
(excluding lease expenses). For 
example, the Other Capital-Related cost 
category represented 18.2 percent of all 
three cost categories (Depreciation, 
Interest, and Other Capital-Related) 
prior to any lease expenses being 
allocated. This 18.2 percent is applied 
to the 56.7 percent of remaining lease 
expenses so that another 10.3 
percentage points of lease expenses as a 
percent of total Capital-related costs is 
allocated to the Other Capital-Related 
cost category. Therefore, the resulting 
proposed Other Capital-Related cost 
weight is 23.3 percent (6.7 percent + 6.3 
percent + 10.3 percent). This is the same 
methodology used for the 2013-based 
LTCH market basket. The proposed 
allocation of these lease expenses are 
shown in Table E3. 

Finally, we proposed to further divide 
the Depreciation and Interest cost 
categories. We proposed to separate 
Depreciation cost category into the 
following two categories: (1) Building 
and Fixed Equipment and (2) Movable 
Equipment. We also proposed to 
separate the Interest cost category into 
the following two categories: (1) 
Government/Nonprofit; and (2) For 
profit. 

To disaggregate the Depreciation cost 
weight, we needed to determine the 
percent of total depreciation costs for 
LTCHs (after the allocation of lease 
costs) that are attributable to Building 
and Fixed equipment, which we 
hereafter refer to as the ‘‘fixed 
percentage.’’ We proposed to use 
depreciation and lease data from 

Worksheet A–7 of the 2017 Medicare 
cost reports, which is the same 
methodology used for the 2013-based 
LTCH market basket. Based on the 2017 
LTCH Medicare cost report data, we 
have determined that depreciation costs 
for building and fixed equipment 
account for 44 percent of total 
depreciation costs, while depreciation 
costs for movable equipment account for 
56 percent of total depreciation costs. 
As previously mentioned, we proposed 
to allocate lease expenses among the 
Depreciation, Interest, and Other 
Capital-Related cost categories. We 
determined that leasing building and 
fixed equipment expenses account for 
88 percent of total leasing expenses, 
while leasing movable equipment 
expenses account for 12 percent of total 
leasing expenses. We proposed to sum 
the depreciation and leasing expenses 
for building and fixed equipment, as 
well as sum the depreciation and 
leasing expenses for movable 
equipment. This results in the proposed 
Building and Fixed Equipment 
Depreciation cost weight (after leasing 
costs are included) representing 76 
percent of total depreciation costs and 
the Movable Equipment Depreciation 
cost weight (after leasing costs are 
included) representing 24 percent of 
total depreciation costs. 

To disaggregate the Interest cost 
weight, we determine the percent of 
total interest costs for LTCHs that are 
attributable to government and 
nonprofit facilities, which we hereafter 
refer to as the ‘‘nonprofit percentage,’’ 
because price pressures associated with 
these types of interest costs tend to 
differ from those for for-profit facilities. 
We proposed to use interest costs data 
from Worksheet A–7 of the 2017 
Medicare cost reports for LTCHs, which 
is the same methodology used for the 
2013-based LTCH market basket. The 
nonprofit percentage determined using 
this method is 21 percent. 

We received no comments on the 
proposed methodology to derive the 
detailed capital cost weights and 
therefore are finalizing this 
methodology without modification. 
Table E3 provides the proposed and 
final detailed capital cost shares 
obtained from the Medicare cost reports. 
Ultimately, these detailed capital cost 
shares are applied to the total Capital- 
related cost weight determined in 
section VII.D.3.b. of the preamble of this 
final rule to separate the total Capital- 
related cost weight of 9.9 percent into 
more detailed cost categories and 
weights. 
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e. 2017-Based LTCH Market Basket Cost 
Categories and Weights 

Table E4 shows the cost categories 
and weights for the proposed and final 

2017-based LTCH market basket 
compared to the 2013-based LTCH 
market basket. 
BILLING CODE 4120–01–P 

VerDate Sep<11>2014 22:38 Sep 17, 2020 Jkt 250001 PO 00000 Frm 00485 Fmt 4701 Sfmt 4700 E:\FR\FM\18SER2.SGM 18SER2 E
R

18
S

E
20

.2
29

<
/G

P
H

>

jb
el

l o
n 

D
S

K
JL

S
W

7X
2P

R
O

D
 w

ith
 R

U
LE

S
2



58916 Federal Register / Vol. 85, No. 182 / Friday, September 18, 2020 / Rules and Regulations 

BILLING CODE 4120–01–C 

4. Selection of Price Proxies 

After developing the proposed cost 
weights for the 2017-based LTCH 
market basket, we selected the most 
appropriate wage and price proxies 
currently available to represent the rate 

of price change for each expenditure 
category. For the majority of the cost 
weights, we base the price proxies on 
U.S. Bureau of Labor Statistics (BLS) 
data and group them into one of the 
following BLS categories: 

• Employment Cost Indexes. 
Employment Cost Indexes (ECIs) 

measure the rate of change in 
employment wage rates and employer 
costs for employee benefits per hour 
worked. These indexes are fixed-weight 
indexes and strictly measure the change 
in wage rates and employee benefits per 
hour. ECIs are superior to Average 
Hourly Earnings (AHE) as price proxies 
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for input price indexes because they are 
not affected by shifts in occupation or 
industry mix, and because they measure 
pure price change and are available by 
both occupational group and by 
industry. The industry ECIs are based 
on the NAICS and the occupational ECIs 
are based on the Standard Occupational 
Classification System (SOC). 

• Producer Price Indexes. Producer 
Price Indexes (PPIs) measure the average 
change over time in the selling prices 
received by domestic producers for their 
output. The prices included in the PPI 
are from the first commercial 
transaction for many products and some 
services (https://www.bls.gov/ppi/). 

• Consumer Price Indexes. Consumer 
Price Indexes (CPIs) measure the 
average change over time in the prices 
paid by urban consumers for a market 
basket of consumer goods and services 
(https://www.bls.gov/cpi/). CPIs are only 
used when the purchases are similar to 
those of retail consumers rather than 
purchases at the producer level, or if no 
appropriate PPIs are available. 

We evaluate the price proxies using 
the criteria of reliability, timeliness, 
availability, and relevance: 

• Reliability. Reliability indicates that 
the index is based on valid statistical 
methods and has low sampling 
variability. Widely accepted statistical 
methods ensure that the data were 
collected and aggregated in a way that 
can be replicated. Low sampling 
variability is desirable because it 
indicates that the sample reflects the 
typical members of the population. 
(Sampling variability is variation that 
occurs by chance because only a sample 
was surveyed rather than the entire 
population.) 

• Timeliness. Timeliness implies that 
the proxy is published regularly, 
preferably at least once a quarter. The 
market baskets are updated quarterly, 
and therefore, it is important for the 
underlying price proxies to be up-to- 
date, reflecting the most recent data 
available. We believe that using proxies 
that are published regularly (at least 
quarterly, whenever possible) helps to 
ensure that we are using the most recent 
data available to update the market 
basket. We strive to use publications 
that are disseminated frequently, 
because we believe that this is an 
optimal way to stay abreast of the most 
current data available. 

• Availability. Availability means that 
the proxy is publicly available. We 
prefer that our proxies are publicly 
available because this will help ensure 
that our market basket updates are as 
transparent to the public as possible. In 
addition, this enables the public to be 

able to obtain the price proxy data on 
a regular basis. 

• Relevance. Relevance means that 
the proxy is applicable and 
representative of the cost category 
weight to which it is applied. 

We believe that the CPIs, PPIs, and 
ECIs that we have selected meet these 
criteria. Therefore, we believe that they 
continue to be the best measure of price 
changes for the cost categories to which 
they would be applied. 

Table E7 lists all price proxies that we 
proposed to use for the 2017-based 
LTCH market basket. In this section of 
this rule is a detailed explanation of the 
price proxies we proposed for each cost 
category weight. 

a. Price Proxies for the Operating 
Portion of the 2017-Based LTCH Market 
Basket 

(1) Wages and Salaries 
We proposed to continue to use the 

ECI for Wages and Salaries for All 
Civilian workers in Hospitals (BLS 
series code CIU1026220000000I) to 
measure the wage rate growth of this 
cost category. This is the same price 
proxy used in the 2013-based LTCH 
market basket (81 FR 57092). 

(2) Employee Benefits 
We proposed to continue to use the 

ECI for Total Benefits for All Civilian 
workers in Hospitals to measure price 
growth of this category. This ECI is 
calculated using the ECI for Total 
Compensation for All Civilian workers 
in Hospitals (BLS series code 
CIU1016220000000I) and the relative 
importance of wages and salaries within 
total compensation. This is the same 
price proxy used in the 2013-based 
LTCH market basket (81 FR 57092). 

(3) Electricity 
We proposed to continue to use the 

PPI Commodity Index for Commercial 
Electric Power (BLS series code 
WPU0542) to measure the price growth 
of this cost category. This is the same 
price proxy used in the 2013-based 
LTCH market basket (81 FR 57092). 

(4) Fuel, Oil, and Gasoline 
Similar to the 2013-based LTCH 

market basket, for the 2017-based LTCH 
market basket, we proposed to use a 
blend of the PPI Industry for Petroleum 
Refineries and the PPI Commodity for 
Natural Gas. Our analysis of the Bureau 
of Economic Analysis’ 2012 Benchmark 
I–O data (use table before redefinitions, 
purchaser’s value for NAICS 622000 
[Hospitals]), shows that Petroleum 
Refineries expenses account for 
approximately 90 percent and Natural 
Gas expenses account for approximately 

10 percent of Hospitals’ (NAICS 622000) 
total Fuel, Oil, and Gasoline expenses. 
Therefore, we proposed to use a blend 
of 90 percent of the PPI Industry for 
Petroleum Refineries (BLS series code 
PCU324110324110) and 10 percent of 
the PPI Commodity Index for Natural 
Gas (BLS series code WPU0531) as the 
price proxy for this cost category. The 
2013-based LTCH market basket used a 
70/30 blend of these price proxies, 
reflecting the 2007 I–O data (81 FR 
57092). We believe that these two price 
proxies continue to be the most 
technically appropriate indices 
available to measure the price growth of 
the Fuel, Oil, and Gasoline cost category 
in the 2017-based LTCH market basket. 

(5) Professional Liability Insurance 

We proposed to continue to use the 
CMS Hospital Professional Liability 
Index as the price proxy for PLI costs in 
the proposed 2017-based LTCH market 
basket. To generate this index, we 
collect commercial insurance medical 
liability premiums for a fixed level of 
coverage while holding non-price 
factors constant (such as a change in the 
level of coverage). This is the same 
proxy used in the 2013-based LTCH 
market basket (81 FR 57092). 

(6) Pharmaceuticals 

We proposed to continue to use the 
PPI Commodity for Pharmaceuticals for 
Human Use, Prescription (BLS series 
code WPUSI07003) to measure the price 
growth of this cost category. This is the 
same proxy used in the 2013-based 
LTCH market basket (81 FR 57092). 

(7) Food: Direct Purchases 

We proposed to continue to use the 
PPI Commodity for Processed Foods and 
Feeds (BLS series code WPU02) to 
measure the price growth of this cost 
category. This is the same price proxy 
used in the 2013-based LTCH market 
basket (81 FR 57092). 

(8) Food: Contract Purchases 

We proposed to continue to use the 
CPI for Food Away From Home (BLS 
series code CUUR0000SEFV) to measure 
the price growth of this cost category. 
This is the same proxy used in the 2013- 
based LTCH market basket (81 FR 
57092). 

(9) Chemicals 

Similar to the 2013-based LTCH 
market basket, we proposed to use a 
four-part blended PPI as the proxy for 
the chemical cost category in the 2017- 
based LTCH market basket. The 
proposed blend is composed of the PPI 
Industry for Industrial Gas 
Manufacturing, Primary Products (BLS 
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series code PCU325120325120P), the 
PPI Industry for Other Basic Inorganic 
Chemical Manufacturing (BLS series 
code PCU32518–32518–), the PPI 
Industry for Other Basic Organic 
Chemical Manufacturing (BLS series 
code PCU32519–32519–), and the PPI 
Industry for Other Miscellaneous 
Chemical Product Manufacturing (BLS 
series code PCU325998325998). We 
note that the four part blended PPI used 
in the 2013-based LTCH market basket 
is composed of the PPI Industry for 
Industrial Gas Manufacturing (BLS 
series code PCU325120325120P), the 
PPI Industry for Other Basic Inorganic 
Chemical Manufacturing (BLS series 
code PCU32518–32518–), the PPI 
Industry for Other Basic Organic 
Chemical Manufacturing (BLS series 
code PCU32519–32519–), and the PPI 

Industry for Soap and Cleaning 
Compound Manufacturing (BLS series 
code PCU32561–32561–). For the 2017- 
based LTCH market basket, we proposed 
to derive the weights for the PPIs using 
the 2012 Benchmark I–O data. The 
2013-based LTCH market basket used 
the 2007 Benchmark I–O data to derive 
the weights for the four PPIs (81 FR 
57092). 

We note that in the 2012 I–O data, the 
share of total chemicals expenses that 
the Soap and Cleaning Compound 
Manufacturing (NAICS 325610) 
represents decreased relative to the 2007 
I–O data (from 5 percent to 2 percent), 
while the share of the total chemicals 
expenses that the All Other Chemical 
Product and Preparation manufacturing 
(NAICS 3259A0) categories represents 
increased (from 5 percent to 7 percent). 

As a result, we proposed to remove the 
PPI Industry for Soap and Cleaning 
Compound Manufacturing from the 
proposed blend for the 2017-based 
LTCH market basket and replace it with 
the PPI Industry for Other 
Miscellaneous Chemical Product 
Manufacturing. 

We did not receive comments on the 
proposed methodology to derive the 
blended Chemicals price proxy using 
the 2012 Benchmark I–O and therefore 
are finalizing this methodology without 
modification. Table E5 shows the 
weights for each of the four PPIs used 
to create the proposed and final blended 
Chemical proxy for the 2017-based 
LTCH market basket compared to the 
2013-based blended Chemical proxy. 

(10) Medical Instruments 

We proposed to continue to use a 
blend of two PPIs for the Medical 
Instruments cost category. The 2012 
Benchmark I–O data shows an 
approximate 57/43 split between 
Surgical and Medical Instruments and 
Medical and Surgical Appliances and 
Supplies for this cost category. 
Therefore, we proposed a blend 
composed of 57 percent of the 
commodity-based PPI Commodity for 
Surgical and Medical Instruments (BLS 
series code WPU1562) and 43 percent of 
the PPI Commodity for Medical and 
Surgical Appliances and Supplies (BLS 
series code WPU1563). The 2013-based 
LTCH market basket used a 50/50 blend 
of these PPIs based on the 2007 
Benchmark I–O data (81 FR 57093). 

(11) Rubber and Plastics 

We proposed to continue to use the 
PPI Commodity for Rubber and Plastic 
Products (BLS series code WPU07) to 
measure price growth of this cost 
category. This is the same proxy used in 
the 2013-based LTCH market basket (81 
FR 57093). 

(12) Paper and Printing Products 

We proposed to continue to use the 
PPI Commodity for Converted Paper and 
Paperboard Products (BLS series code 
WPU0915) to measure the price growth 
of this cost category. This is the same 
proxy used in the 2013-based LTCH 
market basket (81 FR 57093). 

(13) Miscellaneous Products 

We proposed to continue to use the 
PPI Commodity for Finished Goods Less 
Food and Energy (BLS series code 
WPUFD4131) to measure the price 
growth of this cost category. This is the 
same proxy used in the 2013-based 
LTCH market basket (81 FR 57093). 

(14) Professional Fees: Labor-Related 

We proposed to continue to use the 
ECI for Total Compensation for Private 
Industry workers in Professional and 
Related (BLS series code 
CIU2010000120000I) to measure the 
price growth of this category. This is the 
same proxy used in the 2013-based 
LTCH market basket (81 FR 57093). 

(15) Administrative and Facilities 
Support Services 

We proposed to continue to use the 
ECI for Total Compensation for Private 
Industry workers in Office and 
Administrative Support (BLS series 
code CIU2010000220000I) to measure 
the price growth of this category. This 
is the same proxy used in the 2013- 
based LTCH market basket (81 FR 
57093). 

(16) Installation, Maintenance, and 
Repair Services 

We proposed to continue to use the 
ECI for Total Compensation for All 
Civilian workers in Installation, 
Maintenance, and Repair (BLS series 
code CIU1010000430000I) to measure 
the price growth of this cost category. 
This is the same proxy used in the 2013- 
based LTCH market basket (81 FR 
57093). 

(17) All Other: Labor-Related Services 

We proposed to continue to use the 
ECI for Total Compensation for Private 
Industry workers in Service 
Occupations (BLS series code 
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CIU2010000300000I) to measure the 
price growth of this cost category. This 
is the same proxy used in the 2013- 
based LTCH market basket (81 FR 
57093). 

(18) Professional Fees: Nonlabor-Related 

We proposed to continue to use the 
ECI for Total Compensation for Private 
Industry workers in Professional and 
Related (BLS series code 
CIU2010000120000I) to measure the 
price growth of this category. This is the 
same proxy used in the 2013-based 
LTCH market basket (81 FR 57093). 

(19) Financial Services 

We proposed to continue to use the 
ECI for Total Compensation for Private 
Industry workers in Financial Activities 
(BLS series code CIU201520A000000I) 
to measure the price growth of this cost 
category. This is the same proxy used in 
the 2013-based LTCH market basket (81 
FR 57093). 

(20) Telephone Services 

We proposed to continue to use the 
CPI for Telephone Services (BLS series 
code CUUR0000SEED) to measure the 
price growth of this cost category. This 
is the same proxy used in the 2013- 
based LTCH market basket (81 FR 
57093). 

(21) All Other: Nonlabor-Related 
Services 

We proposed to continue to use the 
CPI for All Items Less Food and Energy 
(BLS series code CUUR0000SA0L1E) to 
measure the price growth of this cost 
category. This is the same proxy used in 
the 2013-based LTCH market basket (81 
FR 57093). 

We received no comments on the 
proposed price proxies for the operating 
portion of the 2017-based LTCH market 
basket and therefore are finalizing the 
use of these price proxies without 
modification. 

b. Price Proxies for the Capital Portion 
of the Proposed 2017-Based LTCH 
Market Basket 

(1) Capital Price Proxies Prior to Vintage 
Weighting 

We proposed to continue to use the 
same price proxies for the capital- 
related cost categories as were applied 
in the 2013-based LTCH market basket, 
which are provided in Table E7 and 
described in this section of this rule. 
Specifically, we proposed to proxy: 

• Depreciation: Building and Fixed 
Equipment cost category by BEA’s 
Chained Price Index for Nonresidential 
Construction for Hospitals and Special 
Care Facilities (BEA Table 5.4.4. Price 

Indexes for Private Fixed Investment in 
Structures by Type). 

• Depreciation: Movable Equipment 
cost category by the PPI Commodity for 
Machinery and Equipment (BLS series 
code WPU11). 

• Nonprofit Interest cost category by 
the average yield on domestic municipal 
bonds (Bond Buyer 20-bond index). 

• For-profit Interest cost category by 
the average yield on Moody’s Aaa bonds 
(Federal Reserve). 

• Other Capital-Related cost category 
by the CPI–U for Rent of Primary 
Residence (BLS series code 
CUUS0000SEHA). 

We believe these are the most 
appropriate proxies for LTCH capital- 
related costs that meet our selection 
criteria of relevance, timeliness, 
availability, and reliability. We are also 
proposing to continue to vintage weight 
the capital price proxies for 
Depreciation and Interest in order to 
capture the long-term consumption of 
capital. This vintage weighting method 
is similar to the method used for the 
2013-based LTCH market basket and is 
described in section VII.D.4.b.(2). of the 
preamble of this final rule. 

We received no comments on the 
proposed price proxies for the capital 
portion of the 2017-based LTCH market 
basket and therefore are finalizing the 
use of these price proxies without 
modification. 

(2) Vintage Weights for Price Proxies 
Because capital is acquired and paid 

for over time, capital-related expenses 
in any given year are determined by 
both past and present purchases of 
physical and financial capital. The 
vintage-weighted capital-related portion 
of the proposed 2017-based LTCH 
market basket is intended to capture the 
long-term consumption of capital, using 
vintage weights for depreciation 
(physical capital) and interest (financial 
capital). These vintage weights reflect 
the proportion of capital-related 
purchases attributable to each year of 
the expected life of building and fixed 
equipment, movable equipment, and 
interest. We proposed to use vintage 
weights to compute vintage-weighted 
price changes associated with 
depreciation and interest expenses. 

Capital-related costs are inherently 
complicated and are determined by 
complex capital-related purchasing 
decisions, over time, based on such 
factors as interest rates and debt 
financing. In addition, capital is 
depreciated over time instead of being 
consumed in the same period it is 
purchased. By accounting for the 
vintage nature of capital, we are able to 
provide an accurate and stable annual 

measure of price changes. Annual 
nonvintage price changes for capital are 
unstable due to the volatility of interest 
rate changes and, therefore, do not 
reflect the actual annual price changes 
for LTCH capital-related costs. The 
capital-related component of the 
proposed 2017-based LTCH market 
basket reflects the underlying stability 
of the capital-related acquisition 
process. 

The methodology used to calculate 
the vintage weights for the proposed 
2017-based LTCH market basket is the 
same as that used for the 2013-based 
LTCH market basket with the only 
difference being the inclusion of more 
recent data. To calculate the vintage 
weights for depreciation and interest 
expenses, we first need a time series of 
capital-related purchases for building 
and fixed equipment and movable 
equipment. We found no single source 
that provides an appropriate time series 
of capital-related purchases by hospitals 
for all of the previously mentioned 
components of capital purchases. The 
early Medicare cost reports did not have 
sufficient capital-related data to meet 
this need. Data we obtained from the 
American Hospital Association (AHA) 
do not include annual capital-related 
purchases. However, the AHA does 
provide a consistent database of total 
expenses back to 1963. Consequently, 
we proposed to use data from the AHA 
Panel Survey and the AHA Annual 
Survey to obtain a time series of total 
expenses for hospitals. We proposed to 
use data from the AHA Panel Survey 
supplemented with the ratio of 
depreciation to total hospital expenses 
obtained from the Medicare cost reports 
to derive a trend of annual depreciation 
expenses for 1963 through 2017. We 
proposed to separate these depreciation 
expenses into annual amounts of 
building and fixed equipment 
depreciation and movable equipment 
depreciation as previously determined. 
From these annual depreciation 
amounts we derive annual end-of-year 
book values for building and fixed 
equipment and movable equipment 
using the expected life for each type of 
asset category. While data are not 
available that are specific to LTCHs, we 
believe this information for all hospitals 
serves as a reasonable proxy for the 
pattern of depreciation for LTCHs. 

To continue to calculate the vintage 
weights for depreciation and interest 
expenses, we also needed to account for 
the expected lives for building and fixed 
equipment, movable equipment, and 
interest for the proposed 2017-based 
LTCH market basket. We proposed to 
calculate the expected lives using 
Medicare cost report data for LTCHs. 
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The expected life of any asset can be 
determined by dividing the value of the 
asset (excluding fully depreciated 
assets) by its current year depreciation 
amount. This calculation yields the 
estimated expected life of an asset if the 
rates of depreciation were to continue at 
current year levels, assuming straight- 
line depreciation. Using this proposed 
method, we determined the average 
expected life of building and fixed 
equipment to be equal to 18 years, and 
the average expected life of movable 
equipment to be equal to 9 years. For 
the expected life of interest, we believe 
that vintage weights for interest should 
represent the average expected life of 
building and fixed equipment because, 
based on previous research described in 
the FY 1997 IPPS final rule (61 FR 
46198), the expected life of hospital 
debt instruments and the expected life 
of buildings and fixed equipment are 
similar. We note that for the 2013-based 
LTCH-specific market basket, we 
derived an expected average life of 
building and fixed equipment of 18 
years and an expected average life of 
movable equipment of 8 years (81 FR 
57094). 

Multiplying these expected lives by 
the annual depreciation amounts results 
in annual year-end asset costs for 
building and fixed equipment and 
movable equipment. Then we calculated 

a time series, beginning in 1964, of 
annual capital purchases by subtracting 
the previous year’s asset costs from the 
current year’s asset costs. 

For the building and fixed equipment 
and movable equipment vintage 
weights, we proposed to use the real 
annual capital-related purchase 
amounts for each asset type to capture 
the actual amount of the physical 
acquisition, net of the effect of price 
inflation. These real annual capital- 
related purchase amounts are produced 
by deflating the nominal annual 
purchase amount by the associated price 
proxy as previously provided. For the 
interest vintage weights, we proposed to 
use the total nominal annual capital- 
related purchase amounts to capture the 
value of the debt instrument (including, 
but not limited to, mortgages and 
bonds). Using these capital-related 
purchase time series specific to each 
asset type, we proposed to calculate the 
vintage weights for building and fixed 
equipment, for movable equipment, and 
for interest. 

The vintage weights for each asset 
type are deemed to represent the 
average purchase pattern of the asset 
over its expected life (in the case of 
building and fixed equipment and 
interest, 18 years, and in the case of 
movable equipment, 9 years). For each 
asset type, we used the time series of 

annual capital-related purchase 
amounts available from 2017 back to 
1964. These data allow us to derive 
thirty-seven 18-year periods of capital- 
related purchases for building and fixed 
equipment and interest, and forty-six 9- 
year periods of capital-related purchases 
for movable equipment. For each 18- 
year period for building and fixed 
equipment and interest, or 9-year period 
for movable equipment, we proposed to 
calculate annual vintage weights by 
dividing the capital-related purchase 
amount in any given year by the total 
amount of purchases over the entire 18- 
year or 9-year period. This calculation is 
done for each year in the 18-year or 9- 
year period and for each of the periods 
for which we have data. Then we 
proposed to calculate the average 
vintage weight for a given year of the 
expected life by taking the average of 
these vintage weights across the 
multiple periods of data. 

We received no comments on the 
proposed methodology to derive the 
vintage weights for the 2017-based 
LTCH market basket and therefore are 
finalizing these vintage weights without 
modification. 

The vintage weights for the capital- 
related portion of the proposed and final 
2017-based LTCH market basket and the 
2013-based LTCH market basket are 
presented in Table E6. 
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The process of creating vintage- 
weighted price proxies requires 
applying the vintage weights to the 
price proxy index where the last applied 
vintage weight in Table E6 is applied to 
the most recent data point. We have 
provided on the CMS website an 
example of how the vintage weighting 
price proxies are calculated, using 
example vintage weights and example 

price indices. The example can be found 
at the following link: http://
www.cms.gov/Research-Statistics-Data- 
and-Systems/Statistics-Trends-and- 
Reports/MedicareProgramRatesStats/ 
MarketBasketResearch.html in the zip 
file titled ‘‘Weight Calculations as 
described in the FY 2010 IPPS proposed 
rule.’’ 

c. Summary of Price Proxies of the 
Proposed 2017-Based LTCH Market 
Basket 

Table E7 shows both the operating 
and capital price proxies for the 
proposed and final 2017-based LTCH 
market basket. 
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5. FY 2021 Market Basket Update for 
LTCHs 

For FY 2021 (that is, October 1, 2020 
through September 30, 2021), we 
proposed to use an estimate of the 
proposed 2017-based LTCH market 
basket to update payments to LTCHs 
based on the best available data. 
Consistent with historical practice, we 
estimated the LTCH market basket 
update for the LTCH PPS based on IHS 
Global, Inc.’s (IGI’s) forecast using the 
most recent available data. IGI is a 
nationally recognized economic and 
financial forecasting firm with which 
we contract to forecast the components 
of the market baskets and multifactor 
productivity (MFP). 

Based on IGI’s fourth quarter 2019 
forecast with history through the third 
quarter of 2019, the projected market 
basket update for FY 2021 is 2.9 
percent. Therefore, consistent with our 
historical practice of estimating market 
basket updates based on the best 
available data, we proposed a market 
basket update of 2.9 percent for FY 
2021. Furthermore, because the 
proposed FY 2021 annual update is 

based on the most recent market basket 
estimate for the 12-month period 
(currently 2.9 percent), we also 
proposed that if more recent data 
became subsequently available (for 
example, a more recent estimate of the 
market basket update), we would use 
such data, if appropriate, to determine 
the FY 2021 annual update in the final 
rule. (The proposed annual update to 
the LTCH PPS standard payment rate for 
FY 2021 is discussed in greater detail in 
section V.A.2. of the Addendum to the 
proposed rule.) 

Based on the more recent data 
available for this FY 2021 IPPS/LTCH 
final rule (that is, IGI’s second quarter 
2020 forecast of the 2017-based LTCH 
market basket with historical data 
through the first quarter of 2020), we 
estimate that the FY 2021 market basket 
update is 2.3 percent. We note that the 
fourth quarter 2019 forecast was 
developed prior to the economic 
impacts of the Coronavirus disease 2019 
(COVID–19) pandemic. This lower 
update (2.3 percent) for FY 2021 relative 
to the proposed rule (3.0 percent) is 
primarily driven by slower anticipated 
compensation growth for both health- 

related and other occupations as labor 
markets are expected to be significantly 
impacted during the recession that 
started in February 2020 and throughout 
the anticipated recovery. 

Using the current 2013-based LTCH 
market basket and IGI’s second quarter 
2020 forecast for the market basket 
components, the FY 2021 market basket 
update would be 2.4 percent (before 
taking into account any statutory 
adjustment). Therefore, the update 
based on the 2017-based LTCH market 
basket is currently 0.1 percentage point 
lower. This lower update is primarily 
due to the lower Pharmaceuticals cost 
weight in the 2017-based market basket 
(6.2 percent) compared to the 2013- 
based LTCH market basket (7.6 percent). 
This is partially offset by the higher cost 
weights associated with All Other 
Services (such as Professional Fees and 
Installation, Maintenance, and Repair 
Services) for the 2017-based LTCH 
market basket relative to the 2013-based 
LTCH market basket. Table E8 compares 
the 2017-based LTCH market basket and 
the 2013-based LTCH market basket 
percent changes. 

Over the time period covering FY 
2016 through FY 2019, the average 
growth rate of the 2017-based LTCH 
market basket is roughly 0.1 percentage 
point lower than the 2013-based LTCH 
market basket. The lower growth rate is 
primarily a result of the lower 

Pharmaceuticals cost weight in the 
2017-based market basket compared to 
the 2013-based LTCH market basket. 
Historically, the price growth of 
pharmaceutical costs has exceeded the 
price growth rates for most of the other 
market basket cost categories. Therefore, 

a lower Pharmaceuticals cost weight 
would, all else equal, result in a lower 
market basket update. As previously 
stated, the Pharmaceuticals cost weights 
for the 2017-based LTCH market basket 
and the 2013-based LTCH market basket 
are based on the 2017 and 2013 
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Medicare cost report data for LTCHs, 
respectively. 

6. FY 2021 Labor-Related Share 
As discussed in section V.B. of the 

Addendum to this final rule, under the 
authority of section 123 of the BBRA as 
amended by section 307(b) of the BIPA, 
we established an adjustment to the 
LTCH PPS payments to account for 
differences in LTCH area wage levels 
(§ 412.525(c)). The labor-related portion 
of the LTCH PPS standard Federal 
payment rate, hereafter referred to as the 
labor-related share, is adjusted to 
account for geographic differences in 
area wage levels by applying the 
applicable LTCH PPS wage index. The 
labor-related share is determined by 
identifying the national average 
proportion of total costs that are related 
to, influenced by, or vary with the local 
labor market. As discussed in more 
detail in this section of this rule and 
similar to the 2013-based LTCH market 
basket, we classify a cost category as 
labor-related and include it in the labor- 
related share if the cost category is 
defined as being labor-intensive and its 
cost varies with the local labor market. 
As stated in the FY 2020 IPPS/LTCH 
PPS final rule (84 FR 42642), the labor- 
related share for FY 2020 was defined 
as the sum of the FY 2020 relative 
importance of Wages and Salaries; 
Employee Benefits; Professional Fees: 
Labor-Related Services; Administrative 
and Facilities Support Services; 
Installation, Maintenance, and Repair 
Services; All Other: Labor-related 
Services; and a portion of the Capital- 
Related Costs from the 2013-based 
LTCH market basket. 

We propose to continue to classify a 
cost category as labor-related if the costs 
are labor-intensive and vary with the 
local labor market. Given this, based on 
our definition of the labor-related share 
and the cost categories in the proposed 
2017-based LTCH market basket, we 
proposed to include in the labor-related 
share for FY 2021 the sum of the FY 
2021 relative importance of Wages and 
Salaries; Employee Benefits; 
Professional Fees: Labor-Related; 
Administrative and Facilities Support 
Services; Installation, Maintenance, and 
Repair Services; All Other: Labor-related 
Services; and a portion of the Capital- 
Related cost weight from the proposed 
2017-based LTCH market basket. 

Similar to the 2013-based LTCH 
market basket, the proposed 2017-based 
LTCH market basket includes two cost 
categories for nonmedical Professional 
fees (including but not limited to, 
expenses for legal, accounting, and 
engineering services). These are 
Professional Fees: Labor-related and 

Professional Fees: Nonlabor-related. For 
the proposed 2017-based LTCH market 
basket, we proposed to estimate the 
labor-related percentage of non-medical 
professional fees (and assign these 
expenses to the Professional Fees: 
Labor-related services cost category) 
based on the same method that was 
used to determine the labor-related 
percentage of professional fees in the 
2013-based LTCH market basket. 

As was done for the 2013-based LTCH 
market basket, we proposed to 
determine the proportion of legal, 
accounting and auditing, engineering, 
and management consulting services 
that meet our definition of labor-related 
services based on a survey of hospitals 
conducted by CMS in 2008. We notified 
the public of our intent to conduct this 
survey on December 9, 2005 (70 FR 
73250) and did not receive any public 
comments in response to the notice (71 
FR 8588). A discussion of the 
composition of the survey and post- 
stratification can be found in the FY 
2010 IPPS/LTCH PPS final rule (74 FR 
43850 through 43856). Based on the 
weighted results of the survey, we 
determined that hospitals purchase, on 
average, the following portions of 
contracted professional services outside 
of their local labor market: 

• 34 percent of accounting and 
auditing services. 

• 30 percent of engineering services. 
• 33 percent of legal services. 
• 42 percent of management 

consulting services. 
For the proposed 2017-based LTCH 

market basket, we proposed to apply 
each of these percentages to the 
respective 2012 Benchmark I–O cost 
category underlying the professional 
fees cost category to determine the 
Professional Fees: Nonlabor-related 
costs. The Professional Fees: Labor- 
related costs were determined to be the 
difference between the total costs for 
each Benchmark I–O category and the 
Professional Fees: Nonlabor-related 
costs. This is the same methodology that 
we used to separate the 2013-based 
LTCH market basket professional fees 
category into Professional Fees: Labor- 
related and Professional Fees: Nonlabor- 
related cost categories. 

In the proposed 2017-based LTCH 
market basket, nonmedical professional 
fees that were subject to allocation 
based on these survey results represent 
approximately 5.6 percent of total costs 
(and are limited to those fees related to 
Accounting & Auditing, Legal, 
Engineering, and Management 
Consulting services). Based on our 
survey results, we proposed to 
apportion approximately 3.6 percentage 
points of the 5.6 percentage point figure 

into the Professional Fees: Labor-related 
share cost category and designate the 
remaining approximately 2.0 percentage 
points into the Professional Fees: 
Nonlabor-related cost category. 

In addition to the professional 
services as previously listed, for the 
2017-based LTCH market basket, we 
proposed to allocate a proportion of the 
Home Office/Related Organization 
Contract Labor cost weight, calculated 
using the Medicare cost reports as 
previously stated, into the Professional 
Fees: Labor-related and Professional 
Fees: Nonlabor-related cost categories. 
We proposed to classify these expenses 
as labor-related and nonlabor-related as 
many facilities are not located in the 
same geographic area as their home 
office and, therefore, do not meet our 
definition for the labor-related share 
that requires the services to be 
purchased in the local labor market. 

Similar to the 2013-based LTCH 
market basket, we proposed for the 
2017-based LTCH market basket to use 
the Medicare cost reports for LTCHs to 
determine the home office labor-related 
percentages. The Medicare cost report 
requires a hospital to report information 
regarding their home office provider. 
Using information on the Medicare cost 
report, we compared the location of the 
LTCH with the location of the LTCH’s 
home office. We proposed to classify a 
LTCH with a home office located in 
their respective labor market if the 
LTCH and its home office are located in 
the same Metropolitan Statistical Area 
(MSA). Then we determine the 
proportion of the Home Office/Related 
Organization Contract Labor cost weight 
that should be allocated to the labor- 
related share based on the percent of 
total Home Office/Related Organization 
Contract Labor costs for those LTCHs 
that had home offices located in their 
respective local labor markets of total 
Home Office/Related Organization 
Contract Labor costs for LTCHs with a 
home office. We determined a LTCH’s 
and its home office’s MSA using their 
zip code information from the Medicare 
cost report. Using this methodology, we 
determined that 4 percent of LTCHs’ 
Home Office/Related Organization 
Contract Labor costs were for home 
offices located in their respective local 
labor markets. Therefore, we proposed 
to allocate 4 percent of the Home Office/ 
Related Organization Contract Labor 
cost weight (0.1 percentage point = 1.9 
percent × 4 percent) to the Professional 
Fees: Labor-related cost weight and 96 
percent of the Home Office/Related 
Organization Contract Labor cost weight 
to the Professional Fees: Nonlabor- 
related cost weight (1.8 percentage 
points = 1.9 percent × 96 percent). For 
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the 2013-based LTCH market basket, we 
used a similar methodology but we 
relied on provider counts rather than 
Home Office/Related Organization 
Contract Labor costs to determine the 
labor-related percentage. 

In summary, based on the two 
allocations mentioned earlier, we 
proposed to apportion 3.7 percentage 
points of the professional fees and 
Home Office/Related Organization 
Contract Labor cost weights into the 
Professional Fees: Labor-Related cost 
category. This amount was added to the 
portion of professional fees that we 
already identified as labor-related using 
the I–O data such as contracted 
advertising and marketing costs 
(approximately 0.8 percentage point of 
total costs) resulting in a Professional 
Fees: Labor-Related cost weight of 4.5 
percent. 

We received no comments on our 
proposed methodology to derive the 
Professional Fees: Labor-Related cost 
weight and therefore are finalizing this 
methodology without modification. 

As previously stated, we proposed to 
include in the labor-related share the 
sum of the relative importance of Wages 
and Salaries; Employee Benefits; 
Professional Fees: Labor-Related; 
Administrative and Facilities Support 
Services; Installation, Maintenance, and 
Repair Services; All Other: Labor-related 
Services; and a portion of the Capital- 
Related cost weight from the proposed 
2017-based LTCH market basket. The 
relative importance reflects the different 
rates of price change for these cost 
categories between the base year (2017) 
and FY 2021. Based on IGI’s fourth 
quarter 2019 forecast of the proposed 

2017-based LTCH market basket, the 
sum of the FY 2021 relative importance 
for Wages and Salaries, Employee 
Benefits, Professional Fees: Labor- 
related, Administrative and Facilities 
Support Services, Installation 
Maintenance & Repair Services, and All 
Other: Labor-related Services is 63.6 
percent. The portion of Capital costs 
that is influenced by the local labor 
market is estimated to be 46 percent, 
which is the same percentage applied to 
the 2013-based LTCH market basket. 
Since the relative importance for Capital 
is 9.5 percent of the proposed 2017- 
based LTCH market basket in FY 2021, 
we took 46 percent of 9.5 percent to 
determine the proposed labor-related 
share of Capital for FY 2021 of 4.4 
percent. Therefore, we proposed a total 
labor-related share for FY 2021 of 68.0 
percent (the sum of 63.6 percent for the 
operating cost and 4.4 percent for the 
labor-related share of Capital). 

Based on IGI’s second quarter 2020 
forecast of the 2017-based LTCH market 
basket, the sum of the FY 2021 relative 
importance for Wages and Salaries, 
Employee Benefits, Professional Fees: 
Labor-related, Administrative and 
Facilities Support Services, Installation 
Maintenance & Repair Services, and All 
Other: Labor-related Services is 63.7 
percent. The portion of Capital costs 
that is influenced by the local labor 
market is estimated to be 46 percent, 
which is the same percentage applied to 
the 2013-based LTCH market basket. 
Since the relative importance for Capital 
is 9.5 percent of the 2017-based LTCH 
market basket in FY 2021, we took 46 
percent of 9.5 percent to determine the 
labor-related share of Capital for FY 

2021 of 4.4 percent. Therefore, using 
more recent data, the total labor-related 
share for FY 2021 is 68.1 percent (the 
sum of 63.7 percent for the operating 
cost and 4.4 percent for the labor-related 
share of Capital). 

We received several comments on the 
proposed FY 2021 labor-related share. 

Comment: A few commenters 
opposed the proposed increase to the 
labor-related share for FY 2021. One 
commenter stated that the data does not 
support this increase and that it will 
result in reduced reimbursements for 
facilities with an area wage index below 
1.0. One commenter requested that CMS 
reconsider putting this adjustment off 
for a year to allow LTCHs the 
opportunity to manage through the 
challenging COVID pandemic. 

Response: We proposed our detailed 
methodology for deriving the 2017- 
based LTCH market basket cost weights, 
which are primarily based on Medicare 
cost reports submitted by LTCHs. We 
believe the rebasing and revising of the 
LTCH market basket is a technical 
improvement as it reflects a more recent 
cost structure for LTCHs as well as 
current price pressures. Likewise, we 
believe the calculation of the labor- 
related share should also reflect this 
technical improvement by being based 
on more recent data. 

After consideration of public 
comments, we are finalizing a FY 2021 
labor-related share of 68.1 percent. 

Table E9 shows the FY 2021 labor- 
related share using the 2017-based 
LTCH market basket relative importance 
and the FY 2020 labor-related share 
using the 2013-based LTCH market 
basket. 
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The total difference between the FY 
2021 labor-related share using the 2017- 
based LTCH market basket and the FY 
2020 labor-related share using the 2013- 
based LTCH market basket is 1.8 
percentage points (68.1 percent and 66.3 
percent, respectively). This difference is 
attributable to: (1) Revision to the base 
year cost weights (0.8 percentage point); 
(2) revision to starting point of 
calculation of relative importance (base 
year) from 2013 to 2017 (0.6 percentage 
point); and (3) using an updated IGI 
forecast and reflecting an additional 
year of inflation (0.4 percentage point). 
The 0.8-percentage point difference in 
the base year cost weights is primarily 
due to the incorporation of the 2012 
I–O data which shows an increase in the 
Professional Fees: Labor-Related 
services. 

We note that the use of the Medicare 
cost report to derive the Home Office/ 
Related Organization Contract Labor 
cost weight has ¥0.1 percentage point 
impact, meaning if we were to use the 
I–O data to derive the Home Office/ 
Related Organization Contract Labor 
cost weight, the labor-related share 
would be 0.1 percentage point higher. 
The impact of using the Medicare cost 
report data to calculate the Home 
Office/Related Organization Contract 
Labor cost weight is minimal because if 
we were to instead use the I–O data to 
derive this weight, it would also 
increase the residual ‘‘All Other’’ cost 
weight from 28.3 percent (using the 
Medicare cost report data to calculate 

the Home Office/Related Organization 
Contract Labor cost weight) to 30.2 
percent (using the I–O data to calculate 
the Home Office/Related Organization 
Contract labor cost weight). The higher 
residual ‘‘All Other’’ cost weight then 
leads to relatively higher cost weight for 
Administrative and Facilities Support 
Services which is also reflected in the 
labor-related share. 

VIII. Quality Data Reporting 
Requirements for Specific Providers 
and Suppliers 

In section VIII. of the preamble of the 
FY 2021 IPPS/LTCH PPS proposed rule 
(85 FR 32830 through 32852), we 
discussed the following Medicare 
quality reporting systems: 

• In section VIII.A., the Hospital IQR 
Program; 

• In section VIII.B., the PCHQR 
Program; and 

• In section VIII.C., the LTCH QRP. 
In addition, in section VIII.D. of the 

preamble of that proposed rule (85 FR 
32852 through 32858), we proposed 
changes to the Medicare and Medicaid 
Promoting Interoperability Programs 
(previously known as the Medicare and 
Medicaid EHR Incentive Programs) for 
eligible hospitals and critical access 
hospitals (CAHs). 

A. Hospital Inpatient Quality Reporting 
(IQR) Program 

1. Background and History of the 
Hospital IQR Program 

The Hospital IQR Program strives to 
put patients first by ensuring they are 
empowered to make decisions about 
their own healthcare along with their 
clinicians using information from data- 
driven insights that are increasingly 
aligned with meaningful quality 
measures. We support technology that 
reduces burden and allows clinicians to 
focus on providing high quality 
healthcare for their patients. We also 
support innovative approaches to 
improve quality, accessibility, and 
affordability of care, while paying 
particular attention to improving 
clinicians’ and beneficiaries’ 
experiences when interacting with CMS 
programs. In combination with other 
efforts across the Department of Health 
and Human Services, we believe the 
Hospital IQR Program incentivizes 
hospitals to improve healthcare quality 
and value, while giving patients the 
tools and information needed to make 
the best decisions for themselves. 

We seek to promote higher quality 
and more efficient healthcare for 
Medicare beneficiaries. This effort is 
supported by the adoption of widely- 
agreed upon quality and cost measures. 
We have worked with relevant 
stakeholders to define measures in 
almost every care setting and currently 
measure some aspect of care for almost 
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all Medicare beneficiaries. These 
measures assess clinical processes, 
patient safety and adverse events, 
patient experiences with care, care 
coordination, and clinical outcomes, as 
well as cost of care. We have 
implemented quality measure reporting 
programs for multiple settings of care. 
To measure the quality of hospital 
inpatient services, we implemented the 
Hospital IQR Program, previously 
referred to as the Reporting Hospital 
Quality Data for Annual Payment 
Update (RHQDAPU) Program. We refer 
readers to the FY 2010 IPPS/LTCH PPS 
final rule (74 FR 43860 through 43861) 
and the FY 2011 IPPS/LTCH PPS final 
rule (75 FR 50180 through 50181) for 
detailed discussions of the history of the 
Hospital IQR Program, including the 
statutory history, and to the FY 2015 
IPPS/LTCH PPS final rule (79 FR 50217 
through 50249), the FY 2016 IPPS/LTCH 
PPS final rule (80 FR 49660 through 
49692), the FY 2017 IPPS/LTCH PPS 
final rule (81 FR 57148 through 57150), 
the FY 2018 IPPS/LTCH PPS final rule 
(82 FR 38326 through 38328 and 82 FR 
38348), the FY 2019 IPPS/LTCH PPS 
final rule (83 FR 41538 through 41609), 
and the FY 2020 IPPS/LTCH PPS final 
rule (84 FR 42448 through 42509) for 

the measures we have previously 
adopted for the Hospital IQR Program 
measure set for the FY 2022 payment 
determination and subsequent years. We 
also refer readers to 42 CFR 412.140 for 
Hospital IQR Program regulations. 

2. Retention of Previously Adopted 
Hospital IQR Program Measures for 
Subsequent Payment Determinations 

We refer readers to the FY 2013 IPPS/ 
LTCH PPS final rule (77 FR 53512 
through 53513) for our finalized 
measure retention policy. In the FY 
2021 IPPS/LTCH PPS proposed rule (85 
FR 32830), we did not propose any 
changes to this policy. 

3. Removal Factors for Hospital IQR 
Program Measures 

We refer readers to the FY 2019 IPPS/ 
LTCH PPS final rule (83 FR 41540 
through 41544) for a summary of the 
Hospital IQR Program’s removal factors. 

In the FY 2021 IPPS/LTCH PPS 
proposed rule (85 FR 32830), we did not 
propose any changes to our policies 
regarding measure removal. 

4. Considerations in Expanding and 
Updating Quality Measures 

We refer readers to the FY 2013 IPPS/ 
LTCH PPS final rule (77 FR 53510 

through 53512) for a discussion of the 
previous considerations we have used to 
expand and update quality measures 
under the Hospital IQR Program. We 
also refer readers to the FY 2019 IPPS/ 
LTCH PPS final rule (83 FR 41147 
through 41148), in which we describe 
the Meaningful Measures Initiative, our 
objectives under this framework for 
quality measurement, and the quality 
topics that we have identified as high 
impact measurement areas that are 
relevant and meaningful to both patients 
and providers. In the FY 2021 IPPS/ 
LTCH PPS proposed rule (85 FR 32830), 
we did not propose any changes to these 
policies. 

5. New Measures for the Hospital IQR 
Program Measure Set 

In the FY 2021 IPPS/LTCH PPS 
proposed rule (85 FR 32830), we did not 
propose to adopt any new measures. 

6. Summary of Previously Finalized 
Hospital IQR Program Measures for the 
FY 2022 Payment Determination 

This table summarizes the previously 
finalized Hospital IQR Program 
Measures for the FY 2022 Payment 
Determiniation: 
BILLING CODE 4120–01–P 
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7. Summary of Previously Finalized 
Hospital IQR Program Measures for the 
FY 2023 Payment Determination 

This table summarizes previously 
finalized Hospital IQR Program measure 

set for the FY 2023 Payment 
Determination: 

8. Summary of Previously Finalized 
Hospital IQR Program Measures for the 
FY 2024 Payment Determination and 
Subsequent Years 

This tables summarizes the previously 
finalized Hospital IQR Program measure 

set for the FY 2024 Payment 
Determination and Subsequent Years 
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452 On March 27, 2020, CMS granted certain 
reporting requirement exceptions and extensions 
for subsection (d) hospitals under the Hospital IQR 
Program. CMS, ‘‘Exceptions and Extensions for 
Quality Reporting Requirements for Acute Care 
Hospitals, PPS-Exempt Cancer Hospitals, Inpatient 
Psychiatric Facilities, Skilled Nursing Facilities, 
Home Health Agencies, Hospices, Inpatient 
Rehabilitation Facilities, Long-Term Care Hospitals, 
Ambulatory Surgical Centers, Renal Dialysis 
Facilities, and MIPS Eligible Clinicians Affected by 
COVID–19’’ (Mar. 27, 2020) https://www.cms.gov/ 
files/document/guidance-memo-exceptions-and- 
extensions-quality-reporting-and-value-based- 
purchasing-programs.pdf. Submitting such data is 
therefore not required under the Hospital IQR 
Program and a hospital that does not submit 
excepted data will not experience a reduction in 
APU on that basis. 

BILLING CODE 4120–01–C 

9. Form, Manner, and Timing of Quality 
Data Submission 

a. Background 

Sections 1886(b)(3)(B)(viii)(I) and 
(b)(3)(B)(viii)(II) of the Act state that the 
applicable percentage increase for FY 
2015 and each subsequent year shall be 
reduced by one quarter- of such 
applicable percentage increase 
(determined without regard to sections 
1886(b)(3)(B)(ix), (xi), or (xii) of the Act) 
for any subsection (d) hospital that does 
not submit data required to be 
submitted on measures specified by the 
Secretary in a form and manner, and at 
a time, specified by the Secretary. In 
order to successfully participate in the 
Hospital IQR Program, hospitals must 
meet specific procedural, data 
collection, submission, and validation 

requirements.452 Previously, the 
applicable percentage increase for FY 
2007 and each subsequent fiscal year 
until FY 2015 was reduced by 2.0 
percentage points for subsection (d) 
hospitals failing to submit data in 

accordance with the previously 
discussed description. In accordance 
with the statute, the FY 2021 payment 
determination will begin the seventh 
year that the Hospital IQR Program will 
reduce the applicable percentage 
increase by one-quarter of such 
applicable percentage increase. 

b. Maintenance of Technical 
Specifications for Quality Measures 

For each Hospital IQR Program 
payment determination, we require that 
hospitals submit data on each specified 
measure in accordance with the 
measure’s specifications for a particular 
period of time. We refer readers to the 
FY 2019 IPPS/LTCH PPS final rule (83 
FR 41538) in which we summarized 
how the Hospital IQR Program 
maintains the technical measure 
specifications for quality measures and 
the subregulatory process for 
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incorporation of nonsubstantive updates 
to the measure specifications to ensure 
that measures remain up-to-date. We 
did not propose any changes to these 
policies. 

The data submission requirements, 
Specifications Manual, and submission 
deadlines are posted on the QualityNet 
website at: http://www.QualityNet.org/ 
(and any other successor CMS- 
designated websites). The technical 
specifications used for electronic 
clinical quality measures (eCQMs) are 
contained in the CMS Annual Update 
for the Hospital Quality Reporting 
Programs (Annual Update). We 
generally update the measure 
specifications on an annual basis 
through the Annual Update, which 
includes code updates, logic 
corrections, alignment with current 
clinical guidelines, and additional 
guidance for hospitals and electronic 
health record (EHR) vendors to use in 
order to collect and submit data on 
eCQMs from hospital EHRs. For 
example, for the CY 2020 reporting 
period/FY 2022 payment determination, 
hospitals submitted eCQM data using 
the May 2019 Annual Update and any 
applicable addenda. The Annual Update 
and implementation guidance 
documents are available on the 
Electronic Clinical Quality 
Improvement (eCQI) Resource Center 
website at: https://ecqi.healthit.gov/. 
Hospitals must register and submit 
quality data through the QualityNet 
Secure Portal (also referred to as the 
Hospital Quality Reporting (HQR) 
System). There are safeguards in place 
in accordance with the HIPAA Privacy 
and Security Rules to protect patient 
information submitted through this 
website. See 45 CFR parts 160 and 164, 
subparts A, C, and E. 

c. Procedural Requirements 
The Hospital IQR Program’s 

procedural requirements are codified in 
regulation at 42 CFR 412.140. We refer 
readers to these codified regulations for 
participation requirements, as further 
explained by the FY 2014 IPPS/LTCH 
PPS final rule (78 FR 50810 through 
50811) and the FY 2017 IPPS/LTCH PPS 
final rule (81 FR 57168). We did not 
propose any changes to these procedural 
requirements. 

d. Data Submission Requirements for 
Chart-Abstracted Measures 

We refer readers to the FY 2012 IPPS/ 
LTCH PPS final rule (76 FR 51640 
through 51641), the FY 2013 IPPS/LTCH 
PPS final rule (77 FR 53536 through 
53537), and the FY 2014 IPPS/LTCH 
PPS final rule (78 FR 50811) for details 
on the Hospital IQR Program data 

submission requirements for chart- 
abstracted measures. We did not 
propose any changes to the data 
submission requirements for chart- 
abstracted measures. 

e. Reporting and Submission 
Requirements for eCQMs 

(1) Background 

For a discussion of our previously 
finalized reporting and submission 
requirements for eCQMs, we refer 
readers to the FY 2014 IPPS/LTCH PPS 
final rule (78 FR 50807 through 50810; 
50811 through 50819), the FY 2015 
IPPS/LTCH PPS final rule (79 FR 50241 
through 50253; 50256 through 50259; 
and 50273 through 50276), the FY 2016 
IPPS/LTCH PPS final rule (80 FR 49692 
through 49698; and 49704 through 
49709), the FY 2017 IPPS/LTCH PPS 
final rule (81 FR 57150 through 57161; 
and 57169 through 57172), the FY 2018 
IPPS/LTCH PPS final rule (82 FR 38355 
through 38361; 38386 through 38394; 
38474 through 38485; and 38487 
through 38493), the FY 2019 IPPS/LTCH 
PPS final rule (83 FR 41567 through 
41575; 83 FR 41602 through 41607), and 
the FY 2020 IPPS/LTCH PPS final rule 
(84 FR 42501 through 42506). Current 
reporting and submission requirements 
were established in the FY 2018 IPPS/ 
LTCH PPS final rule. In that final rule 
(82 FR 38368 through 38361), we 
finalized eCQM reporting and 
submission requirements such that 
hospitals were required to report only 
one, self-selected calendar quarter of 
data for four self-selected eCQMs for the 
CY 2018 reporting period/FY 2020 
payment determination. Those reporting 
requirements were extended to the CY 
2019 reporting period/FY 2021 payment 
determination in the FY 2019 IPPS/ 
LTCH PPS final rule (83 FR 41603 
through 41604), as well as to the CY 
2020 reporting period/FY 2022 payment 
determination and the CY 2021 
reporting period/FY 2023 payment 
determination in the FY 2020 IPPS/ 
LTCH PPS final rule (84 FR 42501 
through 42503). 

In the FY 2020 IPPS/LTCH PPS final 
rule (84 FR 42503 through 42505), we 
also finalized that for the CY 2022 
reporting period/FY 2024 payment 
determination, hospitals would be 
required to report one, self-selected 
calendar quarter of data for: (a) Three 
self-selected eCQMs, and (b) the Safe 
Use of Opioids—Concurrent Prescribing 
eCQM (Safe Use eCQM), for a total of 
four eCQMs. 

In the FY 2021 IPPS/LTCH PPS 
proposed rule, we proposed to 
progressively increase, over a 3-year 
period, the number of quarters for 

which hospitals are required to report 
eCQM data, from the current 
requirement of one self-selected quarter 
of data to four quarters of data. We 
believe that increasing the number of 
quarters for which hospitals are 
required to report eCQM data will 
produce more comprehensive and 
reliable quality measure data for 
patients and providers. Increasing the 
number of reported quarters has several 
benefits. Primarily, a single quarter of 
data is not enough to capture trends in 
performance over time. Evaluating 
multiple quarters of data would provide 
a more reliable and accurate picture of 
overall performance. Further, reporting 
multiple quarters of data would provide 
hospitals with a more continuous 
information stream to monitor their 
levels of performance. Ongoing, timely 
data analysis can better identify a 
change in performance that may 
necessitate investigation and potentially 
corrective action. 

The current policy requiring more 
limited reporting was established due to 
stakeholder feedback about challenges 
in reporting data, and to give hospitals 
more time to gain experience with 
reporting (including upgrading systems 
and training to support eCQM reporting) 
(82 FR 78355 through 78361). That 
policy, as well as the changes we 
proposed, are consistent with our stated 
goal to create a gradual shift to more 
robust eCQM reporting (82 FR 38356). 
Taking an incremental approach over a 
3-year period would give hospitals and 
their vendors time to plan in advance 
and build upon and utilize investments 
already made in their EHR 
infrastructures. We refer readers to 
section XI.B.7. of the preamble of this 
final rule for a discussion of the 
increased collection of information 
burden associated with this provision. 
We also refer readers to section 
VIII.D.6.b of the preamble of this final 
rule for similar provisions under the 
Promoting Interoperability Program. 

(2) Reporting and Submission 
Requirements for eCQMs for the CY 
2021 Reporting Period/FY 2023 
Payment Determination 

In the FY 2021 IPPS/LTCH PPS 
proposed rule, for the CY 2021 reporting 
period/FY 2023 payment determination, 
we proposed to increase the amount of 
data required while keeping the number 
of eCQMs required the same. 
Specifically, in the proposed rule, we 
proposed that hospitals report two self- 
selected calendar quarters of data for 
each of the four self-selected eCQMs for 
the CY 2021 reporting period/FY 2023 
payment determination (85 FR 32837). 
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(3) Reporting and Submission 
Requirements for eCQMs for the CY 
2022 Reporting Period/FY 2024 
Payment Determination 

In the FY 2021 IPPS/LTCH PPS 
proposed rule, for the CY 2022 reporting 
period/FY 2024 payment determination, 
we proposed to increase the amount of 
data required while keeping the number 
and type of eCQMs required the same. 
Specifically, in the proposed rule, we 
proposed to require that hospitals report 
three self-selected calendar quarters of 
data for the CY 2022 reporting period/ 
FY 2024 payment determination for 
each required eCQM: (a) Three self- 
selected eCQMs; and (b) the Safe Use of 
Opioids eCQM (85 FR 32837). 

(4) Reporting and Submission 
Requirements for eCQMs for the CY 
2023 Reporting Period/FY 2025 
Payment Determination and Subsequent 
Years 

In the FY 2021 IPPS/LTCH PPS 
proposed rule, for the CY 2023 reporting 
period/FY 2025 payment determination 
and beyond, we proposed to further 
increase the amount of data required 
while keeping the number and type of 
eCQMs required the same. Specifically, 
in the proposed rule, we proposed to 
require that hospitals report four 
calendar quarters of data beginning with 
the CY 2023 reporting period/FY 2025 
payment determination and for 
subsequent years for each required 
eCQM: (a) Three self-selected eCQMs; 
and (b) the Safe Use of Opioids eCQM 
(85 FR 32837). 

Due to the duplicative nature of 
comments received on the proposals to 
progressively increase, over a 3-year 
period, the number of quarters for 
which hospitals are required to report 
eCQM data, from the current 
requirement of one self-selected quarter 
of data to four quarters of data, we are 
responding to all comments received on 
the proposals in section VII.A.9.e.4. of 
this final rule below. 

In addition, the 21st Century Cures 
Act final rule that appeared in the May 
1, 2020 Federal Register (85 FR 25642 
through 25961) finalized a number of 
updates to the 2015 Edition of health IT 
certification criteria (‘‘2015 Edition 
Cures Update’’). We also refer readers to 
the CY 2021 Payment Policies Under the 
Physician Fee Schedule Proposed Rule 
published August 17, 2020, where we 
proposed to expand flexibility under the 
Hospital IQR Program to allow hospitals 
to use either: (1) Technology certified to 
the 2015 Edition criteria for CEHRT as 
was previously finalized for reporting 
eCQMs in the FY 2019 IPPS/LTCH PPS 
final rule (83 FR 41537 through 41608) 

and for reporting hybrid measures in the 
FY 2020 IPPS/LTCH PPS final rule (84 
FR 42507), or (2) technology certified to 
the 2015 Edition Cures Update 
standards as finalized in the 21st 
Century Cures Act final rule (85 FR 
25642 through 25961) and sought public 
comment on our proposal (85 FR 
50271). 

Comment: Many commenters 
supported our proposal to increase the 
number of quarters for which hospitals 
are required to report eCQM data. Some 
commenters specifically appreciated 
CMS’s plan to phase in the requirement 
over 3 years because they believe a 
progressive increase will give hospitals 
and their vendors sufficient time to 
implement the proposal without being 
overly burdensome. Other commenters 
stated the proposal will improve the 
accuracy and reliability of data, provide 
a more accurate picture of overall 
hospital performance, increase hospital 
accountability, and reduce the 
likelihood that hospitals will report 
only their top-performing quarter. 
Commenters also stated the proposal 
would enable hospitals and other 
stakeholders to successfully monitor 
performance trends, particularly 
through the CMS Hospital Compare site, 
or successor websites, and enhance 
patient outcomes. 

Response: We thank the commenters 
for their support. 

Comment: A few commenters 
recommended that we phase in the 
increased requirements at a faster rate, 
such as over a 2-year period instead of 
a 3-year period. 

Response: We thank the commenters 
for their recommendations. We 
considered a faster implementation 
timeline in developing our proposal, but 
ultimately determined to propose to 
progressively increase the number of 
required quarters of eCQM data over a 
3-year period in order to continue to 
give hospitals and their vendors time to 
plan in advance and build upon and 
utilize investments already made in 
their EHR infrastructure (85 FR 32837). 
We believe this approach effectively 
balances the burdens associated with 
increased reporting of eCQM data and 
the benefits of providing that quality 
data to patients and consumers. 

Comment: Many commenters did not 
support the proposal to require 
additional quarters of eCQM data in 
light of the impact of the COVID–19 
public health emergency (PHE) on 
hospitals and requested that eCQM 
reporting and submission requirements 
for the CY 2021 reporting period/FY 
2023 payment determination remain at 
one self-selected calendar quarter of 
data for each of the four self-selected 

eCQMs. Commenters noted that the 
COVID–19 PHE has shifted focus away 
from normal operations, increased 
burden, and strained hospital resources, 
particularly impacting staffing and 
technology. A few commenters 
indicated that the COVID–19 PHE has 
limited hospitals’ ability to make the IT 
investments needed to report additional 
quarters of data. Commenters stated that 
internal resources have been reallocated 
or reassigned, that current IT 
investments are focused on caring for 
COVID–19 patients via telehealth, and 
that hospitals are already experiencing 
burdens or costs associated with 
implementing additional regulations on 
information blocking and 
interoperability. In addition, 
commenters stated that hospitals are 
complying with numerous federal and 
state data reporting requirements related 
to COVID–19 lab testing, patient 
volumes, and bed capacity, which are 
constantly evolving. The commenters 
stated that, while the duration of the 
COVID–19 PHE remains uncertain, 
hospitals expect to be operating in this 
challenging environment well into CY 
2021. Given these challenges, 
commenters requested that reporting 
and submission requirements for the CY 
2021 reporting period/FY 2023 payment 
determination remain at one self- 
selected calendar quarter of data so that 
hospitals may choose the fourth quarter, 
providing time for EHR upgrades. A few 
commenters expressed concern that the 
proposal could cause hospitals to lose 
their entire annual payment update (1⁄4 
for the IQR, and 3⁄4 for the Promoting 
Interoperability Program) for failing to 
meet an eCQM mandate that their EHR 
vendors cannot deliver due to the 
pandemic and other competing federal 
EHR-related mandates. Another 
commenter stated that the COVID–19 
PHE’s impact on hospital volumes may 
render data less reliable. A commenter 
suggested that CMS continue to monitor 
the COVID–19 PHE and the extent to 
which hospitals have recovered to 
inform the exact timeframe to begin 
increasing eCQM reporting 
requirements. 

Response: We thank the commenters 
for their comments and recognize the 
burden that the COVID–19 PHE has had 
on the healthcare system. In response to 
the significant impact of the COVID–19 
PHE on hospitals, we issued an array of 
temporary regulatory waivers and 
exceptions affecting a wide cross- 
section of Medicare participation, 
eligibility, and payment requirements, 
in an effort to reduce burden, provide 
flexibility to hospitals, and help 
hospitals maximize their capacity to 
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453 See https://www.cms.gov/about-cms/ 
emergency-preparedness-response-operations/ 
current-emergencies/coronavirus-waivers. 

454 See https://www.cms.gov/files/document/ 
guidance-memo-exceptions-and-extensions-quality- 
reporting-and-value-based-purchasing- 
programs.pdf. 

focus on patient care.453 These waivers 
and exceptions reduce hospital 
paperwork burden and reporting 
requirements, increase flexibility for 
surge capacity and patient quarantine, 
allow providers to expand access to 
telehealth, and enable hospitals to 
enhance their workforces, among other 
benefits. In relation to the Hospital IQR 
Program, we issued a nationwide 
extraordinary circumstances exception 
(ECE) that excepted certain data 
reporting requirements and extended 
numerous deadlines.454 Additionally, 
under the Hospital IQR Program ECE 
Policy, hospitals may request an 
exception if they are unable to fulfill 
program requirements due to 
extraordinary circumstances not within 
their control. We refer readers to eCQM 
ECE resources on QualityNet and 42 
CFR 412.140(c)(2) for more information. 

As noted previously, our current 
policy for eCQM reporting requires 
hospitals to report only one, self- 
selected calendar quarter of data for four 
self-selected eCQMs for the CY 2020 
reporting period/FY 2022 payment 
determination. Calendar year 2021 will 
be the fifth year that hospitals have 
submitted eCQM data, and current 
reporting and submission requirements 
were established in the FY 2018 IPPS/ 
LTCH PPS final rule. In that final rule 
(82 FR 38361), we finalized a policy that 
eCQM reporting would be required for 
one self-selected quarter of data for 4 
self-selected eCQMs, rather than 
finalizing our proposal to require 
reporting on the first three calendar 
quarters of data for 6 eCQMs in the FY 
2018 proposed rule (82 FR 20050 
through20051) or continuing our 
previously finalized policy to require 
hospitals to submit one full calendar 
year of data for 8 eCQMs (81 FR 57152). 
We made this change due to stakeholder 
concerns about the challenges 
associated with collecting and reporting 
eCQM data (82 FR 38355 through 
38361). We believed it was important to 
give stakeholders more time to build 
and refine their EHR systems and gain 
experience reporting eCQMs (82 FR 
38356). At that time, we stated our 
intention to gradually transition toward 
more robust eCQM reporting (82 FR 
38356), and we reiterated that intention 
in a subsequent final rule (84 FR 42502). 

As stated in the FY 2021 IPPS/LTCH 
PPS proposed rule (85 FR 32836), we 
believe that increasing the number of 

quarters for which hospitals are 
required to report eCQM data will 
produce more comprehensive quality 
measure data for patients and providers 
and that submitting and evaluating 
multiple quarters of data would provide 
a more reliable and accurate picture of 
hospital performance. 

Internal review of Hospital IQR 
Program eCQM submissions data 
revealed that approximately 97 percent 
of eligible hospitals successfully 
submitted one quarter of eCQM data for 
four self-selected eCQMs for CY 2018 
(84 FR 42458). We believe that hospitals 
have had adequate time to prepare for 
providing two quarters of data, 
especially given that hospitals may 
select to report the third and fourth 
quarters of CY 2021, allowing them to 
use the first half of CY 2021 to continue 
to prepare. After holding eCQM 
reporting and submission policies 
constant for a number of years in order 
to give hospitals and their vendors 
additional time to improve eCQM 
reporting capabilities, and stating our 
intention to transition to more robust 
reporting, we believe that it is time to 
increase the level of reporting in order 
to capture additional quarters of data. 
As we noted in the proposed rule, we 
believe that a single quarter of data is 
not enough to capture trends in 
performance over time. Our goal in 
proposing to progressively increase the 
number of quarters of data to be 
collected over 3 years was to strike an 
appropriate balance between increasing 
eCQM reporting and providing hospitals 
with the necessary time to implement 
such changes. 

If hospitals are concerned that their 
annual payment update may be 
impacted because vendors will be 
unable to meet the regulatory 
requirements related to the reporting of 
electronic clinical quality measures, we 
emphasize that hospitals may be eligible 
for an ECE under the IQR program as 
described above and further below. 

Comment: A commenter did not 
support the proposal to increase the 
number of self-selected quarters of 
eCQM data that hospitals must submit 
for the CY 2021 reporting period/FY 
2023 payment determination. The 
commenter noted that given the 
unknown future of the impact of the 
COVID–19 PHE, any increase of eCQM 
submissions in CY 2021 could have a 
significant detrimental impact on small, 
rural hospitals, particularly because 
many of these hospitals do not find the 
current eCQMs to be meaningful to their 
quality improvement. The commenter 
stated that because mandatory reporting 
on the Safe Use of Opioid—Concurrent 
Prescribing eCQM begins in CY 2021, it 

would be beneficial to evaluate the 
usefulness and challenges of extracting 
this data after one quarter rather than 
requiring two quarters. The commenter 
also recommended that CMS enhance 
their eCQM data submission tools so 
that testing of submission files is 
available sooner and hospitals can 
resolve issues prior to the start of the 
reporting period. 

Response: We wish to note to the 
commenter that, as previously finalized, 
for the CY 2021 reporting period/FY 
2023 payment determination, hospitals 
will continue to report on four self- 
selected eCQMs and that reporting on 
the Safe Use of Opioids—Concurrent 
Prescribing eCQM (Safe Use eCQM) will 
not be required until the CY 2022 
reporting period/FY 2024 payment 
determination (84 FR 42503 through 
42505). The Safe Use eCQM will be 
included in the eCQM subset, beginning 
with the CY 2021 reporting period/FY 
2023 payment determination (84 FR 
42459) and under our proposal, a 
hospital may voluntarily select to report 
on the Safe Use eCQM on two quarters 
of data at that time. 

With respect to the usefulness and 
challenges of extracting this data after 
one quarter rather than requiring two 
quarters, we believe that our proposal 
further advances our goal of 
incrementally increasing the use of EHR 
data for quality measurement and 
improvement and is responsive to the 
feedback of some stakeholders urging a 
faster transition to full electronic 
reporting (84 FR 42503). In fact, past 
stakeholder feedback has included the 
concern that rural hospitals specifically 
have trouble meeting the minimum 
reporting threshold when the 
measurement period is one quarter (84 
FR 42502). We also believe that 
reporting of the Safe Use eCQM will 
provide valuable information on the 
area of high-risk prescribing to 
providers, and further our efforts to 
combat the negative impacts of the 
opioid crisis. Further, regarding the 
challenges of data extraction, the Safe 
Use eCQM was developed with 
implementation feasibility and ease in 
mind. Testing showed that 96 percent of 
the data elements required to calculate 
the performance rate are: (1) Collected 
during routine care; (2) extractable from 
structured fields in the electronic health 
systems of test sites; and (3) likely to be 
accurate. (84 FR 42454). 

The meaningfulness of eCQMs to 
small, rural hospitals, rural health and 
healthcare remains one of our priorities. 
In 2016, we established an agency-wide 
Rural Health Council and in 2017 we 
launched the Meaningful Measures 
Initiative and included Improving 
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455 Measures Application Partnership, ‘‘A Core 
Set of Rural-Relevant Measures and Measuring and 
Improving Access to Care: 2018 Recommendations 
from the MAP Rural Health Workgroup’’ (Aug. 31, 
2018), available at https://www.qualityforum.org/ 
Publications/2018/08/MAP_Rural_Health_Final_
Report_-_2018.aspx. 

Access for Rural Communities as an 
initiative. Additionally, in 2017, we 
tasked the National Quality Forum 
(NQF) to establish a Measure 
Applications Partnership (MAP) Rural 
Health Workgroup to identify a core set 
of the best available rural-relevant 
measures to address the needs of the 
rural population and provide 
recommendations from a rural 
perspective regarding measuring and 
improving access to care.455 When 
selecting eCQMs for inclusion in the 
measure set we have, and will continue 
to, consider the recommendations from 
the rural providers to ensure eCQMs are 
meaningful to quality improvement for 
small, rural hospitals. 

As for the commenter’s 
recommendation for eCQM submission 
tool enhancement, we appreciate the 
commenter’s feedback and will take 
these recommendations into 
consideration as we assess how to 
advance eCQM reporting in the Hospital 
IQR Program. We also note that the 
eCQM Annual Updates (which include 
the eCQM specifications, educational 
materials, value sets, code systems, 
direct reference codes, terminology, etc.) 
are released in the spring for the next 
year’s reporting period. For example, 
the CY 2021 reporting period/FY 2023 
payment determination information was 
released and posted on the eCQI 
Resource Center in the spring of 2020. 
This timeframe for updates was adopted 
in an effort to support EHR system 
upgrades and development as hospitals 
and vendors prepare for the next 
reporting period. We also note that 
testing becomes available via the HQR 
System when the submission period 
opens in the Fall before the Spring 
eCQM submission deadline. 

As to concerns regarding the future of 
the impact of the COVID–19 PHE, as 
noted above, we issued a nationwide 
ECE that excepted certain data reporting 
requirements and extended numerous 
deadlines. We will continue to monitor 
the impact that the COVID–19 PHE has 
on hospitals, including small, rural 
hospitals, and will issue additional 
exceptions as necessary. Additionally, 
if, due to COVID–19 or any other 
external circumstance, any hospital— 
including small, rural hospitals, 
believes that reporting would have a 
significant detrimental impact, they can 
apply for an ECE. 

Comment: Many commenters 
requested that CMS adopt a more 
incremental approach for increasing the 
eCQM reporting requirements. A few of 
the numerous alternative approaches 
recommended by commenters included 
postponing the proposed increase in 
data reporting for one calendar year, 
postponing the increase until the 
COVID–19 PHE has abated and hospital 
volumes return to pre-pandemic levels, 
and increasing the number of calendar 
quarters of data to be reported by one 
quarter every other year. 

Response: As noted previously, after 
delaying increased requirements and 
setting reduced eCQM requirements for 
a number of years, we believe that 
increasing the level of reporting in order 
to capture additional quarters of data at 
this time is in line with our goals to 
gradually increase the robustness of 
eCQM data (82 FR 38356 and 84 FR 
42502). We believe our proposal to 
progressively increase the number of 
quarters of eCQM data to be collected 
over a 3-year period strikes an 
appropriate balance between increasing 
eCQM reporting and providing hospitals 
with the necessary time to implement 
such changes. We also refer readers to 
our response above about exceptions 
during the COVID–19 PHE. We 
understand the desire to postpone the 
increased reporting requirements until 
the pandemic has abated and hospital 
volumes return to pre-pandemic levels. 
We note that we proposed requiring 
hospitals to report only two quarters of 
data for the CY 2021 reporting period/ 
FY 2023 payment determination. We 
will continue to monitor the impact that 
the COVID–19 PHE has on hospitals and 
will issue additional exceptions as 
necessary. For calendar year 2021, in 
the absence of an exception, hospitals 
will be required to report two quarters 
of data by the end of the submission 
period (that is, by the end of February 
2022). We note that hospitals may 
choose to report data from the third and 
fourth quarters of CY 2021, which may 
have higher volumes. We will continue 
to monitor the effects of the PHE on 
hospitals to ensure our policies remain 
feasible. 

Comment: Several commenters raised 
concerns about the accuracy, reliability, 
and validity of eCQM data. A 
commenter stated the data produced by 
chart-abstracted measures and eCQMs 
vary significantly. A few commenters 
recommended that CMS adopt a more 
incremental approach to increasing 
eCQM reporting requirements, or delay 
its proposal altogether until at least CY 
2023, to balance benefits with burdens 
and better ensure reliability and validity 
for measurement. A commenter stated it 

would be premature for CMS to require 
electronic reporting before all measures 
are fully electronically specified and 
field tested. The commenter emphasized 
the need for providers to have detailed 
electronic specifications in advance in 
order to adequately prepare their 
reporting systems. Another commenter 
encouraged CMS to evaluate how each 
additional quarter of data improves 
accuracy and reliability prior to further 
increasing the number of required 
quarters. 

Response: We understand the 
commenters’ concern about data 
reliability and validity and wish to 
emphasize that all types of quality 
measures in the Hospital IQR Program, 
including eCQMs, undergo testing 
during the measure development 
process for feasibility, validity, and 
reliability. We recognize that EHR-based 
extraction methodology for eCQMs is 
different from the data collection 
methodology for chart-abstracted 
measures, and that measure rates may 
vary depending on methodology (80 FR 
49643–49644). For example, eCQMs 
utilize data from structured fields 
within the EHR system, while chart- 
abstracted measures allow data to be 
collected from unstructured sources 
such as a clinician’s progress notes. For 
these reasons, we also use a validation 
process to address concerns about 
reliability and validity of eCQM data. As 
stated in the FY 2021 IPPS/LTCH PPS 
proposed rule (85 FR 32846), we have 
conducted an eCQM validation pilot 
(OMB Control #0938–1022) and 
completed eCQM data validation from 
the CY 2017 reporting period and the 
CY 2018 reporting period. Based on our 
review of the CY 2017 and CY 2018 
eCQM data submitted for validation, 
and on the finding that over half of the 
measures validated had agreement rates 
of 80 percent or better, we believe the 
accuracy of eCQM data is sufficient for 
continued use of the measures in the 
Hospital IQR Program and to begin 
increasing the quarters of data used for 
the program. As described in section 
VIII.A.10. of the preamble of this final 
rule, we are continuously working to 
improve the eCQM validation process 
and balance reporting burden. We 
expect to gain a better understanding of 
how to increase the accuracy of eCQM 
data by continuing to analyze that 
process and the results. Additionally, 
we believe that the reporting of 
additional quarters of data by hospitals 
will help to increase the reliability of 
the data. We note that eCQM measure 
specifications for Hospital IQR Program 
measures can be found on the eCQI 
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456 The eCQI Resource Center is available at: 
https://ecqi.healthit.gov/. 

457 eCQM Data Validation Resources are available 
on QualityNet at: https://www.qualitynet.org/ 
search?q=validation. 

Resource Center,456 which provides 
information, tools, and standards for 
eCQMs. The measure specifications are 
typically available about eight months 
prior to the beginning of the calendar 
year reporting period. 

Comment: A few commenters 
expressed concern about the amount of 
time that may be required for a hospital 
or their vendor to internally validate the 
data and/or create and review CCN files 
prior to data submission to CMS. A 
commenter stated the proposal amends 
more modest, previously finalized 
policies that hospitals relied on for 
planning and resource allocation 
purposes. 

Response: We recognize that 
increasing the number of quarters of 
eCQM data to be reported can impact a 
hospital’s resource use and refer readers 
to section XI.B.7 of the preamble of this 
final rule (information collection 
requirements) for a detailed discussion 
of our burden estimates associated with 
eCQM reporting and submission. We 
believe the long-term benefits associated 
with reporting a full year of electronic 
data will outweigh the burdens and that 
increasing the number of quarters for 
which hospitals are required to report 
eCQM data will produce more 
comprehensive and reliable quality 
information for patients and providers. 
We stated our intention in the FY 2018 
IPPS/LTCH PPS final rule to gradually 
transition toward more robust eCQM 
reporting (82 FR 38356). We reiterated 
this stated goal to incrementally 
increase the use of EHR data for quality 
measurement in a subsequent final rule 
(84 FR 42502). We believe that taking an 
incremental approach to increasing 
eCQM reporting over a 3-year period 
will help to ease the burdens associated 
with reporting larger amounts of data 
and will provide hospitals and vendors 
with additional time to plan and 
sufficiently allocate resources for more 
robust eCQM reporting. 

Comment: A commenter did not 
support the proposal because they 
believed it contradicted the trend to 
make the program simpler. Another 
commenter stated there is a high burden 
on hospitals due to duplications of 
effort in reporting the same measures in 
both chart-abstracted and eCQM 
formats. 

Response: We disagree with the 
commenter that the proposal contradicts 
our efforts to make the program simpler. 
Since October of 2017, we have 
undertaken an ambitious effort to 
reduce regulatory burden on the 
healthcare industry, lower health care 

costs, and enhance patient care by 
streamlining the quality reporting 
programs through the Meaningful 
Measures initiative. We refer readers to 
the FY 2019 IPPS/LTCH PPS final rule 
for a broader discussion of the 
Meaningful Measures framework (83 FR 
41147). In part due to the adoption of 
this framework, the number of measures 
for the Hospital IQR Program has been 
scaled down significantly, from 65 
measures in the FY 2018 payment 
determination, to 23 measures for the 
FY 2024 payment determination. We 
note that the Hospital IQR Program 
currently includes only two chart- 
abstracted measures (PC–01-Elective 
Delivery, NQF #0469, and Sepsis-Severe 
Sepsis and Septic Shock: Management 
Bundle, NQF #0500) and that these 
measures do not overlap with the 
program’s eCQMs. In recent years, we 
have also improved alignment between 
Hospital IQR Program’s reporting 
requirements and other quality 
programs, such as the Promoting 
Interoperability (PI) program. For 
example the Hospital IQR Program and 
Promoting Interoperability Program now 
have the same eCQMs and data 
submission requirements. We will 
continue to look across all quality 
programs to identify areas for further 
streamlining and opportunities to 
reduce any remaining duplication. 

Comment: A commenter did not 
support the proposed expansion of 
eCQM reporting or public reporting 
until problems with validation of eCQM 
data are addressed. The commenter 
stated that hospitals participating in 
eCQM data validation continue to report 
unresolved concerns, such as an 
inability to authenticate validation 
results provided for 2017 and 2018 
because mismatches on the validation 
reports were not specifically identified. 
The commenter stated hospitals and 
vendors need a better understanding of 
the cause of mismatches and how to 
correct them in advance of any public 
reporting and recommended CMS make 
improvements to the validation 
procedures and reports. A few 
commenters requested that CMS 
provide additional transparency into the 
eCQM validation process before 
increasing the number of quarters 
required to be reported, such as 
information on eCQM agreement rates, 
national eCQM scores, the effect of 
invalidated data on national and 
hospital-specific scores, comparisons of 
the current eCQM data to previously 
collected chart-abstracted data, and an 
analysis of how eCQM scores are 
affected by using the chart-abstracted 
measure specifications and algorithms 

for validation. Additionally, the 
commenters requested that CMS 
provide analysis of how self-selection of 
individual eCQMs by each hospital 
affects the national averages and the 
number of hospitals reporting each 
measure. 

Response: We appreciate the feedback 
about hospitals’ experience with the 
eCQM validation process. The 
specifications for eCQMs contain logic 
statements and value sets tailored to 
electronic data sources, and as such, 
measure specifications and algorithms 
for chart-abstracted measures are not 
used for eCQM validation. In other 
words, we recognize that the 
information for eCQMs and chart- 
abstracted measures is pulled from 
different places and do not use chart- 
abstracted measure specifications or 
algorithms for eCQM validation. Based 
on our review of the CY 2017 and CY 
2018 eCQM data submitted for 
validation, and on the finding that the 
majority of eCQM data was reported 
with agreement rates of 80 percent or 
better, we believe the accuracy of eCQM 
data is sufficient for continued use of 
the measures in the Hospital IQR 
Program and to begin increasing the 
quarters of data used for the program. 
We are continuously working to 
improve eCQM validation and are 
finalizing several changes to that 
process in section VIII.A.10 of this final 
rule. Our decision to extend the 
educational review process established 
for chart-abstracted measure validation 
to eCQM validation may be of particular 
interest to stakeholders. We also refer 
commenters to eCQM validation 
resources on QualityNet.457 As we make 
further refinements to eCQM validation 
policies and practices, we will take the 
commenters’ concerns and suggestions 
for additional transparency into 
account. We address concerns related to 
public reporting of eCQM data in 
section VIII.A.12.b of the preamble of 
this final rule. 

Comment: A few commenters stated 
that the required updates to EHRs to 
modify eCQMs often take significant 
implementation resources before 
hospitals are able to report eCQM data. 
The commenters expressed concern that 
the proposed increase in data reporting 
requirements would shorten the 
timeframe for hospitals to make and 
validate required measure logic changes, 
which would require hospitals to 
expend additional resources in order to 
finish changes on time. The commenters 
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requested that CMS provide hospitals 
with 18 months to implement changes. 

Response: We disagree that there is 
not enough time to implement changes 
in eCQM data reporting requirements 
for existing eCQMs, which are related 
to, but separate from, adding new 
eCQMs in EHRs. We note that the eCQM 
specifications are typically available 
about eight months prior to the 
beginning of the calendar year reporting 
period. Once the eCQM updates are 
implemented in hospital EHRs, 
reporting an additional quarter of data 
should not require the same level of 
effort as reporting one initial quarter of 
data because hospitals should not need 
to update the eCQM specifications each 
quarter. Thus, we do not expect 
hospitals to experience a significant 
amount of added burden reporting three 
additional quarters of data over a 3-year 
period. We do thank the commenters for 
their feedback and will take this 
information into account when 
modifying the eCQM measure set in 
future rulemaking. We note that we did 
not propose to modify, remove, or add 
any eCQM measures to the Hospital IQR 
Program in the FY 2021 IPPS/LTCH PPS 
proposed rule. However as noted above, 
in the CY 2021 Payment Policies Under 
the Physician Fee Schedule Proposed 
Rule published August 17, 2020, we are 
proposing to update CEHRT 
requirements to allow for additional 
flexibility (85 FR 50271). We believe 
this flexibility should be helpful to 
hospitals as they navigate the timing of 
the changes, because hospitals would be 
able use either: (1) Technology certified 
to the 2015 Edition criteria for CEHRT 
as was previously finalized for reporting 
eCQMs in the FY 2019 IPPS/LTCH PPS 
final rule (83 FR 41537–41608) and for 
reporting hybrid measures in the FY 
2020 IPPS/LTCH PPS final rule (84 FR 
42507), or (2) technology certified to the 
2015 Edition Cures Update standards as 
finalized in the 21st Century Cures Act 
final rule (85 FR 25642 through 25961). 

Comment: A few commenters 
expressed concern about variation in 
readiness and eCQM reporting 
capabilities across hospitals. 
Commenters recommended that CMS 
work with stakeholders to identify 
underlying structural problems and 
barriers to successful reporting; consider 
a process by which hospitals could 
request and receive a one-year 
extension, if needed, to increase their 
eCQM reporting to four calendar 
quarters; or take a more incremental 
approach to increasing eCQM reporting 
requirements. 

Response: As stated previously, we 
reduced or delayed eCQM reporting 
requirements for a number of years, as 

compared to reporting requirements for 
other Hospital IQR Program measures, 
to give hospitals and their vendors 
additional time to upgrade IT systems, 
improve data mapping and other 
capabilities, and increase staff training 
for eCQM reporting. In the FY 2021 
IPPS/LTCH PPS proposed rule, we 
proposed to progressively increase the 
number of quarters of data to be 
collected over three years to continue to 
give providers time to gain experience 
with eCQM reporting and submission. 
We believe that gradually increasing the 
number of quarters for which hospitals 
are required to report eCQM data will 
produce more comprehensive and 
reliable quality measure data for 
patients and providers, and we believe 
it is time for such an increase. We also 
refer stakeholders to a discussion about 
our ECE policies in the FY 2016 IPPS/ 
LTCH PPS final rule (80 FR 49695, 
49713) as well as eCQM ECE resources 
on QualityNet. These resources discuss 
changes to the Hospital IQR Program 
ECE policy to provide flexibility for 
hospitals undergoing extraordinary 
hardships related to reporting eCQM 
data. While we are able to grant 
exceptions via our ECE policy, we note 
that granting an extension for eCQM 
reporting under an ECE policy is not 
operationally feasible. We will continue 
to work with stakeholders to identify 
any structural issues or barriers to 
successful reporting. 

Comment: Several commenters 
requested clarification about the data 
submission process associated with 
increasing the number of quarters of 
data required to be reported. 
Specifically, commenters asked CMS to 
clarify the timing of submission 
deadlines and the ability of hospitals to 
report non-consecutive quarters of data. 
A commenter requested that CMS 
clarify that until all four quarters of data 
are required, the hospital will be able to 
self-select which quarters it reports on. 

Response: In the FY 2017 IPPS/LTCH 
PPS final rule (81 FR 57172), we 
finalized the alignment of the Hospital 
IQR Program eCQM submission 
deadline with that of the Promoting 
Interoperability Program—the end of 
two months following the close of the 
calendar year—for the CY 2017 
reporting period/FY 2019 payment 
determination and subsequent years. We 
did not propose any changes to the 
Hospital IQR Program eCQM 
submission deadlines in the FY 2021 
IPPS/LTCH PPS proposed rule. We note 
that in this final rule, the Promoting 
Interoperability Program is finalizing a 
proposal that the submission period for 
the Promoting Interoperability Program 
would continue to be the 2 months 

following the close of the respective 
calendar year (85 FR 32857). Thus, the 
data submission deadline for eCQM data 
under the Hospital IQR Program, 
regardless of how many quarters of data 
are required to be reported for a given 
calendar year, will continue to be the 
end of 2 months following the close of 
the respective calendar year. In the FY 
2021 IPPS/LTCH PPS proposed rule, we 
proposed to require that hospitals report 
two self-selected calendar quarters of 
data for each of the four self-selected 
eCQMs for the CY 2021 reporting 
period/FY 2023 payment determination 
and that hospitals report three self- 
selected calendar quarters of data for the 
CY 2022 reporting period/FY 2024 
payment determination for each 
required eCQM: (a) Three self-selected 
eCQMs; and (b) the Safe Use of Opioids 
eCQM (85 FR 32837). Thus hospitals 
would self-select the quarters it reported 
on until all four quarters were required. 
The ability self-select quarters would 
permit hospitals to submit non- 
consecutive quarters of data. 

Comment: Two commenters stated 
that changing IT systems in a given year, 
or partnering with new entities with 
different medical record systems to 
coordinate care, could make eCQM data 
submission challenging for hospitals. 
They asked CMS to provide flexibility 
and guidance for those hospitals. 
Another commenter asked if hospitals 
would be required to submit numerator 
and denominator data, noting that a 
requirement to submit combined files 
would be a major issue for any hospital 
that converts to a different electronic 
health record (EHR) system. 

Response: We refer readers to the FY 
2016 IPPS/LTCH PPS final rule, in 
which we indicated that hospitals may 
also use abstraction or may pull the data 
from non-certified sources and then 
input these data into CEHRT to capture 
and report QRDA I files (80 FR 49706). 
The ability to abstract or pull data from 
non-certified sources to then input this 
data into CEHRT reinforces the 
importance of ensuring the system is 
properly mapped for consistent and 
correctly captured data for accurate 
program reporting. We also expanded 
the ECE policy to include requests 
related to the submission of eCQM data 
if a hospital experiences a hardship that 
prevents it from eCQM reporting. 
Specifically, in the FY 2016 IPPS/LTCH 
PPS final rule, we finalized a policy, 
effective starting with the FY 2018 
payment determination, to allow 
hospitals to utilize the existing ECE 
form (OMB control number 0938–1022 
(expiration date December 31, 2022)) to 
request an exception to the Hospital IQR 
Program’s eCQM reporting requirement 
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458 See https://www.qualitynet.org/inpatient/ 
measures/ecqm/participation#tab2. 

459 FHIR, developed by Health Level Seven 
International (HL7), is designed to enable 
information exchange to support the provision of 
healthcare in a wide variety of settings. The 
specification builds on and adapts modern, widely 
used RESTful practices to enable the provision of 
integrated healthcare across a wide range of teams 
and organizations. Additional information is 
available at: https://www.hl7.org/fhir/ 
overview.html. 

460 The current version of the implementation 
guide may be found at: http://hl7.org/fhir/us/qicore/ 
qdm-to-qicore.html. 

461 A Comma Separated Values (CSV) file allows 
data to be exported and saved in a spreadsheet 
format for easy viewing and use of the data. 

for the applicable program year based 
on hardships preventing hospitals from 
electronically reporting (80 FR 49695, 
49713). We stated that such hardships 
could include, but are not limited to, 
infrastructure challenges (hospitals 
must demonstrate that they are in an 
area without sufficient internet access or 
face insurmountable barriers to 
obtaining infrastructure) or unforeseen 
circumstances, such as vendor issues 
outside of the hospital’s control 
(including a vendor product losing 
certification (80 FR 49695, 49713)). We 
assess a hospital’s request on an 
individual basis to determine if an 
exception is merited (80 FR 49695, 
49713). We also refer stakeholders to 
additional eCQM ECE resources on 
QualityNet.458 

Comment: A commenter requested 
clarification on alignment of the 
timeline for eCQM reporting and 
submission and the timeline for the 
transition from the Quality Data Model 
(QDM) common data layout (CDL) to QI 
Core FHIR clinical quality language 
(CQL) based specifications for eCQMs. 
The commenter stated their belief that 
the proposal to increase the data 
reporting period was intended to 
facilitate the transition to QI Core FHIR 
CQL specifications in 2022 to 2024 and 
noted that an underlying change in 
standards for certified EHR technology 
and the potential impact on workflows 
would require a slower transition. The 
commenter recommends that CMS 
transition to four quarters of reporting in 
CY 2021 if the transition to QI CORE 
FHIR CQL will take place after 2024, 
because the eCQMs available for the 
program are established, eligible 
hospitals should be able to capture the 
data with little additional burden, and 
a full year of data is more meaningful. 

Response: In the FY 2020 IPPS/LTCH 
PPS final rule, we explained that we 
were investigating and testing the 
potential uses of the FHIR standard 459 
for EHR-based quality measure data 
reporting, but noted it was not required 
at the time. (84 FR 42471). We do not 
have a defined timeline for new eCQMs 
that would be written using QI-Core as 
the data model. We interpret the 
comment to mean that the commenter 
believes a transition to the QI Core FHIR 

CQL in the 2022 to 2024 timeframe 
would necessitate a slower transition to 
the requirement to report a full year of 
eCQM data. We will take this concern 
into consideration as we continue to 
evaluate a transition to the QI Core FHIR 
CQL and note that any modifications to 
eCQMs would be made through notice 
and comment rulemaking per our 
policies to provide an opportunity for 
public comment on the proposal. In the 
meantime, we refer stakeholders to the 
QI Core Implementation Guide for more 
information on QDM to QI Core R4 Draft 
Mapping.460 

Comment: Several commenters 
expressed concerns about the eCQM 
data submission process and described 
challenges in reporting eCQM data 
through the QualityNet Secure Portal. 
Commenters stated that the CMS system 
regularly experiences technical 
difficulties with a single quarter of data 
and expressed concern that submission 
of larger files will strain the system, 
resulting in multiple submission 
attempts by hospitals and further 
increasing burden. A commenter stated 
that some hospitals that voluntary 
reported in 2019 found their data to be 
incomplete and had to institute changes 
to ensure complete and timely claims 
data. Another commenter noted the 
inability of the QualityNet Secure Portal 
to receive test submissions until the 
second half of each calendar year, and 
expressed concern that hospitals will 
not be able to test, correct, and submit 
their Q1 or Q2 data until sometime in 
Q3 or Q4 (or later). Commenters urged 
CMS to improve the capacity of the 
QualityNet Secure Portal, including 
improving the capacity to receive test 
and production QRDA I files and send 
submission summary and performance 
reports, before considering additional 
eCQM data reporting requirements. 

Response: We thank the commenters 
for their feedback. The legacy Hospital 
Quality Reporting (HQR) System began 
transitioning to the Next Generation of 
the HQR System for eCQM reporting 
with the CY 2019 reporting period to 
improve the experience for program 
stakeholders. We will continue to make 
changes to improve the system’s 
usability. The feedback generated by the 
HQR System improves data quality and 
supports a submitter’s efforts to achieve 
successful data submission. We note 
that we continue to improve the eCQM 
reporting process. Recent improvements 
include a new HQR System Home Page, 
refined eCQM user interfaces (UI), and 
an updated HQR quality data file 

submission platform. An export of 
episode of care measure outcomes is 
now available for users within 24 hours 
of submission, which allows users to 
sort and filter data, improving the 
overall reporting process and driving 
data quality by providing timely, 
confidential feedback.461 

Comment: A few commenters asked 
CMS to clarify the number of files 
required, whether eCQMs should be 
reported as separate reports, and if CMS 
would provide clear instructions to help 
hospitals develop and submit large data 
files. 

Response: We refer readers to the FY 
2016 IPPS/LTCH PPS final rule (80 FR 
49705 through 49708) and the FY 2017 
IPPS/LTCH PPS final rule (81 FR 57169 
through 57170) for our previously 
adopted eCQM file format 
specifications, which require that 
hospitals: (1) Must submit eCQM data 
via the Quality Reporting Document 
Architecture Category I (QRDA I) file 
format; (2) may use third parties to 
submit QRDA I files on their behalf; and 
(3) may either use abstraction or pull the 
data from noncertified sources in order 
to then input these data into CEHRT for 
capture and reporting QRDA I files. We 
have also clarified that hospitals can 
continue to meet the reporting 
requirements by submitting data via 
QRDA I files, zero denominator 
declaration, or case threshold 
exemption (82 FR 38387). More 
specifically regarding the use of QRDA 
I files, in the FY 2017 IPPS/LTCH PPS 
final rule (81 FR 57169 through 57170), 
we stated that we expect QRDA I files 
to reflect data for one patient per file per 
quarter. 

In order to fulfill these requirements, 
hospitals are expected to report QRDA 
I, patient-level files representative of 
their patient population for the 
specified reporting quarter. With regard 
to the comment on the submission of 
larger QRDA I files, the maximum 
QRDA I patient file size remains 10MB. 
We are maintaining our established 
submission format of one patient, per 
file, per quarter, which includes all 
patient encounters, eCQMs and 
applicable data elements for those 
measures. Maintaining this process is 
intended to reduce provider burden 
through the preservation of established 
file requirements so that submitters are 
familiar and experienced with eCQM 
reporting. 

In addition, users are able to submit 
multiple quarters of patient data within 
one batch file to the HQR System, with 
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462 See the eCQI Resource Center at: https://
ecqi.healthit.gov/. 

a maximum of 14,999 QRDA I files in 
a batch. Hospitals are encouraged to 
submit the volume of batches needed to 
fully represent their patient population 
for the specified reporting quarter. The 
HQR System will break down the 
information that identifies which 
quarter of data is being submitted. When 
the submitters generate the reports 
within the HQR System, they will see 
the data for the specified quarter. 

Comment: A few commenters 
requested additional clarity regarding 
the acceptable level of structural data 
errors in eCQM files. The commenters 
stated some errors cannot be 
retroactively resolved, which could 
impact hospitals’ ability to successfully 
report all quarters if a certain threshold 
of error is not accepted. 

Response: We thank the commenters 
for this feedback. The QRDA I file 
format is the required format to submit 
eCQM data for the Hospital IQR and 
Promoting Interoperability Programs (80 
FR 49706; 80 FR 49759 through 49760). 
A number of resources, such as the 
Implementation Checklist eCQM 
Annual Update, CMS Implementation 
Guide and sample files, and eCQM Data 
Element Repository (provides 
clarification, definitions and clinical 
focus for all eCQM data elements) are 
available on the eCQI Resource Center 
to aid data submitters and their Health 
IT Vendors to prevent structural data 
errors.462 We encourage submitters to 
test early and often to prevent or reduce 
the likelihood of structural errors in 
production data that would generate 
conformance statements clarifying why 
the patient file is being rejected. 
Hospitals are expected to continue 
working with their health IT vendor to 
resolve any structural data issues and 
resubmit the QRDA I files to achieve 
successful submission. 

Comment: A few commenters 
recommended that CMS monitor 
implementation of the proposal, such as 
soliciting feedback from hospitals to 
learn about reporting challenges and to 
ensure that the proposal does not 
impose substantial additional 
administrative burdens during the 
COVID–19 PHE. A commenter 
recommended that CMS work with 
stakeholders to ensure eCQM data 
provides actionable insights that 
support performance improvement, 
considering the burden required to 
report it. 

Response: We thank the commenters 
for their suggestions. We plan to 
monitor the implementation of the 
increased reporting requirements for 

eCQM data and welcome continued 
feedback from stakeholders through 
webinars, listservs, and help desk 
questions. 

Comment: A commenter expressed 
concern about reporting fourth quarter 
data due to complexities caused by 
changes in ICD–10 codes, measures 
specifications, and value sets. The 
commenter indicated that resolving 
these issues constrains hospitals to two 
quarters of workable data. Another 
commenter stated that reporting data on 
all four calendar quarters would be 
problematic because vendor updates 
incorporating eCQM specification 
changes into EHR systems generally do 
not occur until mid-year, with the 
deadline for eCQM reporting for a year 
occurring during the first calendar 
quarter of the subsequent year. The 
commenter believes that to avoid 
confusion, vendor updates to the eCQM 
specifications should not take place 
prior to that data submission. 

Response: The eCQM Annual Updates 
(which include the eCQM 
specifications, educational materials, 
value sets, code systems, direct 
reference codes, terminology, etc.) are 
typically released in the spring for the 
subsequent year’s reporting period. For 
example, we posted this information on 
the eCQI Resource Center in the spring 
of 2020 applicable for the CY 2021 
reporting period/FY 2023 payment 
determination. We have used this 
timeframe in an effort to support EHR 
system upgrades and development as 
hospitals and vendors prepare for the 
next reporting period. Any updates to 
the value sets, code systems (including 
ICD–10 codes), implementation guides, 
or other materials can be found on the 
eCQI Resource Center, which functions 
as the one-stop shop for the most 
current information to support 
electronic clinical quality improvement. 
Historically, hospitals have voluntarily 
submitted or been required to report on 
at least one quarter of eCQM data by the 
identified submission deadline. Since 
mandatory eCQM reporting for the 
Hospital IQR Program began with the 
CY 2016 reporting period [80 FR 49693 
through 49698], a growing number of 
hospitals have voluntarily and 
successfully reported two or more 
quarters of data prior to the submission 
period deadline, including the fourth 
quarter of data. 

After consideration of comments 
received, we are finalizing our proposal 
as proposed to progressively increase, 
over a 3-year period, the number of 
quarters for which hospitals are 
required to report eCQM data, from the 
current requirement of one self-selected 
quarter of data to four quarters of data. 

Specifically, for the CY 2021 reporting 
period/FY 2023 payment determination, 
hospitals will be required to report two 
self-selected calendar quarters of data 
for each of the four self-selected eCQMs. 
For the CY 2022 reporting period/FY 
2024 payment determination, hospitals 
will be required to report three self- 
selected calendar quarters of data for 
each required eCQM: (a) Three self- 
selected eCQMs; and (b) the Safe Use of 
Opioids eCQMs. For the CY 2023 
reporting period/FY 2025 payment 
determination and subsequent years, 
hospitals will be required to report four 
calendar quarters of data for each 
required eCQM: (a) Three self-selected 
eCQMs; and (b) the Safe Use of Opioids 
eCQMs. In addition, we are clarifying 
that until hospitals are required to 
report all four quarters of data beginning 
with the CY 2023 reporting period/FY 
2025 payment determination, they may 
submit either consecutive or non- 
consecutive self-selected quarters of 
data. We also refer readers to section 
VIII.D. of this final rule where we are 
also finalizing similar polices under the 
PI Program. 

(3) Continuation of Certification 
Requirements for eCQM Reporting 

(a) Requiring Use of 2015 Edition 
Certification Criteria 

In the FY 2019 IPPS/LTCH PPS final 
rule (83 FR 41604 through 41607), to 
align the Hospital IQR Program with the 
Promoting Interoperability Program, we 
finalized a policy to require hospitals to 
use the 2015 Edition certification 
criteria for certified EHR technology 
(CEHRT) for the CY 2019 reporting 
period/FY 2021 payment determination 
and subsequent years. While we did not 
propose any changes to this policy in 
the FY 2021 IPPS/LTCH PPS proposed 
rule, as stated above, we did propose 
changes to this policy in the CY 2021 
Payment Policies Under the Physician 
Fee Schedule Proposed Rule published 
August 17, 2020. To reiterate, the 21st 
Century Cures Act final rule that 
appeared in the May 1, 2020 Federal 
Register (85 FR 25642 through 25961) 
finalized a number of updates to the 
2015 Edition of health IT certification 
criteria (‘‘2015 Edition Cures Update’’). 
In general, health IT developers have up 
to 24 months from May 1, 2020 to make 
technology certified to the updated and/ 
or new criteria available to their 
customers. In the CY 2021 Payment 
Policies Under the Physician Fee 
Schedule Proposed Rule published 
August 17, 2020, specifically, we 
proposed to expand flexibility under the 
Hospital IQR Program to allow hospitals 
to use either: (1) Technology certified to 
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the 2015 Edition criteria for CEHRT as 
was previously finalized for reporting 
eCQMs in the FY 2019 IPPS/LTCH PPS 
final rule (83 FR 41537–41608) and for 
reporting hybrid measures in the FY 
2020 IPPS/LTCH PPS final rule (84 FR 
42507), or (2) technology certified to the 
2015 Edition Cures Update standards as 
finalized in the 21st Century Cures Act 
final rule (85 FR 25642 through 25961) 
and sought public comment on our 
proposal (85 FR 50271). 

(b) Requiring EHR Technology To Be 
Certified to All Available eCQMs 

In the FY 2020 IPPS/LTCH PPS final 
rule (84 FR 42505 through 42506), we 
finalized the requirement that EHRs be 
certified to all available eCQMs used in 
the Hospital IQR Program for the CY 
2020 reporting period/FY 2022 payment 
determination and subsequent years. We 
did not propose any changes to this 
policy in the FY 2021 IPPS/LTCH PPS 
proposed rule. However, as mentioned 
above, we refer readers to the CY 2021 
Payment Policies Under the Physician 
Fee Schedule Proposed Rule published 
August 17, 2020, where we proposed to 
expand flexibility under the Hospital 
IQR Program to allow hospitals to use 
either: (1) Technology certified to the 
2015 Edition criteria for CEHRT as was 
previously finalized for reporting 
eCQMs in the FY 2019 IPPS/LTCH PPS 
final rule (83 FR 41537–41608) and for 
reporting hybrid measures in the FY 
2020 IPPS/LTCH PPS final rule (84 FR 
42507), or (2) technology certified to the 
2015 Edition Cures Update standards as 
finalized in the 21st Century Cures Act 
final rule (85 FR 25642 through 25961) 
and sought public comment on our 
proposal (85 FR 50271). 

(4) File Format for EHR Data, Zero 
Denominator Declarations, and Case 
Threshold Exemptions 

We refer readers to the FY 2016 IPPS/ 
LTCH PPS final rule (80 FR 49705 
through 49708) and the FY 2017 IPPS/ 
LTCH PPS final rule (81 FR 57169 
through 57170) for our previously 
adopted eCQM file format requirements. 
Under these requirements, hospitals: (1) 
Must submit eCQM data via the Quality 
Reporting Document Architecture 
Category I (QRDA I) file format as was 
previously required; (2) may use third 
parties to submit QRDA I files on their 
behalf; and (3) may either use 
abstraction or pull the data from non- 
certified sources in order to then input 
these data into CEHRT for capture and 
reporting QRDA I files. Hospitals can 
continue to meet the reporting 
requirements by submitting data via 
QRDA I files, zero denominator 

declaration, or case threshold 
exemption (82 FR 38387). 

More specifically regarding the use of 
QRDA I files, in the FY 2017 IPPS/LTCH 
PPS final rule (81 FR 57169 through 
57170), we stated that we expect QRDA 
I files to reflect data for one patient per 
file per quarter, and that they contain 
the following four key elements that are 
utilized to identify the file: 

• CMS Certification Number (CCN). 
• CMS Program Name. 
• EHR Patient ID. 
• Reporting period specified in the 

Reporting Parameters Section per the 
CMS Implementation Guide for the 
applicable reporting year, which is 
published on the eCQI Resource Center 
website at https://ecqi.healthit.gov/ 
QRDA. 

In the FY 2021 IPPS/LTCH PPS 
proposed rule, we proposed to add EHR 
Submitter ID to the four key elements 
listed, as previously discussed, as a fifth 
key element for file identification 
beginning with the CY 2021 reporting 
period/FY 2023 payment determination 
(85 FR 32837). An EHR Submitter ID is 
the ID that is assigned by QualityNet to 
submitter entities upon registering into 
the system and will be used to upload 
QRDA I files. For vendors, the EHR 
Submitter ID is the Vendor ID; for 
hospitals, the EHR, Submitter ID is the 
hospital’s CCN. Particularly for 
situations when a hospital uses one or 
more vendors to submit QRDA I files via 
the QualityNet Secure Portal (also 
referred to as the Hospital Quality 
Reporting (HQR) System), this 
additional element would prevent the 
risk of a previously submitted file by a 
different vendor unintentionally being 
overwritten. Therefore, hospitals would 
be required to submit the following 
elements to identify the QRDA 1 file: 

• CMS Certification Number (CCN). 
• CMS Program Name. 
• EHR Patient ID. 
• Reporting period specified in the 

Reporting Parameters Section. 
• EHR Submitter ID. 
Comment: A few commenters 

supported our proposal to add EHR 
Submitter ID to the four key elements 
listed as a fifth key element for file 
identification. A commenter asked CMS 
to adopt a standard to keep the QRDA 
file formats and quality metrics 
consistent for the duration of the 3 year 
reporting period, stating that it can take 
6–10 months to implement file format or 
metrics changes, which may lead to data 
inconsistencies. 

Response: We thank the commenters 
for their support. We will take the 
request related to the consistency of the 
QRDA file formats and quality metrics 

into consideration for future 
rulemaking. 

After consideration of the public 
comments received, we are finalizing 
our proposal as proposed to add EHR 
Submitter ID as the fifth key element for 
file identification beginning with the CY 
2021 reporting period/FY 2023 payment 
determination. 

(5) Submission Deadlines for eCQM 
Data 

We refer readers to the FY 2015 IPPS/ 
LTCH PPS final rule (79 FR 50256 
through 50259), the FY 2016 IPPS/LTCH 
PPS final rule (80 FR 49705 through 
49709), and the FY 2017 IPPS/LTCH 
PPS final rule (81 FR 57169 through 
57172) for our previously adopted 
policies to align eCQM data reporting 
periods and submission deadlines for 
both the Hospital IQR and Medicare 
Promoting Interoperability Programs. In 
the FY 2017 IPPS/LTCH PPS final rule 
(81 FR 57172), we finalized the 
alignment of the Hospital IQR Program 
eCQM submission deadline with that of 
the Medicare Promoting Interoperability 
Program—the end of 2 months following 
the close of the calendar year—for the 
CY 2017 reporting period/FY 2019 
payment determination and subsequent 
years. We note the submission deadline 
may be moved to the next business day 
if it falls on a weekend or federal 
holiday. In the FY 2021 IPPS/LTCH PPS 
proposed rule, we did not propose any 
changes to the eCQM submission 
deadlines. Even though hospitals will be 
required to gradually increase the 
number of quarters of eCQM data 
submitted, the submission deadline 
does not change. Hospitals must still 
submit eCQM data by the end of the 
data submission time period regardless 
of how many quarters of data are 
required to be reported for a given 
calendar year. That time period will 
continue to be the 2 months following 
the close of the respective calendar year. 
For example, for the CY 2021 reporting 
period/FY 2023 payment determination, 
hospitals should submit data by 
Monday, February 28, 2022. 

f. Data Submission and Reporting 
Requirements for Hybrid Measures 

(1) Background 

In the FY 2018 IPPS/LTCH PPS final 
rule (82 FR 38350 through 38355), we 
finalized voluntary reporting of the 
Hybrid Hospital-Wide Readmission 
(HWR) measure for the CY 2018 
reporting period. For data submission 
and reporting requirements under the 
2018 Voluntary Reporting Period, we 
finalized that the 13 core clinical data 
elements and six linking variables for 
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the Hybrid HWR measure be submitted 
using the QRDA I file format, and that 
hospitals voluntarily reporting data for 
the Hybrid HWR measure could use 
EHR technology certified to the 2014 
Edition, the 2015 Edition, or a 
combination thereof (82 FR 38394 
through 38397). In the FY 2020 IPPS/ 
LTCH PPS final rule, we finalized the 
adoption of the Hybrid HWR measure 
for the Hospital IQR Program (84 FR 
42465 through 42481) as well as a 
number of requirements related to data 
submission and reporting requirements 
for hybrid measures under the Hospital 
IQR Program (84 FR 42506 through 
42508). We adopted the Hybrid HWR 
measure into the Hospital IQR Program 
in a stepwise fashion, first accepting 
data submissions for the Hybrid HWR 
measure during two voluntary reporting 
periods (84 FR 42479). Beginning with 
the FY 2026 payment determination, 
hospitals are required to report on this 
measure (84 FR 42479). 

(2) Certification and File Format 
Requirements 

In the FY 2020 IPPS/LTCH PPS final 
rule (84 FR 42507), we finalized a 
requirement that hospitals use EHR 
technology certified to the 2015 Edition 
to submit data on the Hybrid HWR 
measure. In addition, we finalized that 
the core clinical data elements and 
linking variables identified in hybrid 
measure specifications must be 
submitted using the QRDA I file format. 
In order to ensure that the data have 
been appropriately connected to the 
encounter, the core clinical data 
elements specified for risk adjustment 
need to be captured in relation to the 
start of an inpatient encounter. The 
QRDA I file standard enables the 
creation of an individual patient-level 
quality report that contains quality data 
for one patient for one or more quality 
measures. 

In the FY 2021 IPPS/LTCH PPS 
proposed rule, we proposed to continue 
the policy that requires hospitals to use 
EHR technology certified to the 2015 
Edition to submit data on the Hybrid 
HWR measure and expand this 
requirement to apply to any future 
hybrid measure adopted into the 
Hospital IQR Program’s measure set (85 
FR 32838). We also clarified that core 
clinical data elements and linking 
variables must be submitted using the 
QRDA I file format for future hybrid 
measures in the program. We invited 
public comment on our proposals. 

As discussed above, the 21st Century 
Cures Act final rule finalized a number 
of updates to the 2015 Edition of health 
IT certification criteria. Since 
publication of the FY 2021 IPPS/LTCH 

PPS proposed rule, we proposed in the 
CY 2021 PFS proposed rule to allow 
hospitals to continue to use technology 
certified to the 2015 Edition criteria for 
CEHRT or to use technology certified to 
the 2015 Edition Cures Update 
standards (85 FR 50271). If finalized, 
this would mean that hospitals could 
continue to use their current edition or 
update to the updated edition when 
made available by their vendor. 

Comment: A few commenters 
supported the proposal but asked CMS 
to monitor the experience of voluntarily 
reporting the Hybrid Hospital-Wide 
Readmission measure and make 
amendments in future rulemaking, as 
necessary. Those commenters noted 
hospitals’ limited experience with 
reporting the hybrid readmission 
measure and stated that electronic 
health record vendors are still building 
out the functionality for reporting. 

Response: We thank the commenters 
for their support and will continue to 
monitor the experience of reporting the 
hybrid measure to determine if 
modifications in future rulemaking are 
necessary. 

Comment: A commenter requested 
clarification regarding whether the 
proposal requires a specific 
functionality in CEHRT or certification 
criteria in order to be compliant with 
the hybrid measure reporting 
requirements or if the proposal is a 
general requirement for the hospital to 
have CEHRT capable of reporting 
eCQMs. 

Response: Our proposal in the FY 
2021 IPPS/LTCH PPS proposed rule 
requires hospitals to use EHR 
technology certified to the 2015 Edition 
to submit data on the Hybrid Hospital- 
Wide Readmission measure and any 
future hybrid measures adopted into the 
Hospital IQR Program measure set. 
However as mentioned above, since 
publication of that rule, we have made 
another proposal expanding flexibilities 
to allow hospitals to use either the 2015 
Edition or the 2015 Edition Cures 
Update in the CY 2021 PFS proposed 
rule (85 FR 50271) and refer readers to 
that rule for additional detail. If 
finalized, this would mean that 
hospitals could use either: (1) 
Technology certified to the 2015 Edition 
criteria for CEHRT as was previously 
finalized for reporting hybrid measures 
(84 FR 42507), or (2) technology 
certified to the 2015 Edition Cures 
Update standards as finalized in the 
21st Century Cures Act final rule. 

Comment: A commenter expressed 
concern about the addition of any new 
hybrid measures until hospitals have 
recovered from the COVID–19 PHE and 
urged CMS to limit the number of 

hybrid measures introduced within the 
program in years where it increases the 
number of calendar quarters required for 
reporting. 

Response: We did not propose any 
additional measures in the FY 2021 
IPPS/LTCH PPS proposed rule, but will 
take the commenter’s concerns into 
consideration for future rulemaking. 

After consideration of the public 
comments we received, we are 
finalizing our proposals as proposed to 
continue the policy that requires 
hospitals to use EHR technology 
certified to the 2015 Edition to submit 
data on the Hybrid HWR measure and 
expand this requirement to apply to any 
future hybrid measure adopted into the 
Hospital IQR Program’s measure set. 
However, as noted above, we refer 
readers to our proposal in the CY 2021 
PFS proposed rule to allow hospitals to 
use either: (1) Technology certified to 
the 2015 Edition criteria for CEHRT for 
reporting eCQMs and hybrid measures 
or (2) technology certified to the 2015 
Edition Cures Update standards as 
finalized in the 21st Century Cures Act 
final rule (85 FR 50271). 

(3) Additional Submission 
Requirements 

In the FY 2020 IPPS/LTCH PPS final 
rule, we finalized allowing hospitals to 
meet the hybrid measure reporting and 
submission requirements by submitting 
any combination of data via QRDA I 
files, zero denominator declarations, 
and/or case threshold exemptions (84 
FR 42507). We also finalized applying 
similar zero denominator declaration 
and case threshold exemption policies 
to hybrid measure reporting as we allow 
for eCQM reporting (84 FR 42507 
through 42508). We did not propose any 
changes to the hybrid measure reporting 
and submission requirement supporting 
any combination of data via QRDA I 
files, zero denominator declaration, 
and/or case threshold exemptions. We 
note that the ONC 21st Century Cures 
Act final rule revises the clinical quality 
measurement criterion at § 170.315(c)(3) 
to refer to CMS QRDA Implementation 
Guides and removes the Health Level 7 
(HL7®) QRDA standard requirements 
(85 FR 25645). Based on our data, the 
majority of Hospital IQR Program 
participants already use the CMS QRDA 
I Implementation Guide for Hospital 
Quality Reporting for submission of 
eCQMs to the Hospital IQR Program. 
Under our proposal in the CY 2021 PFS 
proposed rule, discussed above, 
hospitals would have the flexibility to 
use either: (1) Technology certified to 
the 2015 Edition criteria for CEHRT for 
reporting eCQMs and hybrid measures, 
or (2) technology certified to the 2015 
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463 We recently decommissioned the Pre- 
Submission Validation Application (PSVA) tool 
within the HQR System because the system itself 
now performs the same functions that the PSVA 
tool previously did. 

464 In the FY 2019 IPPS/LTCH PPS final rule (83 
FR 41562 through 41567), we removed three 
clinical process-of-care measures (IMM–2, ED–1, 
and VTE–6) for the CY 2019 reporting period/FY 
2021 payment determination and subsequent years, 
and one clinical process of care measure (ED–2) for 
the CY 2020 reporting period/FY 2022 payment 
determination and subsequent years. 

Edition Cures Update standards as 
finalized in the 21st Century Cures Act 
final rule (85 FR 50271). As with eCQM 
reporting, we encourage all hospitals 
and their health IT vendors to submit 
QRDA I files early, and to use one of the 
pre-submission testing tools for 
electronic reporting, such as submitting 
test files to the Hospital Quality 
Reporting (HQR) System, to allow 
additional time for testing and to make 
sure all required data files are 
successfully submitted by the 
deadline.463 

(4) Submission Deadlines for Hybrid 
Measures 

We refer readers to the FY 2020 IPPS/ 
LTCH PPS final rule (84 FR 42508), 
where we finalized submission 
deadlines for hybrid measures. We did 
not propose any changes to these 
policies. 

g. Sampling and Case Thresholds for 
Chart-Abstracted Measures 

We refer readers to the FY 2011 IPPS/ 
LTCH PPS final rule (75 FR 50221), the 
FY 2012 IPPS/LTCH PPS final rule (76 
FR 51641), the FY 2013 IPPS/LTCH PPS 
final rule (77 FR 53537), the FY 2014 
IPPS/LTCH PPS final rule (78 FR 
50819), and the FY 2016 IPPS/LTCH 
PPS final rule (80 FR 49709) for details 
on our sampling and case thresholds for 
the FY 2016 payment determination and 
subsequent years. We did not propose 
any changes to this policy. 

h. HCAHPS Administration and 
Submission Requirements 

We refer readers to the FY 2011 IPPS/ 
LTCH PPS final rule (75 FR 50220), the 
FY 2012 IPPS/LTCH PPS final rule (76 
FR 51641 through 51643), the FY 2013 
IPPS/LTCH PPS final rule (77 FR 53537 
through 53538), and the FY 2014 IPPS/ 
LTCH PPS final rule (78 FR 50819 
through 50820) for details on 
previously-adopted HCAHPS 
submission requirements. We also refer 
hospitals and HCAHPS Survey vendors 
to the official HCAHPS website at: 
http://www.hcahpsonline.org for new 
information and program updates 
regarding the HCAHPS Survey, its 
administration, oversight, and data 
adjustments. We did not propose any 
changes to these policies in this final 
rule. 

i. Data Submission Requirements for 
Structural Measures 

There are no remaining structural 
measures in the Hospital IQR Program. 

j. Data Submission and Reporting 
Requirements for CDC NHSN HAI 
Measures 

For details on the data submission 
and reporting requirements for 
Healthcare-Associated Infection (HAI) 
measures reported via the CDC’s 
National Healthcare Safety Network 
(NHSN), we refer readers to the FY 2012 
IPPS/LTCH PPS final rule (76 FR 51629 
through 51633; 51644 through 51645), 
the FY 2013 IPPS/LTCH PPS final rule 
(77 FR 53539), the FY 2014 IPPS/LTCH 
PPS final rule (78 FR 50821 through 
50822), and the FY 2015 IPPS/LTCH 
PPS final rule (79 FR 50259 through 
50262). The data submission deadlines 
are posted on the QualityNet website. 

We refer readers to the FY 2019 IPPS/ 
LTCH PPS final rule (83 FR 41547 
through 41553), in which we finalized 
the removal of five of these measures 
(CLABSI, CAUTI, Colon and Abdominal 
Hysterectomy SSI, MRSA Bacteremia, 
and CDI) from the Hospital IQR 
Program. As a result, hospitals will not 
be required to submit any data for those 
measures under the Hospital IQR 
Program following their removal 
beginning with the CY 2020 reporting 
period/FY 2022 payment determination. 
However, the five CDC NHSN HAI 
measures are included in the HAC 
Reduction and Hospital VBP Programs 
and reported via the CDC NHSN portal 
(83 FR 41474 through 41477; 83 FR 
41449 through 41452). We further note 
that the HCP measure remains in the 
Hospital IQR Program and will continue 
to be reported via NHSN. We did not 
propose any changes to these policies. 

10. Validation of Hospital IQR Program 
Data 

a. Background 
We refer readers to the FY 2013 IPPS/ 

LTCH PPS final rule (77 FR 53539 
through 53553), the FY 2014 IPPS/LTCH 
PPS final rule (78 FR 50822 through 
50835), the FY 2015 IPPS/LTCH PPS 
final rule (79 FR 50262 through 50273), 
the FY 2016 IPPS/LTCH PPS final rule 
(80 FR 49710 through 49712), the FY 
2017 IPPS/LTCH PPS final rule (81 FR 
57173 through 57181), the FY 2018 
IPPS/LTCH PPS final rule (82 FR 38398 
through 38403), and the FY 2019 IPPS/ 
LTCH PPS final rule (83 FR 41607 
through 41608) for detailed information 
on validation processes for chart- 
abstracted measures and eCQMs, and 
previous updates to these processes for 
the Hospital IQR Program. 

Validation for chart-abstracted 
measures has been updated over recent 
years as the number of chart-abstracted 
measures has been reduced. In the FY 
2019 IPPS/LTCH PPS final rule (83 FR 
41562 through 41567), we removed four 
clinical process of care measures,464 and 
noted that for the CY 2021 reporting 
period/FY 2023 payment determination 
and subsequent years, only one clinical 
process of care measure (SEP–1) 
remains in the program for chart- 
abstracted validation (83 FR 41608). 

We adopted the process for validating 
eCQM data in the FY 2017 IPPS/LTCH 
PPS final rule (81 FR 57173 through 
57181). Validation of eCQM data was 
finalized for the FY 2020 payment 
determination and subsequent years 
(starting with the validation of CY 2017 
eCQM data that would impact FY 2020 
payment determinations). We refer 
readers to the FY 2018 IPPS/LTCH PPS 
final rule (82 FR 38398 through 38403), 
in which we finalized several updates to 
the processes and procedures for 
validation of CY 2017 eCQM data for the 
FY 2020 payment determination, 
validation of CY 2018 eCQM data for the 
FY 2021 payment determination, and 
eCQM data validation for subsequent 
years. 

In the FY 2021 IPPS/LTCH PPS 
proposed rule, we proposed to 
incrementally combine the validation 
processes for chart-abstracted measure 
data and eCQM data and related policies 
in a stepwise process (85 FR 32839). To 
accomplish this, we proposed to: (1) 
Update the quarters of data required for 
validation for both chart-abstracted 
measures and eCQMs; (2) expand 
targeting criteria to include hospital 
selection for eCQMs; (3) change the 
validation pool from 800 hospitals to 
400 hospitals; (4) remove the current 
exclusions for eCQM validation 
selection, (5) require electronic file 
submissions for chart-abstracted 
measure data; (6) align the eCQM and 
chart-abstracted measure scoring 
processes; and (7) update the 
educational review process to address 
eCQM validation results. We believe 
these proposals would ultimately 
streamline the validation process and 
reduce the total number of hospitals 
selected for validation. These are 
discussed in detail in the following 
sections. 
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b. Submission Quarters 

(1) Current Policy 

Currently, we require hospitals 
selected for chart-abstracted measures to 
submit data from the Q3 and Q4 of the 
calendar year, 3 years before the 
payment determination and the Q1 and 
Q2 of the calendar year, 2 years before 
the payment determination (FY 2014 
IPPS/LTCH final rule (78 FR 50822 
through 50823). This is because there is 
a lag associated with validation. In 
general, validation is a year behind. 
Validation results affecting a certain FY 
payment determination are based on 
measures submitted for the prior 
payment determination. For example, 
validation results affecting the FY 2024 
payment determination are based on 
measures submitted for the FY 2023 

payment determination (CY 2021 
discharge period with data submission 
completing in CY 2022). 

For validation affecting the FY 2023 
payment determination, hospitals must 
submit data to validate chart-abstracted 
measures from the Q3 and Q4 of CY 
2020 and the Q1 and Q2 of CY 2021. 
These are data originally submitted for 
the FY 2022 program payment 
determination. Depending on whether a 
hospital is selected as a random or 
targeted hospital, CMS requests data 
between 1 and 5 months following the 
data reporting submission deadline for a 
given reporting quarter. Following this 
request, hospitals have 30 days to 
submit randomly selected medical 
records to the Clinical Data Abstraction 
Center (CDAC), and after submission, 
CMS validates the data in preparation to 

make the associated payment 
determination. Under the current 
policy, hospitals selected for eCQM 
validation for a given payment 
determination year are required to 
provide medical records for a sample of 
cases occurring during one of the self- 
selected calendar quarters of the year 3 
years before that payment determination 
(82 FR 38399 through 38400). For 
example, for validation affecting the FY 
2023 payment determination period, 
hospitals selected during CY 2021 for 
eCQM validation are required to submit 
data from one self-selected quarter out 
of the 4 calendar quarters of 2020, that 
is Q1 through Q4 of CY 2020 (82 FR 
38398 through 38403). These 
requirements are illustrated in the 
following table. 

To support the transition to a 
combined validation process for both 
chart-abstracted measures and eCQMs, 
we proposed to shift the quarters of data 
used for both chart-abstracted measure 
validation and eCQM validation in an 
incremental manner in order to align the 
two over time. 

(2) Quarters Required for Validation 
Affecting the FY 2023 Payment 
Determination 

In order to align the quarters of data 
used for chart-abstracted measure 
validation and eCQM validation, we 

proposed to first change the period for 
validation affecting the FY 2023 
payment determination. Instead of 
validating chart-abstracted measure data 
from Q3 2020–Q2 2021, we proposed to 
validate measure data only from the Q3 
and Q4 of CY 2020 for validation 
affecting the FY 2023 payment 
determination for chart-abstracted 
measures (illustrated in Table: 2 that 
follows) as a transition year. 
Specifically, this means that we would 
not require facilities to submit data for 
chart-abstracted measure validation for 

the Q1 and Q2 of CY 2021 for validation 
affecting the FY 2023 payment 
determination. We would use measure 
data from only two quarters (Q3 and Q4 
of CY 2020) for hospitals selected under 
both the random and targeted chart- 
abstracted measure validation. We note 
that this proposal only affects chart- 
abstracted measure validation; we 
would continue to validate the self- 
selected quarter of eCQM data 
submitted during 2020 for validation 
affecting the FY 2023 payment 
determination as previously finalized. 

Comment: Several commenters 
supported using Q3 and Q4 2020 data 
for validation affecting the FY 2023 
payment determination. 

Response: We thank these 
commenters for their support. 

Comment: A commenter 
recommended that CMS not increase the 
number of quarters required for 
validation at this time because many 

hospitals are responding to the COVID– 
19 PHE, and therefore, may not have 
sufficient resources to submit this data. 

Response: We acknowledge that many 
hospitals may be affected by the 
COVID–19 PHE. However, we note that 
for validation affecting the FY 2023 
payment determination (that is, the first 
payment determination affected by 
these changes), we are only requiring 

submission of chart-abstracted measure 
validation for two quarters (specifically, 
Q3 and Q4 of CY 2020), which 
represents a reduction in the number of 
quarters that hospitals were previously 
required to submit; the previous 
requirement was four quarters. We note 
that there are no changes to the number 
of quarters of CY 2020 data required to 
be submitted for eCQM validation 

VerDate Sep<11>2014 22:38 Sep 17, 2020 Jkt 250001 PO 00000 Frm 00513 Fmt 4701 Sfmt 4700 E:\FR\FM\18SER2.SGM 18SER2 E
R

18
S

E
20

.2
41

<
/G

P
H

>
E

R
18

S
E

20
.2

42
<

/G
P

H
>

jb
el

l o
n 

D
S

K
JL

S
W

7X
2P

R
O

D
 w

ith
 R

U
LE

S
2



58944 Federal Register / Vol. 85, No. 182 / Friday, September 18, 2020 / Rules and Regulations 

465 https://www.cms.gov/files/document/ 
guidance-memo-exceptions-and-extensions-quality- 

reporting-and-value-based-purchasing- 
programs.pdf. 

affecting FY 2023 payment 
determination. Furthermore, we have 
granted an exception to medical record 
submission requirements for eCQM 
validation for CY 2019 discharges 
(submission would have been required 
in 2020) because of the COVID–19 
PHE 465 which we believe further 
reduces validation related burden. 

After consideration of the public 
comments we received, we are 

finalizing our proposal as proposed to 
validate measure data only from the Q3 
and Q4 of CY 2020 for validation 
affecting the FY 2023 payment 
determination for chart-abstracted 
measures as a transition year. 

(3) Quarters Required for Validation 
Affecting the FY 2024 Payment 
Determination and Subsequent Years 

For validation affecting the FY 2024 
payment determination and subsequent 

years, we proposed to use Q1–Q4 data 
of the applicable calendar year for 
validation of both chart-abstracted 
measures and eCQMs. For example, the 
quarters required for validation affecting 
the FY 2024 payment determination 
would occur as displayed in the 
following table. 

In the FY 2021 IPPS/LTCH PPS 
proposed rule (85 FR 32840), we stated 
that we believe aligning the quarters of 
submission data used for both chart- 
abstracted measures and eCQM 
validation will allow hospitals selected 
for validation to more easily track and 
meet validation requirements, such as 
medical records requests from the 
CDAC. 

We invited the public to comment on 
our proposal to incrementally align the 
quarters used for chart-abstracted 
measure and eCQM validation as 
previously discussed. 

Comment: A commenter supported 
use of Q1–Q4 data for validation 
affecting FY 2024 payment 
determination and subsequent years 
because this would streamline the 
process and reduce hospital burden. 

Response: We thank the commenter 
for this support. 

Comment: A few commenters 
requested that CMS require fewer 
quarters for validation. A commenter 
expressed concern that requiring four 
quarters of data for validation of both 
chart-abstracted measures and eCQMs 
would be too high a burden. This 
commenter recommended that CMS 
require no more than two quarters for 
validation. 

Response: While we agree with these 
commenters that restricting data 
validation to fewer calendar quarters 
may lead to some reduction to provider 
burden, we do not believe restricting 
data validation to fewer than two 

quarters would be consistent with our 
goals or approach, which has been 
designed to increase opportunities to 
detect poor reporting (77 FR 53540). 
Additionally, requiring fewer quarters of 
data for validation, which would reduce 
sample size, would impede the 
calculation of statistically significant 
validation scores needed to make 
payment determinations. We also note 
that the proposed increase in quarters 
for eCQM validation would occur in a 
gradual manner; hospitals would be 
validated on 2 quarters of CY 2021 
eCQM data for validation affecting the 
FY 2024 payment determination, on 3 
quarters of CY 2022 eCQM data for 
validation affecting the FY 2025 
payment determination, and 4 quarters 
of CY 2023 eCQM data for validation 
affecting the FY 2026 payment 
determination and for subsequent years. 

After consideration of the public 
comments that we received, we are 
finalizing our proposal as proposed to 
use Q1 through Q4 data of the 
applicable calendar year of both chart- 
abstracted measures and eCQMs for 
validation affecting FY 2024 payment 
determination and subsequent years. 

c. Combination of Chart-Abstracted 
Measure and eCQM Validation 
Beginning With Validation Affecting the 
FY 2024 Payment Determination 

As noted previously, in the FY 2017 
IPPS/LTCH PPS final rule (81 FR 
57173), we finalized a separate 
validation process for eCQMs in the 

Hospital IQR Program. In addition to 
validating the chart-abstracted 
measures, we began validating an 
additional pool of up to 200 randomly 
selected hospitals for eCQMs (81 FR 
57173). 

Upon alignment of validation quarters 
as in section VIII.A.10.b.(2). of the 
preamble of this final rule, we wish to 
combine the validation process for both 
chart-abstracted measures and eCQMs. 
Therefore, in the FY 2021 IPPS/LTCH 
PPS proposed rule, we proposed to 
remove the separate process for eCQM 
validation, beginning with the 
validation affecting the FY 2024 
payment determination (for validation 
commencing in CY 2022 using data 
from the CY 2021 reporting period) (85 
FR 32840). Instead, beginning with 
validation affecting the FY 2024 
payment determination and subsequent 
years, we proposed to incorporate 
eCQMs into the existing validation 
process for chart-abstracted measures 
such that there would be one pool of 
hospitals selected through random 
selection and one pool of hospitals 
selected using targeting criteria, for both 
chart-abstracted measures and eCQMs. 
Under the aligned validation process, a 
single hospital would be selected for 
validation of both eCQMs and chart- 
abstracted measures and would be 
expected to submit data for both chart- 
abstracted measures and eCQMs. For 
specific data submission requirements, 
we refer readers to section VIII.A.10.e of 
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the preamble of this final rule ‘‘Number 
of Cases Required for Validation.’’ 

Comment: Several commenters 
supported alignment of validation 
processes between chart-abstracted 
measures validation, eCQM validation, 
and HAC Reduction Program validation. 
These commenters observed that this 
would reduce burden by improving 
coordination and allow hospitals to 
dedicate resources to patient care. 

Response: We thank these 
commenters for their support. 

Comment: A few commenters 
recommended that CMS delay 
combining the validation processes 
citing concerns about the current 
COVID–19 PHE. 

Response: We acknowledge that 
currently many hospitals are being 
adversely affected by the COVID–19 
PHE, and we do not wish to further 
burden these hospitals. However, our 
proposal to combine the eCQM and 
chart-abstracted validation processes 
begins with validation affecting the FY 
2024 payment determination (that is, 
validation commencing in CY 2022 
using data from the CY 2021 reporting 
period). We believe that this provides 
sufficient time for hospitals to prepare 
for the combined process. 

Comment: A commenter requested 
that due to increased data submission 
requirements associated with having to 
submit chart-abstracted measure data, 
eCQM data, and HAC Reduction 
Program data, CMS extend the data 
submission timeframe to provide copies 
of the medical records from 30 days to 
60 days. 

Response: We do not believe that our 
proposals significantly increase the data 
submission requirements. We note that 
up until validation affecting the FY 
2022 payment determination, when the 
HAC Reduction Program and Hospital 
IQR Program split validation approaches 
(83 FR 41482), hospitals selected for 
validation were already reporting HAC 
and chart-abstracted measure data. 
Furthermore, up through validation 
affecting the FY 2022 payment 
determination, hospitals reported a total 
of five chart-abstracted measures for 
validation (83 FR 41608); whereas, for 
validation affecting the FY 2023 
payment determination and subsequent 
years, hospitals will only be reporting 
one chart-abstracted measure for 
validation (82 FR 38400). Because 
hospitals have previously been able to 
report these higher volumes of measures 
within the previously established 
validation data submission timeframe of 
30-days (76 FR 51645 for chart- 
abstracted and 81 FR 57179 for eCQMs), 
we believe that the 30-day period 
continues to be appropriate. 

Comment: A few commenters 
expressed concern regarding the effect 
of combining the HAC Reduction 
Program validation and the Hospital 
IQR Program’s eCQM and chart- 
abstracted measure validation processes 
on payment determinations. 

Response: We interpret the comment 
to mean that commenters are concerned 
that failing validation for the Hospital 
IQR Program or the HAC Reduction 
Program could lead to penalties under 
both programs. We are combining and 
aligning the hospital pool for the 
validation selection processes for the 
Hospital IQR Program and the HAC 
Reduction Program only. To be clear, 
these two programs will retain distinct 
and separate processes for validating 
submitted data, scoring, and applying 
any payment impacts to hospitals that 
fail validation. Failing Hospital IQR 
Program validation will not directly 
affect validation under the HAC 
Reduction Program, or vice versa. 

Comment: A commenter 
recommended against adopting a 
combined validation process because of 
the belief that a consolidated process 
would be more burdensome than 
individual processes due to the multiple 
measure types affected by the new 
process. 

Response: We are clarifying here that 
we are combining and aligning the 
hospital pool for the validation selection 
processes for the Hospital IQR Program 
and the HAC Reduction Program only. 
To be clear, these two programs will 
retain distinct and separate processes 
for validating submitted data, scoring, 
and applying any payment impacts to 
hospitals that fail validation. We refer 
readers to section VIII.A.10.f.2 below 
where we discuss the Hospital IQR 
Program validation process and section 
IV.M.6 where we discuss the HAC 
Reduction Program validation process 
in more detail. While there may be some 
instances of increased burden for 
specific hospitals, we disagree with the 
commenter that this approach is more 
burdensome for the majority of 
hospitals. Under previously established 
validation requirements, hospitals 
selected for validation were already 
required to submit medical records for 
both clinical process of care and HAI 
measures. While our proposed policy 
would add the requirement for hospitals 
selected for validation to also submit 
medical records for eCQMs, the number 
of requested medical records for eCQM 
cases (eight cases per quarter over two 
quarters for a total of 16 cases for 
validation affecting the FY 2024 
payment determination) remains low 
relative to clinical process of care cases 
(8 cases per quarter, over four quarters) 

and HAI cases (10 cases per quarter, 
over four quarters), that will be required 
for validation affecting the FY 2024 
payment determination. Combining and 
aligning the hospital pool for validation 
between the programs would reduce 
burden by 400 hospitals per year 
starting with validation affecting the FY 
2024 payment determination. This is 
supported by the majority of comments 
that we received in response to this 
proposal, which indicate that most 
hospitals believe that the combined 
process will be less burdensome. In 
addition, as discussed further below, we 
also proposed to reduce the overall 
number of hospitals selected for 
validation from 800 to up to 400, which 
reduces the overall validation burden. 

(1) Targeted Selection of Hospitals for 
Validation 

We refer readers to the FY 2013 IPPS/ 
LTCH PPS final rule (77 FR 53552 
through 53553) and the FY 2014 IPPS/ 
LTCH PPS final rule (78 FR 50834) 
where we finalized targeted chart- 
abstracted measure validation for a 
supplemental sample of hospitals in 
addition to random validation. The 
supplemental sample of hospitals 
includes all hospitals that failed 
validation in the previous year and a 
random sample of hospitals meeting 
certain targeting criteria. These criteria 
are as follows: 

• Any hospital with abnormal or 
conflicting data patterns. One example 
of an abnormal data pattern would be if 
a hospital has extremely high or 
extremely low values for a particular 
measure. As described in the FY 2013 
IPPS/LTCH PPS final rule, we define an 
extremely high or low value as one that 
falls more than 3 standard deviations 
from the mean which is consistent with 
the Hospital OQR Program (76 FR 
74485). An example of a conflicting data 
pattern would be if two records were 
identified for the same patient episode 
of care but the data elements were 
mismatched for primary diagnosis. 
Primary diagnosis is just one of many 
fields that should remain constant 
across measure sets for an episode of 
care. Other examples of fields that 
should remain constant across measure 
sets are patient age and sex. Any 
hospital not included in the base 
validation annual sample and with 
statistically significantly more abnormal 
or conflicting data patterns per record 
than would be expected based on 
chance alone (p < .05), would be 
included in the population of hospitals 
targeted in the supplemental sample. 

• Any hospital with rapidly changing 
data patterns. For this targeting 
criterion, we define a rapidly changing 
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data pattern as a hospital which 
improves its quality for one or more 
measure sets by more than 2 standard 
deviations from 1 year to the next, and 
also has a statistically significant 
difference in improvement (one-tailed p 
< .05) (77 FR 53553). 

• Any hospital that submits data to 
NHSN after the Hospital IQR Program 
data submission deadline has passed. 

• Any hospital that joined the 
Hospital IQR Program within the 
previous 3 years, and which has not 
been previously validated. 

• Any hospital that has not been 
randomly selected for validation in any 
of the previous 3 years. 

• Any hospital that passed validation 
in the previous year, but had a two- 
tailed confidence interval that included 
75 percent. 

• Any hospital which failed to report 
to NHSN at least half of actual HAI 
events detected as determined during 
the previous year’s validation effort. 

In the FY 2021 IPPS/LTCH PPS 
proposed rule, we proposed that 
beginning with validation affecting the 
FY 2024 payment determination, the 
existing targeting criteria would apply 
to all applicable hospitals, capturing 
both measure types (that is, chart- 
abstracted measures and eCQMs) (85 FR 
32841). In other words, we proposed to 
expand targeted validation to include 
eCQMs, not just chart-abstracted- 
measures. We stated that doing so will 
facilitate the proposed combination of 
chart-abstracted and eCQM validation 
such that hospitals selected under this 
combined targeting approach would be 
validated for both chart-abstracted and 
eCQMs. 

Additionally, we clarified that a 
hospital that has been granted an 
Extraordinary Circumstances Exception 
could still be selected for validation 
(chart-abstracted measures and eCQMs) 
under the targeting criteria. We invited 
public comment on our proposal. 

Comment: Several commenters 
supported aligning hospital selection for 
eCQMs, HAC Reduction Program, and 
Hospital IQR Program chart-abstracted 
measure validation, including applying 
the existing targeted criteria. 

Response: We thank these 
commenters for their support. 

Comment: Several commenters 
expressed concern regarding the 
proposal to allow hospitals granted 
ECEs to be selected for validation. A 
commenter observed that ECEs 
represent potential operational 
disruptions to hospitals which could 
impact validation. A commenter 
recommended that CMS retain this 
exclusion. Another commenter 
recommended that CMS defer validation 

for hospitals that have been granted an 
ECE until the first validation period 
following the expiration of the ECE. 

Response: The validation process 
requires hospitals to submit charts to 
support data they submitted during an 
applicable reporting period. If a hospital 
was granted an ECE and did not report 
data for the applicable reporting period, 
the hospital would not submit data on 
any cases and, therefore, there would be 
no cases for the hospital to support 
through submission of medical charts 
for validation. This would not affect the 
hospital’s validation score. In the case 
that validation is occurring during a 
period excepted by an ECE applicable to 
data submitted prior (that is, validation 
requests that are sent to hospitals during 
an ECE period for data reporting periods 
that occurred prior to the ECE), we 
believe that the importance of ensuring 
the validity of publicly reported data 
(which reflects care provided prior to 
the extraordinary circumstance) may be 
sufficient to require hospitals to submit 
charts for validation during that period. 
However, we acknowledge the 
commenters’ concern and will consider 
extending the validation data 
submission period in future rulemaking. 

After consideration of the public 
comments, we are finalizing our 
proposal as proposed to apply our 
existing targeting criteria to all 
applicable hospitals, capturing both 
measure types (that is, chart-abstracted 
measures and eCQMs). 

(2) Number of Hospitals 
In the FYs 2013 and 2014 IPPS/LTCH 

PPS final rules (77 FR 53551 through 
53554 and 78 FR 50833), we finalized 
that for chart-abstracted measure 
validation, we take an annual sample 
from 400 randomly selected hospitals 
and from up to 200 hospitals selected 
using targeting criteria. In the FY 2017 
IPPS/LTCH PPS final rule (81 FR 57173 
through 57178), we finalized that for 
eCQMs, we take an annual sample of up 
to 200 randomly selected hospitals that 
have not been selected for chart- 
abstracted measure validation. Under 
these existing policies, we may validate 
data from up to a total of 800 hospitals 
for a given year for both chart-abstracted 
measures and eCQMs. 

In the FY 2021 IPPS/LTCH PPS 
proposed rule, we proposed to change 
the hospital selection policies to reduce 
the total number of hospitals selected 
for validation from up to 800 hospitals 
to up to 400 hospitals, beginning with 
validation affecting the FY 2024 
payment determination (85 FR 32841). 
We proposed that up to 200 hospitals 
would be selected randomly and up to 
200 would be selected using targeted 

criteria. Here, we summarize and 
respond to general comments. Detailed 
descriptions on proposals to effectuate 
that reduction and related comments 
and responses follow further below. 

Comment: Several commenters 
supported the reduction from 800 
hospitals to up to 400 hospitals to be 
selected for validation. Some of these 
commenters observed that this would 
reduce administrative burden and 
others observed that it would allow 
hospitals to focus resources on patient 
focused activities. 

Response: We thank these 
commenters for their support. 

Comment: Several commenters 
expressed concern that reducing the 
number of hospitals selected for 
validation may lead to too small a 
sample size to ensure data validity. 

Response: We recognize that a smaller 
sample size may impact the reliability of 
the data. However, as we noted in the 
proposed rule, based on the expected 
percentage of hospitals passing 
validation (which we estimated at 96 
percent based on values from validation 
affecting the FY 2018, FY 2019, and FY 
2020 payment determinations, which 
were 96.4 percent, 95.8 percent, and 
96.2 percent respectively), our power 
calculation indicates that with a pool of 
up to 200 hospitals, we can be highly 
confident that at least 94.8 percent of all 
hospitals in the Hospital IQR Program 
population are achieving the requisite 
reliability score. We will continue to 
monitor the number of hospitals passing 
validation and if the pass rate falls to a 
level where we can no longer be 
confident in the reliability scores of 
hospitals in the Hospital IQR Program 
population, we will address this issue in 
future rulemaking. 

Comment: A few commenters 
recommended further reducing the 
number of selected hospitals to further 
reduce burden, especially due to the 
burden of COVID–19 on hospitals. 

Response: Because the minimum 
sample size required to assess the 
percentage of hospitals in the Hospital 
IQR Program depends on the expected 
percentage of hospitals that fail 
validation, we do not believe that we 
can reduce the number of selected 
hospitals below the proposed amount of 
up to 400 at this time. However, we will 
continue to evaluate the number of 
hospitals required to be statistically 
confident that hospitals in the Hospital 
IQR Program population are achieving 
the requisite reliability score. 

(a) Number of Hospitals Under Random 
Selection 

Instead of taking an annual sample 
from 400 randomly selected hospitals as 
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466 CAUTI, CDI, CLABSI, Colon and Abdominal 
Hysterectomy SSI, and MRSA Bacteremia. 

previously finalized, we proposed to 
reduce the number of hospitals selected 
at random for validation to up to 200 
hospitals, beginning with validation 
affecting the FY 2024 payment 
determination (measure data collected 
during CY 2021 and submitted during 
CY 2022 for the FY 2023 payment 
determination). We proposed these 
changes in conjunction with the HAC 
Reduction Program and refer readers to 
section IV.M. of this final rule for those 
proposals. We believe that reducing the 
total number of hospitals selected for 
chart-abstracted measure validation 
each year to ‘‘up to 200’’ would 
maintain a sufficient sample size for a 
statistically meaningful estimate of 
hospitals’ reporting accuracy and help 
streamline the process for both 
programs. 

One of our goals for the annual 
random sample is to estimate the total 
percentage of hospitals in the Hospital 
IQR Program that have been reporting 
unreliable data. The basic premise 
behind random sampling is that one can 
learn something about all hospitals by 
gathering data on just a subset of 
hospitals (77 FR 53552). The minimum 
sample size required to assess the 
percentage of hospitals in the Hospital 
IQR Program that have been reporting 
unreliable data depends on the expected 
percentage of hospitals that fail 
validation. Because a very high 
percentage of Hospital IQR Program 
hospitals pass validation (96.4 percent 
for the FY 2018 payment determination, 
95.8 percent for the FY 2019 payment 
determination, and 96.2 percent for the 
FY 2020 payment determination), we 
believe that we can reduce burden on 
hospitals by selecting fewer hospitals 
for the base annual random sample 
without adversely affecting our estimate 
of this percentage. Using an estimated 
passing rate of 96 percent, our power 
calculations indicate that with a pool of 
up to 200 hospitals, we can be highly 
confident that at least 94.8 percent of all 
hospitals in the Hospital IQR Program 
population are achieving the requisite 
reliability score. 

In addition, in the FY 2019 IPPS/ 
LTCH PPS final rule, we finalized 
removal of five healthcare associated 
infection measures 466 from the Hospital 
IQR Program and incorporated the same 
measures into the HAC Reduction 
Program (83 FR 41547 through 41553). 
Because of this, in the FY 2019 IPPS/ 
LTCH PPS final rule, we also created 
validation policies under the HAC 
Reduction Program (83 FR 41479 
through 41483). Following the transfer 

of NHSN HAI measure validation to the 
HAC Reduction Program, we are 
proposed that both the Hospital IQR 
Program and the HAC Reduction 
Program use a single random hospital 
sample of up to 200 hospitals beginning 
with validation affecting the FY 2024 
payment determination. In other words, 
hospitals would be randomly selected 
and this pool of up to 200 hospitals 
would be validated under both 
programs. 

In the FY 2021 IPPS/LTCH PPS 
proposed Rule, we proposed to change 
the Hospital IQR Program policy from 
an exact number of hospitals selected 
for random validation (that is, 400) to a 
range (that is, up to 200) (85 FR 32842). 
This is because there are some hospitals 
that are eligible for the HAC Reduction 
Program, but which do not also 
participate in the Hospital IQR Program. 
Over 95 percent of hospitals that are 
eligible for the HAC Reduction Program 
also participate in the Hospital IQR 
Program. The small proportion of 
hospitals that do not participate in the 
Hospital IQR Program would be 
included in the single pool from which 
hospitals could be randomly selected; 
however, if such a hospital were 
selected for validation, it would not be 
required to submit data for validation 
under the Hospital IQR Program. 
Therefore, selecting a single sample for 
both programs could potentially result 
in a number totaling less than 200 
hospitals for validation of Hospital IQR 
Program chart-abstracted data because 
hospitals that are eligible for the HAC 
Reduction Program, but do not 
participate in the Hospital IQR Program 
would not be validated in the Hospital 
IQR Program. This is consistent with the 
previously finalized Hospital IQR 
Program chart-abstracted validation 
process, for which hospitals were 
subject to both chart-abstracted measure 
validation as well as HAI measure 
validation (83 FR 41608). The only 
difference is that HAI measure 
validation has since moved to the HAC 
Reduction Program and, hence, the HAI 
validation performance will be 
accounted for under the HAC Reduction 
Program. 

We stated our belief that this proposal 
will simplify validation for hospitals 
under both programs and enable us to 
continue validating Hospital IQR 
Program chart-abstracted data without 
increasing the total number of hospitals 
selected for validation across both 
programs. We also refer readers to 
section IV.M. of the preamble of this 
final rule for more detail on the 
validation proposals for the HAC 
Reduction Program. Again, we note that 
this proposal is being made in 

conjunction with that in the HAC 
Reduction Program, and finalization of 
this proposal in the Hospital IQR 
Program would be contingent on the 
HAC Reduction Program proposal also 
being finalized. 

We invited public comment on this 
proposal. 

Comment: A commenter requested 
clarification regarding how the HAC 
Reduction Program validation process 
would apply to hospitals selected for 
Hospital IQR Program validation. This 
commenter observed that the validation 
process for the HAC Reduction Program 
is described in a separate rule section 
and noted that this could lead to 
confusion regarding how the two 
processes interact. 

Response: We are clarifying here that 
we are combining and aligning the 
hospital pool for the validation selection 
processes for the Hospital IQR Program 
and the HAC Reduction Program only. 
To be clear, these two programs will 
retain distinct and separate processes 
for validating submitted data, scoring, 
and applying any payment impacts to 
hospitals that fail validation. The 
Hospital IQR Program will validate 
these hospitals’ data using the 
methodology laid out in this section; the 
HAC Reduction Program will validate 
these hospitals’ data using the 
methodology described in section IV.M 
of the preamble of this final rule. 

After consideration of the public 
comments, we are finalizing our 
proposal as proposed to change the 
Hospital IQR Program policy from an 
exact number of hospitals selected for 
random validation (that is, 400) to a 
range (that is, up to 200). We refer 
readers to section M.6 of this final rule 
where we are also finalizing similar 
policies under the HAC Reduction 
Program. 

(b) Exclusion Criteria 
In the FY 2018 IPPS/LTCH PPS final 

rule (82 FR 38399), we finalized 
exclusion criteria, applied before the 
random selection of up to 200 hospitals 
for eCQM validation. The exclusion 
criteria include any hospital— 

• Selected for chart-abstracted 
measure validation; 

• That has been granted an 
Extraordinary Circumstances Exception 
(ECE); and 

• That does not have at least five 
discharges for at least one reported 
eCQM included among their QRDA I file 
submissions (81 FR 57174 and 82 FR 
38399). 

Hospitals meeting one or more of 
these exclusion criteria are not eligible 
for selection for eCQM validation each 
year (82 FR 38399). 
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In the FY 2021 IPPS/LTCH PPS 
proposed rule, in conjunction with our 
proposal to combine chart-abstracted 
measure and eCQM validation, we 
proposed to remove all of the previously 
finalized exclusion criteria (as 
previously referenced) beginning with 
validation affecting the FY 2024 
payment determination and for 
subsequent years (85 FR 32842). Since 
a separate sample of hospitals for eCQM 
validation will no longer need to be 
identified, the previously finalized 
exclusion criteria for eCQM validation 
hospital selection will no longer be 
needed. We invited public comment on 
our proposal to remove the previously 
finalized exclusion criteria. We stated 
that finalization of this proposal would 
be contingent on finalization of our 
proposal to combine chart-abstracted 
measure and eCQM validation. 

Comment: A few commenters 
requested clarification regarding how 
the existing exclusion criteria, 
particularly the exclusion of hospitals 
from selection for eCQM validation if 
they have been granted an ECE, apply to 
the consolidated validation process. 

Response: We refer readers to the FY 
2016 IPPS/LTCH PPS Final Rule (80 FR 
49695) for our policies regarding ECEs 
for eCQM issues. Our regulations at 42 
CFR 412.140 state that CMS may grant 
an exception with respect to quality 
data reporting requirements in the event 
of extraordinary circumstances beyond 
the control of the hospital. Specific 
requirements for submission of a request 
for an exception are available on 
QualityNet.org. In the FY 2016 IPPS/ 
LTCH PPS Final Rule, we stated that our 
targeting criteria permits that a hospital 
may be selected for chart-abstracted 
validation even if it has been granted an 
ECE with respect to one or more chart- 
abstracted measures for the applicable 
data collection period (81 FR 57174). 
Our previous policy was that if a 
hospital was granted an ECE with 

respect to eCQM reporting for the 
applicable eCQM reporting period, the 
hospital would be excluded from the 
eCQM validation sample due to its 
inability to supply data for validation 
(81 FR 57174). In the FY 2021 IPPS/ 
LTCH PPS proposed rule (85 FR 32842), 
we proposed to remove this exclusion in 
light of our proposal to combine chart- 
abstracted measure and eCQM 
validation. While such hospitals may be 
unable to supply eCQM data, we believe 
they would continue to be able to 
supply HAI and chart-abstracted 
measure data for validation of these 
measures. We note that hospitals that 
have been granted ECEs for any general 
reason have not previously been 
automatically excluded from being 
selected for chart-abstracted or HAI 
measure data validation (77 FR 53552 
through 53553), and this continues to be 
the case. However, because the 
consolidated validation process will 
apply across multiple data types, we no 
longer believe that these exclusions are 
necessary. A hospital affected by an ECE 
related to eCQM reporting may be 
unable to supply data regarding eCQMs 
however, we believe it would still be 
able to supply data for validation of the 
HAIs and chart-abstracted measures as 
they have been required to under our 
existing policies. 

Comment: A commenter requested 
that CMS clarify whether a hospital 
would be excluded from validation if it 
did not have at least five discharges for 
at least one reported eCQM included 
among its QRDA I file submissions. 

Response: We do not believe this or 
any of the other previously established 
exclusion criteria are needed because 
these exclusion criteria were established 
for hospitals that may not have data for 
eCQM validation. Because we are 
finalizing our proposal to combine 
chart-abstracted measure and eCQM 
validation in section VIII.A.10.f, below, 
we believe that even if hospitals do not 

have data to submit for eCQM 
validation, they should have data to 
submit for chart-abstracted measure 
validation, and therefore, should be 
eligible to be selected for validation. 
After consideration of the public 
comments, we are finalizing our 
proposal as proposed to remove all of 
the previously finalized exclusion 
criteria beginning with validation 
affecting the FY 2024 payment 
determination and for subsequent years. 

(c) Number of Hospitals Selected Under 
Targeted Selection 

We refer readers to FY 2013 IPPS/ 
LTCH PPS final rule (77 FR 53552 
through 53553) where we previously 
established that we would select up to 
200 hospitals for chart-abstracted 
measures data validation using the 
targeting criteria described in section 
VIII.A.11.c. of the preamble of this final 
rule. The Hospital IQR Program does not 
currently have a policy for targeted 
selection of hospitals for eCQM 
validation. 

In the FY 2021 IPPS/LTCH PPS 
proposed rule, while we did not 
propose any changes to the number of 
hospitals selected using targeting 
criteria (see sections VIII.A.3.c.(1) and 
VIII.A.10.a. of this final rule), we 
proposed to combine chart-abstracted 
measure and eCQM validation and to 
decrease the number of randomly 
selected hospitals (85 FR 32842 through 
32843); we also refer readers to sections 
VIII.A.3.c.(1) and VIII.A.10.a above 
where these are discussed. If these 
proposals are both finalized, the total 
number of hospitals selected for 
validation (for both chart-abstracted 
measures and eCQMs) would be at 
maximum 400 (up to 200 hospitals 
randomly selected + up to 200 hospitals 
using targeting criteria). The current and 
proposed validation hospital numbers 
and measure types are illustrated in the 
tables that follow: 
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Under the aligned validation process 
we are finalizing in this final rule, the 
Hospital IQR Program would validate a 
pool of up to 400 hospitals (up to 200 
randomly selected and up to 200 
selected using the targeting criteria), 
across both measure types. 

d. Use of Electronic File Submissions 
for Chart-Abstracted Measure Medical 
Records Requests Beginning With 
Validation Affecting the FY 2024 
Payment Determination 

Currently, hospitals may choose to 
submit paper copies of medical records 
for chart-abstracted measure validation 
(75 FR 50226), or they may submit 
copies of medical records for validation 
by securely transmitting electronic 
versions of medical information (78 FR 
50834 and 79 FR 50269). Submission of 
electronic versions can either entail 
downloading or copying the digital 
image of the medical record onto CD, 
DVD, or flash drive (78 FR 50835), or 
submission of PDFs using a secure file 
transmission process after logging into 
the QualityNet Secure Portal (also 
referred to as the Hospital Quality 
Reporting (HQR) System) (79 FR 50269). 
We reimburse hospitals at $3.00 per 
chart (78 FR 50956). Neither paper 
copies nor submission of CD, DVD, or 
flash drive is applicable for eCQMs 
since that data is required to be 
submitted electronically via Secure File 
Transfer (81 FR 57174 through 57178). 

In the FY 2021 IPPS/LTCH PPS 
proposed rule, we proposed to 
discontinue the option for hospitals to 
send paper copies of, or CDs, DVDs, or 
flash drives containing medical records 
for validation affecting the FY 2024 
payment determination (that is, 
beginning with data submission for Q1 
of CY 2021) (85 FR 32843). We proposed 
to require hospitals to instead submit 

only electronic files when submitting 
copies of medical records for validation 
of chart-abstracted measures, beginning 
with validation affecting the FY 2024 
payment determination (that is, Q1 of 
CY 2021) and for subsequent years. 
Under this proposal, hospitals would be 
required to submit PDF copies of 
medical records using direct electronic 
file submission via a CMS-approved 
secure file transmission process. We 
would continue to reimburse hospitals 
at $3.00 per chart, consistent with the 
current reimbursement amount for 
electronic submissions of charts. 

We strive to provide the public with 
accurate quality data while maintaining 
alignment with hospital recordkeeping 
practices. We appreciate that hospitals 
have rapidly adopted EHR systems as 
their primary source of information 
about patient care, which can facilitate 
the process of producing electronic 
copies of medical records (78 FR 50834). 
Additionally, we monitor the medical 
records submissions to the CMS Clinical 
Data Abstraction Center (CDAC) 
contractor, and have found that almost 
two-thirds of hospitals already use the 
option to submit PDF copies of medical 
records as electronic files. In our 
assessment based on this monitoring, 
we believe requiring electronic file 
submissions can be a more effective and 
efficient process for hospitals selected 
for validation. Requiring electronic file 
submissions reduces the burden of not 
only coordinating numerous paper- 
based pages of medical records, but also 
of having to then ship the papers or 
physical digital media storage to the 
CDAC. Therefore, we believe it is 
appropriate to require that hospitals use 
electronic file submissions via a CMS- 
approved secure file transmission 

process. We invited public comment on 
our proposal. 

Comment: Several commenters 
supported the proposal to require 
hospitals to submit only electronic files 
when submitting copies of medical 
records for validation of chart-abstracted 
measures. A commenter noted that 
requiring electronic files will reduce 
administrative burden. 

Response: We thank the commenters 
for their support and agree that the 
proposal will reduce administrative 
burden. 

Comment: A few commenters 
supported the proposal, but expressed 
concern that requiring electronic file 
submissions for chart-abstracted 
measure validation will be burdensome 
given the COVID–19 public health 
emergency (PHE) and asked CMS to 
delay this requirement. A commenter 
expressed concern that the influenza 
season and potential increased COVID– 
19 case counts in fall 2020 would make 
it more difficult for facilities to 
implement such a change and asked that 
the proposal be delayed by one year. In 
the meantime, the commenter suggested 
reducing the reimbursement rate for the 
paper-based submissions to encourage 
electronic submissions and reduce the 
cost to CMS of administering the 
program. 

Response: We appreciate the 
commenters support for the proposal 
and recognize that some organizations 
do not submit validation data 
electronically and therefore will need to 
update their processes if they are 
selected for validation. However, we 
believe that the relative security of 
electronic submission versus mailing 
paper records outweighs the effort of 
updating processes. Furthermore, we 
believe that the reduced effort of 
printing, packaging, and mailing records 
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will offset the burden of updating 
processes and reduce the impact of 
potential shipping delays on validation 
Based on our monitoring of medical 
record submissions to the CMS Clinical 
Data Abstraction Center (CDAC) 
contractor, we believe requiring 
electronic file submissions is a more 
effective and efficient process and will 
reduce burden for hospitals selected for 
validation, which we believe to be 
especially critical during the COVID–19 
PHE and a potential increase in volume 
of influenza cases. We appreciate the 
commenter’s suggestion to reduce 
reimbursement for paper charts to 
incentivize transition to electronic 
records, however, we believe that the 
efficiencies of electronic data 
submission outweigh any benefits to 
delaying this change. 

Comment: A commenter expressed 
concern that PDF copies of some patient 
files may take a long time to upload to 
Secure File Transfer and cause the 
application to time out. The commenter 
suggested a work around should any 
upload errors occur. Another 
commenter stated their belief that PDF 
files cannot be easily extracted without 
further processing or formatting and that 
interoperability requires that 
information be exchanged using 
common data standards to facilitate 
coordinated care and improved 
outcomes. This commenter encouraged 
CMS to develop and implement an 
industry-wide open application program 
interface (API) standard. 

Response: We appreciate the 
commenters’ concerns and will monitor 
the PDF upload process, and if needed, 
modify the process or consider 
improvements for future rulemaking. 
We believe that requiring PDF file 
submissions will ultimately decrease 
burden. 

Comment: A commenter asked if the 
format for CMS’s validation request to 
hospitals will be modified and if all 
communication between the hospital 
and CMS for the validation process will 
be electronic. 

Response: We have not proposed any 
changes to the formats of the validation 
request or other communications in the 
validation process. 

After consideration of the public 
comments, we are finalizing our 
proposal as proposed to require 
hospitals to submit only electronic files 
when submitting copies of medical 
records for validation of chart-abstracted 
measures, beginning with validation 
affecting the FY 2024 payment 
determination (that is, Q1 of CY 2021) 
and for subsequent years. Under this 
policy, hospitals would be required to 
submit PDF copies of medical records 

using direct electronic file submission 
via a CMS approved secure file 
transmission process. We will continue 
to reimburse hospitals at $3.00 per 
chart, consistent with the current 
reimbursement amount for electronic 
submissions of charts. 

e. Number of Cases Required for 
Validation 

(1) Chart-Abstracted Measures 

We refer readers to the FY 2017 IPPS/ 
LTCH PPS final rule (81 FR 57179 
through 57180) where we established a 
process in which the CDAC contractor 
requests selected hospitals to submit 
eight randomly selected medical records 
on a quarterly basis from which data are 
abstracted (for a total of 32 records per 
year). Once the CDAC contractor 
receives the data, it re-abstracts the 
measures which were submitted by the 
hospitals for the Hospital IQR Program 
and calculates the percentage of 
matching measure numerators and 
denominators for each measure within 
each chart submitted by the hospital. 
Each selected case may have multiple 
measures included in the validation. We 
did not propose any changes to the 
number of cases required from each 
selected hospital for chart-abstracted 
measure validation. 

(2) eCQMs 

In the FY 2018 IPPS/LTCH PPS final 
rule (82 FR 38398 through 38399), we 
finalized that selected hospitals must 
submit eight cases per reported quarter 
to complete eCQM data validation. We 
consider a sample of eight cases per 
quarter to be the minimum sample size 
needed to accurately ascertain the 
quality of the reported data (82 FR 
38399). Each selected case may have 
multiple measures included in the 
validation. 

In the FY 2021 IPPS/LTCH PPS 
proposed rule, we did not propose any 
changes to this policy. However, we 
refer readers to section VIII.A.10.e. of 
the preamble (Reporting and 
Submission Requirements for eCQMs) of 
this final rule for more details on our 
finalized proposal to increase the 
number of quarters for which hospitals 
are required to report eCQM data: From 
one self-selected quarter of data to four 
quarters of data progressively over 
several years. With the finalization of 
the increased eCQM reporting quarters, 
hospitals selected for validation will be 
required to submit: (1) A total of 16 
requested cases from 2 calendar quarters 
of CY 2021 eCQM data (8 cases × 2 
quarters) for validation affecting the FY 
2024 payment determination; (2) a total 
of 24 requested cases from 3 quarters of 

CY 2022 eCQM data (8 cases × 3 
quarters) for validation affecting the FY 
2025 payment determination; and (3) a 
total of 32 requested cases over 4 
quarters of data (8 cases × 4 quarters), 
starting with validation of CY 2023 
eCQM data, for validation affecting the 
FY 2026 payment determination and for 
subsequent years. This means that for 
eCQM validation, hospitals will have to 
submit validation data for each quarter 
of their self-selected eCQM submission 
quarters. 

f. Scoring Processes 

(1) Current Scoring Process 

Currently, there are two separate 
processes for payment determinations 
related to validation requirements—one 
for chart-abstracted measure validation 
and another for eCQM validation. 

For chart-abstracted measure 
validation scoring, under the current 
process, the CDAC contractor requests 
that hospitals submit eight randomly 
selected medical records on a quarterly 
basis from which data are abstracted 
and submitted by the hospital to the 
Clinical Data Warehouse (for a total of 
32 records per year per hospital). Once 
the CDAC contractor receives the data, 
it re-abstracts the same data submitted 
by the hospitals and calculates the 
percentage of matching measure 
numerators and denominators for each 
measure within each chart submitted by 
the hospital (81 FR 57179 through 
57180). Each selected case may have 
multiple measures included in the 
validation score. Specifically, one 
patient may meet the numerator and 
denominator criteria for multiple 
measures, and therefore, would generate 
multiple measures in the validation 
score. Consistent with previous years, 
each quarter and clinical topic is treated 
as a stratum for variance estimation 
purposes. Approximately 4 months after 
each quarter’s validation submission 
deadline, validation results for chart- 
abstracted measures for the quarter are 
posted on the QualityNet Secure Portal 
(also referred to as the Hospital Quality 
Reporting (HQR) System). At the end of 
the year, the validation score is 
calculated by combining the data from 
all four quarters into one agreement rate 
for each hospital. At this point, we 
calculate a confidence interval around 
the agreement rate for each hospital 
using a normal distribution assumption. 
The upper bound of the confidence 
interval is calculated as the final 
validation score. A hospital must attain 
at least a 75 percent validation score 
based upon all four quarters of chart- 
abstracted data validation to pass the 
validation requirement. The overall 
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467 https://qualitynet.org/inpatient/data- 
management/ecqm-data-validation. 

validation score from the chart- 
abstracted measure is used to determine 
whether a hospital has met the 
validation requirement under the 
Hospital IQR Program for purposes of 
the annual payment update. 
Specifically, if a hospital fails chart- 
abstracted validation (because the 
validation score was below 75 percent), 
it would receive an applicable annual 
reduction to the hospital’s IPPS market 
basket update (APU) for failing to 
meeting all Hospital IQR Program 
requirements. 

eCQM validation is different, because 
the accuracy of eCQM data submitted 
for validation (as measured by the 
agreement rate) does not currently affect 
a hospital’s payment determination as 
described in the FY 2017 IPPS/LTCH 
PPS final rule (81 FR 57181). As 
finalized in the FY 2018 IPPS/LTCH 
PPS final rule (82 FR 38398 through 
38399), selected hospitals must submit 
eight cases, per self-selected quarter to 
complete eCQM data validation. 
Because the reporting quarter is self- 
selected, validation occurs on an annual 
basis using all 8 cases that are 
submitted. For hospitals to receive their 
full APU, they must provide at least 75 
percent of requested eCQM medical 
records in a timely and complete 
manner (82 FR 38398 through 38401). 
Hospitals receive eCQM validation 
results through email communications 
on an annual basis.467 

(2) Weighted Scoring 
To support the transition to a 

combined validation process for both 
chart-abstracted measures and eCQMs, 
in the FY 2021 IPPS/LTCH PPS 
proposed rule (85 FR 32844), we 
proposed to provide one combined 
validation score starting with validation 
affecting the FY 2024 payment 
determination and for subsequent years. 
Specifically, this single score would 
reflect a weighted combination of a 
hospital’s validation performance for 
chart-abstracted measures and eCQMs. 
Since eCQMs are not currently validated 
for accuracy, we proposed that the 
eCQM portion of the combined 
agreement rate would be multiplied by 
a weight of zero percent and chart- 
abstracted measure agreement rate 
would be weighted at 100 percent for 
validation affecting the FY 2024 
payment determination and subsequent 
years (that is, starting with the CY 2021 
discharge data submitted for FY 2023 
payment determination and validation 
affecting the FY 2024 payment 
determination). The agreement rate and 

associated confidence interval would be 
calculated based on the validation data 
collected from each hospital for each 
fiscal year. The validation score 
associated with the combined agreement 
rate would be the upper bound of the 
calculated confidence interval. For more 
detailed information on the confidence 
interval, please refer to the Chart- 
Abstracted Data validation page of 
QualityNet: https://www.qualitynet.org/ 
inpatient/data-management/chart- 
abstracted-data-validation. Under this 
policy, however, in the absence of an 
eCQM score that reflects reporting 
accuracy, hospitals would continue to 
be required to successfully submit at 
least 75 percent of the requested 
medical records for eCQM validation. 
Submission of requested medical 
records at or in excess of this threshold 
would meet the eCQM validation 
requirements. Under this proposal, 
hospitals would continue to receive 
their total validation score annually. 

As we move forward, we will 
determine when eCQM measure data are 
ready for accuracy scoring for 
validation. We have progressively 
increased the number of eCQM 
validation cases (from 8 cases for 
validation affecting FY 2023 payment 
determination, to 16 cases for validation 
affecting FY 2024 payment 
determination, to 24 cases for validation 
affecting FY 2025 payment 
determination, and to 32 cases for 
validation affecting FY 2026 payment 
determination and beyond). The 
additional cases collected and validated 
under the proposal will support the 
calculation of a statistically robust 
validation score. We anticipate 
increasing the eCQM validation score 
weighting in the future to include eCQM 
measures accuracy as part of the overall 
validation score. Any adjustments in the 
weighting and scoring would be 
proposed through future rulemaking. 
We invited public comments on our 
proposal. 

Comment: A few commenters 
supported the proposal to provide a 
single weighted validation score in 
which the eCQM portion of the score 
would be multiplied by a weight of zero 
percent and chart-abstracted measure 
agreement rate would be weighted at 
100 percent. A few of these commenters 
encouraged CMS to continue weighting 
the eCQM score at zero until hospitals 
have become accustomed to reporting 
more than one self-selected quarter of 
data and to the updated validation 
process. 

Response: We thank commenters for 
their support and plan to determine 
when eCQM measure data are ready for 
accuracy scoring for validation as we 

move forward. Any adjustments to the 
validation process, including weighting 
or the method for calculating scores, 
would be proposed through future 
rulemaking. 

Comment: A commenter opposed the 
proposal to weigh the eCQM portion of 
the combined agreement rate at zero 
percent and the chart-abstracted 
measure portion of the agreement rate at 
100 percent. The commenter argued that 
such a weighting would formalize that 
eCQMs can be less accurate measures, 
and therefore, would not serve the 
purpose of validation. The commenter 
recommended developing a validation 
process and scoring system that 
consistently identifies and educates on 
measurement errors regardless of 
whether these errors are in chart- 
abstracted data or electronically 
captured in the EHR. 

Response: Currently, the accuracy of 
eCQM data submitted for validation 
does not affect a hospital’s payment 
determination as described in the FY 
2017 IPPS/LTCH PPS final rule (81 FR 
57181). The proposal to weight the 
eCQM portion of the combined 
agreement rate at zero percent takes this 
existing policy into account and is 
therefore not a change in policy 
regarding the scoring of eCQM data for 
accuracy. Therefore, we disagree with 
commenters that we are formalizing that 
eCQMs can be less accurate measures, 
rather we believe that it continues to 
serve to allow hospitals and their 
vendors to become proficient in 
collecting and reporting eCQM data. We 
appreciate the commenter’s 
recommendation and anticipate 
increasing the eCQM validation score 
weighting in the future to include eCQM 
accuracy as part of the overall validation 
score. We reiterate that any adjustments 
in the weighting and scoring of 
validation scores would be proposed 
through future rulemaking. We refer 
readers to section VIII.A.10.h.ii below 
where we are finalizing an educational 
review process for eCQMs, which will 
provide an opportunity for hospitals to 
ask questions and better understand 
their eCQM validation results in 
addition to the established educational 
review procedures for chart-abstracted 
measures. 

Comment: A few commenters 
expressed concern that CMS would 
increase the weight of the eCQM 
validation score without ensuring the 
eCQM validation process has a level of 
rigor and transparency comparable to 
that of validation of chart-abstracted 
measures. These commenters 
recommended improving the eCQM 
validation process by (1) providing more 
detailed information in validation 
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reports about the causes of a mismatch; 
(2) developing transparent, consistent 
criteria for where in medical records 
CMS’s validators look for information; 
and (3) gradually increasing any 
requirement for eCQM accuracy slowly 
over time. Several commenters provided 
specific recommendations regarding the 
eCQM validation process including: (1) 
Developing a process based on QRDA I 
data; (2) accounting for mid-year eCQM 
specification changes; (3) publishing 
eCQM validation data; and (4) ensuring 
that the team validating eCQM data 
understands the differences between 
eCQM abstraction and chart abstraction. 
A commenter recommended that CMS 
convene stakeholders to address the 
issue of eCQM validation. 

Response: We acknowledge 
commenters’ concerns and thank them 
for their recommendations. We refer 
readers to section VIII.A.12.b.(1). below, 
where we discuss our eCQM validation 
development in more detail. We are 
continually working to improve our 
validation processes including 
developing improved validation reports. 
Furthermore, our intent is to increase 
requirements for eCQM accuracy 
gradually over time from our current 
weighting of zero percent. Additionally, 
we note that we provide the same 
information to hospitals and to our 
validation team regarding measure 
specifications, and therefore we believe 
that we have provided sufficient 
information regarding where within 
medical records abstractors look for 
information. We will take these 

concerns and suggestions into 
consideration as we continue to 
evaluate and develop our eCQM 
validation policies and processes. We 
reiterate that any adjustments in the 
weighting and validation scoring would 
be proposed through future rulemaking. 
We believe that the expanded 
educational review process described in 
section VIII.A.10.h.ii. below will 
increase the transparency of the eCQM 
validation process which will allow 
stakeholders to better comment on the 
rigor of this process at such a time as we 
propose to increase the weight. 

Comment: A few commenters 
requested that CMS delay its proposal to 
provide a combined validation score for 
eCQM and chart-abstracted measure 
validation. These commenters noted 
that, unlike chart-abstracted measure 
validation, eCQM validation does not 
currently account for the accuracy of the 
submissions, rather eCQM validation is 
scored based on submission of the data. 
These commenters recommended 
delaying the proposal to combine eCQM 
and chart-abstracted measure validation 
until an eCQM validation process that 
incorporates accuracy of eCQM data is 
developed and validated. 

Response: We acknowledge that our 
proposed policy does not currently 
reflect validation of eCQMs’ accuracy, 
but believe that our proposal adequately 
addresses the commenters’ concerns by 
weighing the eCQM portion of the 
combined agreement rate at zero percent 
for the time being. We refer readers to 
section VIII.A.12.b.(1). below, where we 

discuss our eCQM validation 
development in more detail. Based on 
our experience, we believe a gradual, 
step-wise approach is beneficial. As we 
move forward, we will use the results of 
these eCQM validation efforts to inform 
future policy-making for when eCQM 
measure data are ready for accuracy 
scoring for validation and when an 
increase in weighting is warranted. 
Thus, we do not believe we should 
delay our proposal. 

After consideration of the public 
comments, we are finalizing our 
proposal as proposed to provide one 
combined validation score starting with 
validation affecting the FY 2024 
payment determination and for 
subsequent years. Specifically, this 
single score would reflect a weighted 
combination of a hospital’s validation 
performance for chart-abstracted 
measures and eCQMs. Since eCQMs are 
not currently validated for accuracy, the 
eCQM portion of the combined 
agreement rate will be multiplied by a 
weight of zero percent and chart- 
abstracted measure agreement rate will 
be weighted at 100 percent for 
validation affecting the FY 2024 
payment determination and subsequent 
years (that is, starting with the CY 2021 
discharge data submitted for FY 2023 
payment determination and validation 
affecting the FY 2024 payment 
determination). 

g. Summary 

Our validation proposals are 
summarized in the following table: 

h. Educational Review Process 

(1) Chart-Abstracted Measures 

In the FY 2015 IPPS/LTCH PPS final 
rule (79 FR 50260), we established an 
educational review process for 
validation of chart-abstracted measures. 

The process was subsequently updated 
in the FY 2018 IPPS/LTCH PPS final 
rule (82 FR 38402 through 38403). In 
this process, hospitals may request an 
educational review if they believe they 
have been scored incorrectly or if they 
have questions about their validation 

results. As noted previously, 
approximately 4 months after each 
quarter’s validation submission 
deadline, validation results for chart- 
abstracted measures for the quarter are 
posted on the QualityNet Secure Portal 
(also referred to as the Hospital Quality 
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468 Hospitals may still request reconsideration 
even if an educational review determined that a 
hospital was scored correctly. Hospitals that fail 
Hospital IQR Program requirements, including 
validation, may request reconsideration after 
receiving notification of their payment 
determination for the applicable fiscal year. 

Reporting (HQR) System). Hospitals 
have 30 calendar days following the 
date validation results are posted to 
identify any potential CDAC or CMS 
errors for the first three quarters of 
validation results and contact the 
Validation Support Contractor (VSC) to 
request an educational review. Upon 
receipt of an educational review request, 
we review the data elements identified 
in the request, as well as the written 
justifications provided by the hospital. 
We provide the results of an educational 
review, outlining the findings of 
whether the scores were correct or 
incorrect, to the requesting hospital 
through a CMS-approved secure file 
transmission process (82 FR 38402). We 
note that at the end of the year, the 
validation score is calculated by 
combining the data from all four 
quarters into one agreement rate for 
each hospital. 

If an educational review yields 
incorrect CMS validation results for 
chart-abstracted measures, we use the 
corrected quarterly score, as 
recalculated during the educational 
review process to compute the final 
confidence interval (82 FR 38402). We 
use the revised score identified through 
an educational review when 
determining whether or not a hospital 
failed validation (82 FR 38402). 
Corrected scores, however, are only 
used if they indicate that the hospital 
performed more favorably than 
previously determined (82 FR 38402).468 
We note that corrections only occur to 
calculations, not to the underlying 
measure data (82 FR 38402). A detailed 
description of the educational review 
process for validation of chart- 
abstracted measures is also available on 
the QualityNet website. We did not 
propose any changes to our educational 
review process for chart-abstracted 
measures. 

(2) Educational Review Process for 
eCQMs for Validation Affecting the FY 
2023 Payment Determination and 
Subsequent Years 

In the FY 2021 IPPS/LTCH PPS 
proposed rule (85 FR 32845), we 
proposed to extend a similar process 
established for chart-abstracted measure 
validation educational reviews to eCQM 
validation beginning with validation 
affecting the FY 2023 payment 
determination and subsequent years 
(that is, starting with data from CY 

2020). While we proposed and are 
finalizing combining the hospital pool 
and generating a single score for both 
eCQM and chart-abstracted measure 
data validation, these underlying 
processes would still remain distinct 
because the underlying data being 
validated is distinct. We believe that 
expanding the educational review 
process to incorporate eCQMs would 
allow hospitals to better understand the 
processes and data for eCQM validation. 
Under our proposal, hospitals may 
request an educational review if they 
believe they have been scored 
incorrectly or if they have questions 
about their validation of eCQMs. 
Specifically, a hospital would have 30 
calendar days to contact the VSC to 
solicit a written explanation of the 
validation performance following the 
date that the validation results were 
provided to the hospital. Because 
hospitals receive eCQM validation 
results on an annual basis, however, 
they would have the opportunity to 
request an educational review once 
annually following receipt of their 
results. Upon receipt of an educational 
review request, we would review the 
requested data elements and written 
justifications provided by the hospital. 
We also proposed to provide the results 
of the eCQM validation educational 
review to the requesting hospital, 
outlining the findings of whether the 
scores were correct or incorrect, through 
a CMS-approved secure file 
transmission process. 

We invited public comment on our 
proposal. 

Comment: Several commenters 
supported the proposal to extend the 
educational review process established 
for chart-abstracted measure validation 
to eCQM validation. 

Response: We thank the commenters 
for their support. 

After consideration of the public 
comments, we are finalizing our 
proposal as proposed to extend a similar 
process established for chart-abstracted 
measure validation educational reviews 
to eCQM- validation beginning with 
validation affecting the FY 2023 
payment determination and subsequent 
years (that is, starting with data from CY 
2020). 

11. Data Accuracy and Completeness 
Acknowledgement (DACA) 
Requirements 

We refer readers to the FY 2013 IPPS/ 
LTCH PPS final rule (77 FR 53554) for 
previously adopted details on DACA 
requirements. We did not propose any 
changes to this policy. 

12. Public Display Requirements 

a. Background 

Section 1886(b)(3)(B)(viii)(VII) of the 
Act requires the Secretary to report 
quality measures of process, structure, 
outcome, patients’ perspectives on care, 
efficiency, and costs of care that relate 
to services furnished in inpatient 
settings in hospitals on the internet 
website of CMS. Section 
1886(b)(3)(B)(viii)(VII) of the Act also 
requires that the Secretary establish 
procedures for making information 
regarding measures available to the 
public after ensuring that a hospital has 
the opportunity to review its data before 
they are made public. Our current 
policy is to report data from the 
Hospital IQR Program as soon as it is 
feasible on CMS websites such as the 
Hospital Compare and/or its successor 
website after a 30-day preview period 
(78 FR 50776 through 50778). We refer 
readers to the FY 2008 IPPS/LTCH PPS 
final rule (72 FR 47364), the FY 2011 
IPPS/LTCH PPS final rule (75 FR 
50230), the FY 2012 IPPS/LTCH PPS 
final rule (76 FR 51650), the FY 2013 
IPPS/LTCH PPS final rule (77 FR 
53554), the FY 2014 IPPS/LTCH PPS 
final rule (78 FR 50836), the FY 2015 
IPPS/LTCH PPS final rule (79 FR 
50277), the FY 2016 IPPS/LTCH PPS 
final rule (80 FR 49712 through 49713), 
the FY 2018 IPPS/LTCH PPS final rule 
(82 FR 38403 through 38409), and the 
FY 2019 IPPS/LTCH PPS final rule (83 
FR 41538 through 41539) for details on 
public display requirements. The 
Hospital IQR Program quality measures 
are typically reported on the Hospital 
Compare website at: http://
www.medicare.gov/hospitalcompare, or 
on other CMS websites such as: https:// 
data.medicare.gov, or their successor 
websites. 

b. Public Reporting of eCQM Data 

(1) Background 

The Hospital IQR Program initiated 
voluntary reporting of eCQM data in the 
FY 2014 IPPS/LTCH PPS final rule, for 
the CY 2014 reporting period/FY 2016 
payment determination (78 FR 50807 
through 50810). At that time, we noted 
our belief that electronic collection and 
reporting of quality data using health IT 
would ultimately simplify and 
streamline quality reporting (78 FR 
50807). Based on our ongoing 
experience with eCQMs, we continue to 
believe this. We also believe that 
electronic reporting furthers CMS and 
HHS policy goals to promote quality 
through performance measurement and, 
in the long-term, will both improve the 
accuracy of the data and reduce 
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reporting burden for providers. We 
expect that over time, hospitals will 
continue to leverage EHRs to capture, 
calculate, and electronically submit 
quality data, build and refine their EHR 
systems, and gain more familiarity with 
reporting eCQM data (78 FR 50807). 

Since the FY 2014 IPPS/LTCH PPS 
final rule, the Hospital IQR Program’s 
eCQM reporting requirements have 
evolved. In the FY 2016 IPPS/LTCH PPS 
final rule, the reporting of eCQM data 
became required (rather than voluntary) 
under the Hospital IQR Program, 
beginning with the CY 2016 reporting 
period/FY 2018 payment determination 
(80 FR 49693 through 49698). At the 
time of publication of this final rule, 
hospitals will have completed the 
reporting of eCQM data for the CY 2019 
reporting period/FY 2021 payment 
determination by the March 2, 2020 
submission deadline, the fourth year of 
required eCQM reporting. 

Most recently, in the FY 2020 IPPS/ 
PPS LTCH final rule, we finalized the 
Hospital IQR Program’s reporting 
requirements for the CY 2022 reporting 
period/FY 2024 payment determination, 
to require that hospitals report one self- 
selected calendar quarter of data for: (a) 
three self-selected eCQMs; and (b) the 
Safe Use of Opioids—Concurrent 
Prescribing eCQM (Safe Use eCQM), for 
a total of four eCQMs (84 FR 42503). We 
refer readers to section VIII.A.10.e of the 
preamble of this final rule where we 
discuss our finalized proposal to 
progressively increase the quarters of 
eCQM data, beginning with the CY 2021 
reporting period/FY 2023 payment 
determination. 

As eCQM reporting for the Hospital 
IQR Program continues to advance and 
hospitals have gained several years of 
experience with successfully collecting 
and reporting eCQM data, we believe it 
is important to further our policy goals 
of leveraging EHR-based quality 
measure reporting in order to 
incentivize data accuracy, promote 
interoperability, increase transparency, 
and reduce long-term provider burden 
by providing public access to the 
reported eCQM data. Originally, as we 
incorporated eCQMs into the Hospital 
IQR Program on a voluntary basis, we 
stated that we would need time to assess 
the data submitted by hospitals to 
determine the optimal timing and 
transition strategy for publicly reporting 
eCQM data (78 FR 50813). We finalized 
that eCQM data reported for the 
Hospital IQR Program would only be 
publicly reported if we determine the 
data are accurate enough to be reported 
(78 FR 50818). In the FY 2016 IPPS/ 
LTCH PPS final rule when we made the 
reporting of eCQMs required rather than 

voluntary, we stated that any data 
submitted electronically would not be 
posted on the Hospital Compare website 
at that time, and that we would address 
public reporting in future rulemaking, 
after the conclusion and assessment of 
the validation pilot (80 FR 49698). 

The eCQM validation pilot was 
completed in 2015 and was addressed 
in the FY 2017 IPPS/LTCH PPS final 
rule (81 FR 57173 through 57174). 
Building upon the validation pilot, we 
adopted procedures to begin the 
required validation of eCQM data under 
the Hospital IQR Program in the FY 
2017 IPPS/LTCH PPS final rule, and 
stated that the first validation of eCQM 
data would occur in spring 2018 to 
validate data from the CY 2017 
reporting period. As finalized in the FY 
2017 IPPS/LTCH PPS final rule (81 FR 
57180 through 57181), the validation 
process for eCQMs was established as 
an incremental process to ensure 
hospitals are able to successfully report 
the medical records that correspond to 
the data used for eCQM measure 
reporting. Scoring for eCQM validation 
is different, because the accuracy of 
eCQM data submitted for validation 
currently does not affect a hospital’s 
payment determination. 

Our validation of eCQM data 
submitted from CY 2017 and CY 2018 
has demonstrated that hospitals are 
capable of reporting eCQM measure 
data. Since the eCQM validation pilot, 
we have completed eCQM data 
validation from the CY 2017 reporting 
period and the CY 2018 reporting 
period, and worked with stakeholders to 
develop a more fulsome understanding 
of the eCQM data submitted. Our review 
of the CY 2017 and CY 2018 eCQM data 
submitted for validation included an 
analysis of over 1,200 patient episodes 
of care submitted by over 190 hospitals 
per reporting period. The majority of 
hospitals successfully submitted 
validation records within the timeline 
requested. The results demonstrate that 
over half of the measures validated had 
agreement rates of 80 percent or better. 
Agreement rates are the ratios which 
reflect the frequency at which a 
hospital’s electronically reported 
medical record data matches results 
adjudicated by the Clinical Data 
Abstraction Center (CDAC). CMS 
calculates an agreement rate for each 
hospital. Our analysis demonstrates that 
hospitals continue to improve the 
accuracy of identifying patients 
appropriate for measure denominator 
inclusion, and tend to accurately report 
a wide variety of data types, including 
diagnoses, medications, and laboratory 
values. Based on our review of the CY 
2017 and CY 2018 eCQM data submitted 

for validation, and on the finding that 
the majority of eCQM data was reported 
with agreement rates of 80 percent or 
better, we believe eCQM data are 
accurate enough to be publicly reported 
in aggregate. Because eCQM validation 
examines eCQMs on a chart-by-chart 
basis (as opposed to in aggregate) and 
affects payment, in section VIII.A.10.f. 
of the preamble of this final rule, we 
discuss the finalized proposal that 
eCQM validation continue to be based 
on successful submission of at least 75 
percent of the requested medical records 
for eCQM validation instead of reporting 
accuracy. In the interests of providing 
data to the public as quickly as possible, 
and as expressed in more detail later in 
this section, we proposed to begin 
public reporting of eCQM data 
beginning in CY 2022 using data 
reported for the CY 2021 reporting 
period/FY 2023 payment determination. 

(2) Public Reporting Requirements of 
eCQMs for the CY 2021 Reporting 
Period/FY 2023 Payment Determination 
and Subsequent Years 

Based on our validation of eCQM data 
submitted from CY 2017 and CY 2018, 
and in alignment with our goal to 
encourage data accuracy and 
transparency, in the FY 2021 IPPS/ 
LTCH PPS proposed rule (85 FR 32847), 
we proposed to publicly report eCQM 
data beginning with the eCQM data 
reported by hospitals for the CY 2021 
reporting period/FY 2023 payment 
determination and for subsequent years. 
These data could be made available to 
the public as early as the fall of 2022. 
We refer readers to section 
VIII.A.10.f.(2). of the preamble to this 
final rule for a discussion of finalized 
chart-abstracted measure and eCQM 
validation weighted scoring. 

As with other Hospital IQR Program 
measures, hospitals would have the 
opportunity to review their data before 
they are made public, as required by 
section 1886(b)(3)(B)(viii)(VII) of the 
Act, during a 30-day preview period in 
accordance with previously finalized 
policies (76 FR 51608). Measure data, 
including eCQM data, are published on 
the Hospital Compare and/or https://
data.medicare.gov websites or successor 
websites. 

We plan to continue assessing the 
eCQM data submitted in future years 
and will continue working to ensure 
that hospitals receive feedback on their 
validation results aimed at improving 
transparency and reporting accuracy. 
We are committed to providing data to 
patients, consumers, and providers as 
quickly as possible so they are 
empowered to make informed decisions 
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469 Medicare.gov Hospital Compare measures and 
current data collection periods. https://
www.medicare.gov/HospitalCompare/data/Data- 
Updated.html#MG3. 

470 National Quality Forum, hospital inpatient 
quality measures. http://www.qualityforum.org/ 
Home.aspx. 

471 Hospital Compare Data Resource. https://
www.medicare.gov/hospitalcompare/Data/Data- 
Updated.html#%20. 

472 Hospital IQR Program 2020 Webinars & Calls, 
available at: https://www.qualitynet.org/inpatient/ 
iqr/webinars. 

473 Hospital IQR Program Resources, available at: 
https://www.qualitynet.org/inpatient/iqr/ 
resources#tab1 and Quality Reporting Center 
Newsletters, available at: https://www.qualitynet.
org/inpatient/iqr/resources#tab3. 

about their own, and their patients’ 
healthcare. 

Understanding that it will be 
important for hospitals and stakeholders 
alike to know how to find the eCQM 
data once they are publicly posted, we 
would convey any updates to the 
posting locations through routine 
communication channels to hospitals, 
vendors, and QIOs, including, but not 
limited to, issuing memos, emails, and 
notices on the QualityNet and eCQI 
Resource Center websites. 

We also refer readers to section VIII.D. 
of the preamble of this final rule for a 
discussion of a similar proposal in the 
Medicare Promoting Interoperability 
Program. We solicited public comment 
on this proposal. 

Comment: A few commenters 
supported public reporting of eCQM 
data for the CY 2021 reporting period/ 
FY 2023 payment determination, with 
these data available to the public as 
early as Fall 2022. A commenter stated 
the proposal strikes a balance between 
reducing the administrative burden for 
providers of collecting and reporting 
eCQM data without sacrificing the 
meaningfulness of quality information 
available to the public and also ensuring 
that CMS has a more robust dataset to 
make payment decisions. A commenter 
finds the proposed change reasonable 
and appropriate and agrees that the 
current submission requirement does 
not effectively capture performance 
trends. A few commenters appreciated 
the greater public disclosure of eCQM 
data and agreed that the proposed 
change will provide a more accurate 
picture of overall performance for 
hospitals. 

Response: We thank commenters for 
their support. 

Comment: A few commenters 
requested additional information about 
the proposal to begin public reporting of 
eCQM data and publish data on the 
Hospital Compare and/or successor 
websites including information on 
benchmarking for peer comparisons, 
data interpretation by consumers and 
hospitals, expectations for timeliness for 
eCQM specification and vendor 
updates, and the source of the data that 
would be published. A commenter 
questioned if a target will be set for each 
measure and if hospital standing will be 
shown by percentile. A few commenters 
expressed concerns about consumers 
understanding the data and 
recommended CMS educate consumers 
about the differences in measurement 
methods for eCQM, chart-abstracted, 
and claims-based measures. 

Response: We appreciate commenters’ 
requests for additional information. 
Regarding benchmarks for peer 

comparisons, we remind readers that 
the Hospital IQR Program is a pay-for- 
reporting program, and therefore, there 
are no set performance targets. Similar 
to other publicly reported Hospital IQR 
Program measures, we plan to publish 
state and national rates for each eCQM 
that has a sufficient level of hospital 
reporting to reliably calculate and 
display. Similar to other publicly 
reported Hospital IQR Program 
measures, we plan to publish state and 
national rates for each eCQM that has a 
sufficient level of hospital reporting to 
reliably calculate and display. However, 
we do refer readers to the CY 2021 
OPPS/ASC proposed rule where we are 
proposing a new methodology for the 
Overall Hospital Quality Star Ratings, 
which would use Hospital IQR Program 
measure data (85 FR 48996 through 
49027). As proposed, these star ratings 
would use CMS quality data, including 
Hospital IQR Program and eCQM data, 
posted on the Hospital Compare website 
to assign hospitals a star rating and 
would provide meaningful peer 
comparisons on overall hospital 
performance through the application of 
peer grouping that allows hospital 
scores to be equivalent and comparable 
among all hospitals (85 FR 49022 
through 49025). We encourage 
stakeholders to submit comments 
related to this methodology under that 
proposed rule. 

In the FY 2021 IPPS/LTCH PPS 
proposed rule, we proposed to begin 
publicly reporting eCQM data beginning 
with the eCQM data reported by 
hospitals for the CY 2021 reporting 
period/FY 2023 payment determination 
and for subsequent years (85 FR 32847). 
These data could be made available to 
the public as early as the fall of 2022. 
We stated that measure data, including 
eCQM data, are published on the 
Hospital Compare and/or the https://
data.medicare.gov website or successor 
websites (85 FR 32847). As a 
clarification, we plan to initially publish 
CY 2021 reporting period/FY 2023 
payment determination eCQM data, of 
which there will be two quarters of data 
per our finalized policy in 
sectionVIII.A.9.e. of this final rule, on 
https://data.medicare.gov, or its 
successor website, before publishing it 
on the Hospital Compare, or its 
successor website, sometime in the 
future. The https://data.medicare.gov 
website, or its successor website, 
provides the public with access to 
downloadable datasets to ensure the 
information is publicly available. As 
more eCQM data are progressively 
reported, we will then additionally 
display the information on the Hospital 

Compare website, or its successor 
website, where comparisons of hospital 
performance will be available. We 
believe this gradual approach is 
appropriate because it advances our goal 
to accelerate the use of eCQMs in 
quality reporting while supporting 
providers as they gain familiarity and 
success with increasing eCQM 
submissions. 

Regarding consumer and hospital 
interpretation of the eCQM data, we 
note that there are public resources 
available to help consumers better 
understand measurement methods for 
different types of measures used in the 
Hospital IQR Program, and we refer 
readers to general information about 
chart-abstracted measures on the 
medicare.gov website 469 and National 
Quality Forum website 470 as well as 
specifications and implementation 
guides for eCQMs are available on the 
eCQI Resource Center site (see https:// 
ecqi.healthit.gov/). Additionally, when 
the eCQM data is published on the 
Hospital Compare and/or https://
data.medicare.gov websites, or 
successor websites, we will post the 
same explanations and information that 
we currently post regarding other 
measure data to assist hospitals and 
consumers in understanding the data.471 
We understand the importance of 
publicly displaying eCQM data in a 
consumer-friendly format to provide 
meaningful information on hospital 
performance for patients, families, and 
caregivers. In addition to hosting 
consumer-friendly webinars,472 we also 
refer readers to the Hospital IQR 
Program Resources and Quality 
Reporting Center Newsletters available 
on the QualityNet website.473 

We also appreciate commenters’ 
requests for additional information 
related to eCQM specifications and 
vendor updates. Under the Hospital IQR 
Program, hospitals are required to 
submit data on each specified measure 
in accordance with the measure’s 
specifications for a particular period of 
time (84 FR 42501). This submitted data 
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will be the source of the publicly 
reported eCQM data. The data 
submission requirements, Specifications 
Manual, and submission deadlines are 
posted on the QualityNet website at: 
http://www.qualitynet.org. The 
technical specifications used for 
electronic clinical quality measures 
(eCQMs) are contained in the CMS 
Annual Update for the Hospital Quality 
Reporting Programs (Annual Update). 
We generally update the measure 
specifications on an annual basis 
through the Annual Update, which 
includes code updates, logic 
corrections, alignment with current 
clinical guidelines, and additional 
guidance for hospitals and electronic 
health record (EHR) vendors to use in 
order to collect and submit data on 
eCQMs from hospital EHRs. The Annual 
Update and implementation guidance 
documents are available on the 
Electronic Clinical Quality 
Improvement (eCQI) Resource Center 
website at: https://ecqi.healthit.gov/. For 
example, for the CY 2019 reporting 
period/FY 2021 payment determination, 
hospitals needed to submit eCQM data 
using the May 2018 Annual Update and 
any applicable addenda. We refer 
readers to the FY 2020 IPPS/LTCH PPS 
final rule for the most recent statement 

of the sub-regulatory process for eCQM 
specification updates (84 FR 42501). 

Comment: Many commenters did not 
support public reporting of eCQM data 
due to concerns about eCQM data 
accuracy, generally. A commenter 
expressed concern that reporting less 
than 12 months of data at a time will not 
accurately reflect a hospital’s 
performance. Another commenter 
expressed concern that the proposal to 
report data for a few selected eCQMs 
could result in publicly reported 
hospital performance based on as few as 
12 cases. 

Response: We have previously stated 
that eCQM data reported for the 
Hospital IQR Program would only be 
publicly reported if we determined the 
data are accurate enough to be reported 
(78 FR 50818). We refer readers to 
section VIII.A.9.e. of this final rule 
where this analysis is discussed in more 
detail. Based on our review of data 
submitted for CY 2017 and CY 2018 
validation, we believe eCQM data is 
accurate enough to publicly report, with 
the majority of eCQM data with 
agreement rates of 80 percent or better. 
Our review is based upon an analysis of 
over 1,200 patient episodes of care 
submitted by over 190 hospitals per 
reporting period (85 FR 32846). As 
stated previously, we believe that public 
reporting of eCQM data will incentivize 

data accuracy and increase 
transparency. Additionally, in 
conjunction with this policy to publicly 
report eCQM data, in section VIII.A.9.e. 
of the preamble of this final rule, we 
have finalized a policy to progressively 
increase the number of quarters for 
which hospitals are required to report 
eCQM data. We believe that beginning 
to publicly report eCQM data as early as 
the fall of 2022, while progressively 
increasing the quarters of reported 
eCQM data, strikes the appropriate 
balance between the importance of 
public reporting eCQM data and 
stakeholder concerns regarding the 
burden associated with increasing the 
reporting of such data. We refer readers 
to section VIII.a.9.E. of this final rule, 
where we are finalizing a gradual 
approach to increasing the amount of 
eCQM data required. Taking that into 
account, for the CY 2021 reporting 
period/FY 2023 payment determination, 
we will publicly report two quarters of 
data. For the CY 2022 reporting period/ 
FY 2024 payment determination, we 
will publicly report three quarters of 
data, and for the CY 2023 reporting 
period/FY 2025 payment determination 
and subsequent years, we will publicly 
report four quarters of eCQM data. The 
following table summarizes our 
finalized policy: 

In addition, in the FY 2010 IPPS/ 
LTCH PPS final rule (74 FR 43881), we 
established that if a hospital has fewer 
than 25 eligible cases combined over a 
measure’s reporting period, we would 
replace the hospital’s data with a 
footnote indicating that the number of 
cases is too small to reliably determine 
how well the hospital is performing. 

Comment: Some commenters did not 
support public reporting of eCQM data 
due to concerns about eCQMs being 
compared to similar chart-abstracted 
measures. 

Response: As noted in the FY 2020 
IPPS/LTCH PPS final rule (84 FR 
42502), following the removal of several 
chart-abstracted clinical process of care 
measures in the FY 2019 IPPS/LTCH 
PPS final rule (83 FR 41562 through 
41567), the only chart-abstracted 
measure for which there was also an 
eCQM version was PC–01. The eCQM 
version of the PC–01 measure was 

removed from the Hospital IQR Program 
in the FY 2019 IPPS/LTCH PPS final 
rule (83 FR 41569). Therefore, there are 
no longer any eCQMs that have similar 
chart-abstracted measures. 

Comment: A few commenters did not 
support public reporting of eCQM data 
from the CY 2021 reporting period/FY 
2023 payment determination data 
beginning as early as Fall 2022 due to 
the impact of the COVID–19 PHE on 
hospitals, including needing to reassign 
and reduce hospital staff, redirect 
resources, and concerns about 
increasing provider burden. A few 
commenters did not support our 
proposal to publicly report eCQM data 
due to concern about measure 
performance during the COVID–19 PHE. 
Several commenters opposed publishing 
data on Hospital Compare for the CY 
2021 reporting period and 
recommended a delay until the CY 2022 
reporting period or later due to the 

COVID–19 PHE that may impact the 
validity and reliability of data, 
especially when comparing performance 
across hospitals. A few commenters 
supported the proposal to publicly 
report eCQM data but recommended 
that CMS confer with hospitals to 
ensure data reporting for the CY 2021 
reporting period will not impose 
unreasonable administrative burden 
during the COVID–19 PHE. 

Response: We continue to closely 
monitor and analyze the impact that the 
unpredictable nature of the COVID–19 
PHE may have on the national 
comparability of Hospital IQR Program 
measures as well as burden on 
hospitals. We will continue to 
communicate as needed through routine 
communication channels and to 
Medicare beneficiaries. We appreciate 
the commenters’ concerns regarding the 
impact COVID–19 PHE has had on 
hospitals and have issued exceptions 
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474 eCQI Resource Center, Tools and Resources. 
https://ecqi.healthit.gov/ecqi-tools-key-resources; 
eCQI Resource Center Measure Collaboration (MC) 
Workspace. https://ecqi.healthit.gov/mc-workspace- 
2. 

475 Upcoming events and webinars, eCQI 
Resource Center. https://ecqi.healthit.gov. 

related to the COVID–19 PHE in an 
effort to reduce burden, provide 
flexibility to hospitals, and help 
hospitals maximize their capacity to 
focus on patient care. Additionally, 
under the Hospital IQR Program ECE 
Policy, hospitals may request an 
exception if they are unable to fulfill 
program requirements due to 
extraordinary circumstances not within 
their control. The ECE policy includes 
requests related to the submission of 
eCQM data if a hospital experiences a 
hardship that prevents it from eCQM 
reporting (80 FR 49695). We refer 
readers to section VIII.A.14. for 
additional information. However, we do 
not believe that public reporting of 
reported eCQM data adds to that burden 
because public reporting will not 
change how hospitals submit or report 
their eCQM data nor the number of 
measures that will be required to be 
reported. We also note that the CY 2020 
reporting period/FY 2022 payment 
determination data will not be publicly 
reported, as we are finalizing our 
proposal to start public reporting of 
eCQM data with the CY 2021 reporting 
period/FY 2023 payment determination. 
Regarding opposition to publishing 
eCQM data on Hospital Compare for the 
CY 2021 reporting period/FY 2023 
payment determination and a 
recommendation to delay publishing 
eCQM data until the CY 2022 reporting 
period/FY2024 payment determination, 
our plan is to initially publish CY 2021 
eCQM data on https://
data.medicare.gov, or its successor 
website, before publishing the data on 
Hospital Compare, or its successor 
website, sometime in the future. We will 
continue to communicate as needed 
through routine communication 
channels and to Medicare beneficiaries. 

Comment: Some commenters did not 
support public reporting of eCQM data 
due to the burden for some hospitals to 
successfully submit eCQM data. 

Response: We understand 
commenters’ concern. However, we 
believe we have sufficiently mitigated 
potential burden for hospitals by taking 
an incremental approach to allow 
hospitals to become familiar with eCQM 
reporting (see section VIII.A.9.e. in the 
preamble of this final rule for a 
discussion of our incremental 
approach). After a period of voluntary 
submission, which began in the CY 
2014 reporting period/FY 2016 payment 
determination (78 FR 50818), hospitals 
have had several years of consistent 
eCQM measure submission 
requirements (82 FR 38361, 83 FR 
41604, 84 FR 42502). Internal reviews of 
Hospital IQR Program eCQM 
submission data revealed that 97 

percent of eligible hospitals successfully 
submitted one quarter of eCQM data for 
four self-selected eCQMs for the CY 
2018 reporting period/FY 2020 payment 
determination (84 FR 42458). 
Additionally, we provide numerous 
resources to support successful eCQM 
data reporting 474 and host events and 
webinars to enhance understanding of 
eCQM reporting.475 

Comment: Many commenters did not 
support public reporting of eCQM data 
as early as Fall 2022 and recommended 
a delay in public reporting to provide 
hospitals with additional time to 
prepare, to provide greater technical 
consistency, or until four quarters of 
data are required to be reported. 

Response: We appreciate the 
commenters’ feedback but disagree that 
hospitals need more time to prepare for 
public reporting of eCQM data. As noted 
previously, CY 2021 will be the fifth 
year that hospitals have submitted 
eCQM data and validation of CY 2017 
and CY 2018 data has shown that a 
majority of eCQM data was reported 
with agreement rates of 80 percent or 
higher. We have therefore determined 
that eCQM data is accurate enough to 
begin reporting. We interpret the phrase 
‘‘greater technical consistency’’ to refer 
to consistency in eCQM specification 
implementation in EHRs, consistency in 
the extraction of structured data for 
eCQM measure calculation, and 
consistency in testing to identify eCQM 
accuracy. We understand the references 
to be aspects of eCQM reporting and 
validation. In VIII.A.9.b., we reference 
the technical specifications for quality 
measures and refer readers to the FY 
2019 IPPS/LTCH PPS final rule where 
we summarize how the Hospital IQR 
Program maintains the technical 
measure specifications for quality 
measures and the subregulatory process 
for incorporation of nonsubstantive 
updates to the measure specifications. 
We did not propose any changes to 
these policies. As described in section 
VIII.A.10. of this final rule, we are 
continuously working to improve eCQM 
validation and finalized several changes 
to that process. We believe the eCQM 
educational review process policy 
finalized in section in VIII.A.10.h.(2) of 
this final rule will support hospitals in 
better understanding the processes and 
data for eCQM validation. 

Additionally, although we appreciate 
commenters’ concern about public 

reporting eCQM data representing fewer 
than four quarters of data, we disagree 
that this should inhibit the 
advancement of public reporting of 
eCQM data. As stated previously, we 
believe it is important to provide data to 
the public as soon as practicable while 
increasing the amount of eCQM data to 
be reported to CMS. We believe that 
beginning to publicly report eCQM data 
as early as the fall of 2022, while 
progressively increasing the quarters of 
reported eCQM data strikes the 
appropriate balance between the 
importance of transparency by publicly 
reporting eCQM data and stakeholder 
concerns about using sufficient data for 
publicly reporting eCQM data. 

Comment: Many commenters did not 
support public reporting of eCQM data 
beginning as early as Fall 2022, citing 
concern that inconsistency in the 
number of cases reported and the self- 
selection of eCQMs reported across 
individual hospitals might not 
accurately depict hospital performance. 
These commenters recommended 
aligning the start of public reporting 
with one consistent mandated eCQM 
across all hospitals. 

Response: We refer readers to the FY 
2020 IPPS/LTCH PPS final rule, where 
we previously finalized mandatory 
reporting of the Safe Use eCQM 
beginning with the CY 2022 reporting 
period/FY 2024 payment determination 
(84 FR 42503 through 42505). Therefore, 
beginning with public reporting in fall 
of 2023, there will be one eCQM that all 
Hospital IQR Program hospitals must 
submit, in addition to the other eCQMs 
they may self-select. We believe we 
should begin public reporting prior to 
that time (that is, fall 2022 as proposed), 
because our finalized public reporting 
policy advances our step-wise approach 
to achieve the goal of increased use of 
eCQMs in quality reporting while 
supporting providers as they gain 
familiarity and success with increasing 
eCQM submissions. We acknowledge 
the commenters’ concern, and as 
detailed in section VIII.A.9.e. of the 
preamble of this final rule, we are 
finalizing incremental increases in 
eCQM data reporting requirements over 
a 3-year period. As we described 
previously, we plan to initially publish 
CY 2021 eCQM data, of which there will 
be two quarters of data per our finalized 
policy in sectionVIII.A.9.e. of this final 
rule, on https://data.medicare.gov, or its 
successor website, before publishing it 
on Hospital Compare, or its successor 
website, sometime in the future. The 
https://data.medicare.gov website, or its 
successor website, provides the public 
with access to downloadable datasets to 
ensure the information is publicly 
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476 CMS Hospital Quality Reporting System Now 
Accepting CY 2019 eCQM Data, available at: 
https://ecqi.healthit.gov/cms-hospital-quality- 
reporting-system-now-accepting-cy-2019-ecqm- 
data. 

477 Blueprint for CMS Measures Management 
System, https://www.cms.gov/Medicare/Quality- 
Initiatives-Patient-Assessment-Instruments/MMS/ 
Downloads/Blueprint.pdf. 

478 https://www.qualityreportingcenter.com/ 
globalassets/iqr_resources/030819/cy-2019-ecqm- 
ehr-reports-overview_vfinal508.pdf. 

available. As more eCQM data are 
progressively reported, we will then 
additionally display the information on 
the Hospital Compare website, or its 
successor website, where comparisons 
of hospital performance will be 
available. We believe these finalized 
policies address the commenters’ 
concerns while providing flexibility for 
hospitals and their vendors to build 
upon and utilize investments in their 
EHRs. 

Comment: Many commenters did not 
support public reporting of eCQM data 
beginning as early as Fall 2022 due to 
a lack of insight on hospital 
performance individually or in 
comparison with other hospitals, and 
lack of analyses from prior eCQM 
validation efforts to provide useful 
feedback. A commenter noted that some 
hospitals have participated in eCQM 
audits but have not received audit 
results nor reports that compare an 
audited hospital to all reporting 
organizations. 

Response: We thank commenters for 
their feedback. As with other Hospital 
IQR Program measures, hospitals will 
have the opportunity to review their 
eCQM data before they are made public, 
as required by section 
1886(b)(3)(B)(viii)(VII) of the Act, during 
a 30-day preview period in accordance 
with finalized policies (76 FR 51609). 
Hospitals will be able to obtain feedback 
on their individual performance from 
their EHR vendors and through feedback 
reports provided to them from the HQR 
system, which contain information on 
file history, data accuracy, and measure 
outcomes.476 Further, as noted 
previously, publicly reporting eCQM 
data on https://data.medicare.gov will 
provide hospitals with the opportunity 
to make comparisons to their peers 
before the information begins to also be 
publicly displayed on the Hospital 
Compare website, or its successor 
website. Additionally, we refer readers 
to the CY 2021 OPPS/ASC proposed 
rule where we are proposing a new 
methodology for the Overall Hospital 
Quality Star Ratings, which would use 
Hospital IQR Program measure data, 
among other CMS quality data, to 
summarize hospital quality measure 
results and provide meaningful insight 
on hospital performance by assigning 
acute care hospitals and facilities that 
provide acute inpatient and outpatient 
care in the U.S. with an overall rating 

between one and five whole stars (85 FR 
48996 through 49027). 

We interpret the commenters’ inquiry 
about ‘‘eCQM audits’’ to refer to eCQM 
validation. We refer readers to section 
VIII.A.10.h. of the preamble of this final 
rule, where we finalized an education 
review process for validated eCQM data 
beginning with validation affecting the 
FY 2023 payment determination and 
subsequent years, which will provide 
hospitals with additional analyses of 
eCQM validation. 

Comment: Several commenters did 
not support our proposal to publicly 
report eCQM data for the CY 2021 
reporting period and asked for CMS to 
provide hospitals the opportunity to 
review the data. These commenters 
recommended a dry run with one 
quarter and two quarters of data to 
enable hospitals to preview their 
performance and national comparison 
data confidentially before the data are 
made public. Commenters 
recommended CMS conduct reliability 
analyses to determine the minimum 
volume of cases needed for public 
reporting and make the analyses public. 
Commenters also recommended that 
CMS provide clear information about 
how data will be presented to the public 
and provide information on the process 
to dispute publicly accessible data. 

Response: We thank the commenter 
for the comments. As stated previously, 
the publicly reported eCQM data will 
first be reported on the https://
data.medicare.gov website, or its 
successor website, which provides the 
public with access to downloadable 
datasets. As more eCQM data are 
progressively reported, we will then 
additionally display the information on 
the Hospital Compare website, or its 
successor website. 

We interpret the term ‘‘dry run’’ to 
reference the dry run provision in the 
Blueprint for the CMS Measures 
Management System, utilized during the 
first use of a measure in a CMS program 
or first results reporting.477 We do not 
believe a dry run before the start of 
public reporting is necessary and have 
determined that the eCQM data are 
accurate enough to begin reporting. As 
noted previously, the CY 2021 reporting 
period/FY 2023 payment determination 
will be the fifth year that hospitals have 
submitted eCQM data and for each year, 
we have provided confidential feedback 
reports on the eCQM data file 
submissions to each individual 

hospital.478 Internal review of eCQM 
submission data revealed that 97 
percent of eligible hospitals successfully 
submitted one quarter of eCQM data for 
four self-selected eCQMs for the CY 
2018 reporting period/FY2020 payment 
determination (84 FR 42458). We refer 
readers to section VIII.A.9.e. of this final 
rule where this analysis is discussed in 
more detail. In addition, as previously 
stated, as with other Hospital IQR 
Program measures, hospitals would 
have the opportunity to preview their 
eCQM data before they are made public, 
as required by section 
1886(b)(3)(B)(viii)(VII) of the Act, during 
a 30-day preview period in accordance 
with previously finalized policies (76 
FR 51608). Additionally, we refer 
readers to the CY 2021 OPPS/ASC 
proposed rule where we are proposing 
a new methodology for the Overall 
Hospital Quality Star Ratings, which 
would use Hospital IQR Program 
measure data (85 FR 48996 through 
49027). As proposed, these star ratings 
would use CMS quality data, including 
Hospital IQR Program and eCQM data, 
posted on the Hospital Compare website 
to assign hospitals a star rating and 
would provide meaningful peer 
comparisons on overall hospital 
performance through the application of 
peer grouping that allows hospital 
scores to be equivalent and comparable 
among all hospitals (85 FR 49022 
through 49025). We encourage 
stakeholders to submit comments 
related to this methodology under that 
proposed rule. 

We thank commenters for their 
recommendation to conduct measure 
reliability analyses to determine the 
minimum number of cases needed for 
public reporting. Validation of CY 2017 
reporting period/FY 2019 payment 
determination data and CY 2018 
reporting period/FY 2020 payment 
determination data has shown that a 
majority of eCQM data was reported 
with agreement rates of 80 percent or 
higher. Our review is based upon an 
analysis of over 1,200 patient episodes 
of care submitted by over 190 hospitals 
per reporting period (85 FR 32846). We 
refer readers to section VIII.A.10. of this 
final rule where this is discussed in 
more detail. We note that in the FY 2010 
IPPS/LTCH PPS final rule (74 FR 
43881), we established that if a hospital 
has fewer than 25 eligible cases 
combined over a measure’s reporting 
period, we would replace the hospital’s 
data with a footnote indicating that the 
number of cases is too small to reliably 
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determine how well the hospital is 
performing. 

Generally speaking, measure data, 
including eCQM data, are published on 
the Hospital Compare and/or https://
data.medicare.gov websites or successor 
websites. As discussed above, we are 
clarifying that we plan to initially 
publish CY 2021 reporting period/FY 
2023 payment determination eCQM 
data, of which there will be two quarters 
of data per our finalized policy in 
sectionVIII.A.9.e. of this final rule, on 
https://data.medicare.gov, or its 
successor website, before publishing it 
on Hospital Compare, or its successor 
website, sometime in the future. The 
https://data.medicare.gov website, or its 
successor website, provides the public 
with access to downloadable datasets to 
ensure the information is publicly 
available. As more eCQM data are 
progressively reported, we will then 
additionally display the information on 
the Hospital Compare website, or its 
successor website. 

Comment: Several commenters 
opposed publishing eCQM data on 
Hospital Compare citing concerns about 
data context as it pertains to safety net 
hospitals. 

Response: We thank commenters for 
their feedback concerning the public 
reporting of eCQM data as it pertains to 
safety net hospitals. We plan to monitor 
the initiation of public reporting of 
eCQM data and welcome continued 
feedback from all stakeholders through 
webinars, listservs, and help desk 
questions as information shared can be 
used to inform public reporting 
processes over time. We will continue to 
monitor trends in performance, 
including that of safety net hospitals. 
Additionally, we refer readers to the CY 
2021 OPPS/ASC proposed rule, where 
we are proposing a new methodology 
for the Overall Hospital Quality Star 
Ratings, which would use Hospital IQR 
Program measure data (85 FR 48996 
through 49027). As proposed, these star 
ratings would use CMS quality data, 
including Hospital IQR Program and 
eCQM data, posted on the Hospital 
Compare website to assign hospitals a 
star rating. This would provide 
meaningful peer comparisons on overall 
hospital performance through the 
application of peer grouping that allows 
hospital scores to be equivalent and 
comparable among all hospitals (85 FR 
49022 through 49025). We encourage 
stakeholders to submit comments 
related to this methodology under that 
proposed rule. 

After consideration of the public 
comments, we are finalizing our 
proposal as proposed to publicly report 

eCQM data beginning with eCQM data 
reported by hospitals for the CY 2021 
reporting period/FY 2023 payment 
determination and for subsequent years. 
As a clarification, we plan to initially 
publish CY 2021 reporting period/FY 
2023 payment determination eCQM 
data, of which there will be two quarters 
of data per our finalized policy in 
section VIII.A.9.e. of this final rule, on 
https://data.medicare.gov, or its 
successor website, before publishing it 
on the Hospital Compare website, or its 
successor website, sometime in the 
future. We also refer readers to section 
VIII.D.6.c. of this final rule where we are 
also finalizing similar polices under the 
PI Program. 

c. Overall Hospital Quality Star Rating 

As mentioned above, in the CY 2021 
OPPS/ASC proposed rule, we proposed 
a methodology to calculate the Overall 
Hospital Quality Star Rating (Overall 
Star Rating) (85 FR 48996 through 
49027). The Overall Star Rating would 
utilize data collected on hospital 
inpatient and outpatient measures that 
are publicly reported on Hospital 
Compare or its successor site through 
CMS quality programs, including data 
from the Hospital IQR Program. We refer 
readers to section XVI. Proposed Overall 
Hospital Quality Star Rating 
Methodology for Public Release in CY 
2021 and Subsequent Years of that 
proposed rule for details. 

13. Reconsideration and Appeal 
Procedures 

We refer readers to the FY 2012 IPPS/ 
LTCH PPS final rule (76 FR 51650 
through 51651), the FY 2014 IPPS/LTCH 
PPS final rule (78 FR 50836), and 42 
CFR 412.140(e) for details on 
reconsideration and appeal procedures 
for the FY 2017 payment determination 
and subsequent years. We did not 
propose any changes to this policy. 

14. Hospital IQR Program Extraordinary 
Circumstances Exceptions (ECE) Policy 

We refer readers to the FY 2012 IPPS/ 
LTCH PPS final rule (76 FR 51651 
through 51652), the FY 2014 IPPS/LTCH 
PPS final rule (78 FR 50836 through 
50837), the FY 2015 IPPS/LTCH PPS 
final rule (79 FR 50277), the FY 2016 
IPPS/LTCH PPS final rule (80 FR 
49713), the FY 2017 IPPS/LTCH PPS 
final rule (81 FR 57181 through 57182), 
the FY 2018 IPPS/LTCH PPS final rule 
(82 FR 38409 through 38411), and 42 
CFR 412.140(c)(2) for details on the 
current Hospital IQR Program ECE 
policy. We also refer readers to the 
QualityNet website at: http://
www.QualityNet.org/ for our current 

requirements for submission of a request 
for an exception. We did not propose 
any changes to this policy. 

B. Changes to the PPS-Exempt Cancer 
Hospital Quality Reporting (PCHQR) 
Program 

1. Background 

The PPS-Exempt-Cancer Hospital 
Quality Reporting (PCHQR) Program is 
authorized by section 1866(k) of the Act, 
and it applies to hospitals described in 
section 1866(d)(1)(B)(v) (referred to as 
‘‘PPS-Exempt Cancer Hospitals’’ or 
‘‘PCHs’’). Under the PCHQR Program, 
PCHs must submit to the Secretary data 
on quality measures with respect to a 
program year in a form and manner, and 
at a time, specified by the Secretary. 

For additional background 
information, including previously 
finalized measures and other policies 
for the PCHQR Program, we refer 
readers to the following final rules: The 
FY 2013 IPPS/LTCH PPS final rule (77 
FR 53556 through 53561); the FY 2014 
IPPS/LTCH PPS final rule (78 FR 50838 
through 50846); the FY 2015 IPPS/LTCH 
PPS final rule (79 FR 50277 through 
50288); the FY 2016 IPPS/LTCH PPS 
final rule (80 FR 49713 through 49723); 
the FY 2017 IPPS/LTCH PPS final rule 
(81 FR 57182 through 57193); the FY 
2018 IPPS/LTCH PPS final rule (82 FR 
38411 through 38425); the FY 2019 
IPPS/LTCH PPS final rule (83 FR 41609 
through 41624); CY 2019 OPPS/ASC 
final rule with comment period (83 FR 
59149 through 59154); and the FY 2020 
IPPS/LTCH PPS final rule (84 FR 42509 
through 42524). 

In the FY 2021 IPPS/LTCH PPS 
proposed rule, we proposed to 
incorporate refinements to two existing 
measures in the PCHQR Program 
measure set—the Catheter-Associated 
Urinary Tract Infection (CAUTI) 
Outcome Measure (NQF #0138) and the 
Central Line-Associated Bloodstream 
Infection (CLABSI) Outcome Measure 
(NQF #0139). While we did not propose 
to add any new measures or remove any 
existing measures, we continue to assess 
the PCHQR Program measure set’s 
alignment with the Meaningful 
Measures Initiative, which is discussed 
in more detail in I.A.2. of the preamble 
of the FY 2019 IPPS/LTCH PPS final 
rule (83 FR 41147 through 41148). 

2. Summary of PCHQR Program 
Measures for the FY 2023 Program Year 

The table in this section of this rule 
summarizes the PCHQR Program 
measure set for the FY 2023 program 
year. 
BILLING CODE 4120–01–P 
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BILLING CODE 4120–01–C 

3. Refinements to the Catheter- 
Associated Urinary Tract Infection 
(CAUTI) Outcome Measure (NQF #0138) 
and the Central Line-Associated 
Bloodstream Infection (CLABSI) 
Outcome Measure (NQF #0139) 
Beginning With the FY 2023 Program 
Year 

a. Background 

In the FY 2021 IPPS/LTCH PPS 
proposed rule, we provided an overview 

of the history of CAUTI and CLABSI 
measures in the PCHQR Program (85 FR 
32848 through 32849). Specifically, in 
the FY 2013 IPPS/LTCH PPS final rule 
(77 FR 53556 through 53559), we 
adopted the Catheter-associated Urinary 
Tract Infection (CAUTI) (NQF #0138) 
and Central line-associated Bloodstream 
Infection (CLABSI) (NQF #0139) 
measures for use in the PCHQR Program 
beginning with the FY 2014 program 
year, and we refer readers to this rule for 
a detailed discussion of these measures. 

In the FY 2019 IPPS/LTCH PPS 
proposed rule (83 FR 20503), we 
proposed to remove both measures from 
the program because we believed that 
removing the measures would reduce 
program costs and complexities 
associated with the use of these data by 
patients in decision-making. We stated 
that we believed the costs, coupled with 
the high technical and administrative 
burden on PCHs associated with 
collecting and reporting the measure 
data, outweighed the benefits of their 
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479 Centers for Disease Control and Prevention. 
‘‘Paving Path Forward: 2015 Rebase line.’’ Available 
at: https://www.cdc.gov/nhsn/2015rebaseline/ 
index.html. 

480 Ibid. 

481 Ibid. 
482 Summary of CDC’s Rebaseline Analysis of 

NHSN HAI Data. Updated September 7, 2018. 
483 Ibid. 
484 Ibid. 
485 A ward is a floor or section of a hospital or 

outpatient clinic where cancer patients are treated. 

continued use. We further stated that it 
had become difficult for CMS to 
publicly report data on these measures 
due to the low volume of data produced 
and reported by the small number of 
PCHs that participate in the PCHQR 
Program, and that we lacked an 
appropriate methodology to publicly 
report these data. For these reasons, we 
believed that the measures should be 
removed beginning with the FY 2021 
program year under measure removal 
Factor 8: The costs associated with the 
measures outweighed the benefit of 
their continued use in the program. 

However, after considering the 
comments we had received on this 
proposal and other updated 
information, in the CY 2019 OPPS/ASC 
final rule (83 FR 59150), we decided to 
retain both the CAUTI and CLABSI 
measures in the PCHQR Program. We 
stated that since the time we made our 
proposal, we had conducted our own 
analyses regarding the continued use of 
the CAUTI and CLABSI measures using 
updated CDC data. We also stated that 
although the CDC had previously 
believed that oncology unit locations, 
including those in PCHs, had a higher 
incidence of infections than other types 
of units in acute care hospitals, the CDC 
now believes, after controlling for 
location type, that oncology unit 
locations in PCHs do not have a higher 
incidence of infection than oncology 
units within other acute care hospitals. 
We stated that the CDC’s updated 
analysis also produced a consistent 
finding that cancer hospital status was 
not a significant risk factor in any of the 
device-associated HAI risk models, 
including those used for CAUTI and 
CLABSI. Lastly, we stated that we 
believe these results indicate that 
reporting PCH CAUTI and CLABSI 
performance measure data is just as 
important as reporting acute care 
hospital CAUTI and CLABSI 
performance measure data (83 FR 
59151). Based on this updated 
information, as well as the public 
comments, we concluded that the 
importance of emphasizing patient 
safety in quality care delivery justified 
retaining the CAUTI and CLABSI 
measures in the PCHQR Program (83 FR 
59151). 

We also noted in the CY 2019 OPPS/ 
ASC PPS final rule that the CAUTI and 
CLABSI measure specifications had 
been recently updated to use new 
standard infection ratio (SIR) 
calculations that can be applied to 
cancer hospitals, including PCHs. We 
noted that this updated SIR calculation 
methodology is different than the 
methodology we are currently using to 
calculate the CAUTI and CLABSI 

measures. Additionally, the use of raw 
location-stratified rates in the current 
methodology had created a concern that 
the CAUTI and CLABSI data calculated 
under the current methodology might 
appear to inaccurately show lower 
performance among PCHs than the 
performance reported by acute care 
hospitals that are reporting CAUTI and 
CLABSI data using the updated 
methodology (83 FR 59151). We stated 
that we believed the updated 
methodology addresses this concern 
because the updates include rates that 
are stratified by patient care locations 
within PCHs, without the use of 
predictive models or comparisons in the 
rate calculations. We also stated that we 
intended to propose to adopt these 
updated versions of the CAUTI and 
CLABSI measures, and that we would 
work closely with the CDC to assess the 
updated risk adjusted versions of these 
measures (83 FR 59151). 

b. Updates to the CAUTI and CLABSI 
Measures 

In the FY 2021 IPPS/LTCH PPS 
proposed rule, we discussed our 
proposal to refine the CAUTI and 
CLABSI measures by adopting the 
updated SIR calculation methodology. 
This updated methodology was 
developed by the CDC and calculates 
rates that are stratified by patient care 
locations within PCHs, without the use 
of predictive models or comparisons in 
the rate calculations (85 FR 32849 
through 32850). 

(1) Description of the CDC Re-Baselining 
Efforts 

The CDC’s National Healthcare Safety 
Network (NHSN) uses healthcare- 
associated infection (HAI) incidence 
data from a prior time period and a 
standard population of facilities that 
report data to the NHSN (such as all 
healthcare facilities of a specified type) 
to establish a HAI baseline for those 
facilities, including a HAI baseline for 
CAUTI and CLABSI.479 The NHSN then 
uses that baseline to calculate the SIR. 
For both of these measures, the SIR is 
calculated as a comparison of the actual 
number of HAIs reported by a facility 
with the number that would be 
predicted by the HAI baseline.480 

In 2016, the CDC used 2015 HAI 
incidence data to update both the source 
of aggregate data and the risk 
adjustment methodology used to create 
the HAI baselines. As a result, the CDC 
established new HAI baselines for 

purposes of calculating the SIRs used to 
calculate HAI measures, including the 
CAUTI and CLABSI measures.481 The 
CDC’s decision to use 2015 data was 
multifactorial and relied partially on its 
implementation of updated surveillance 
protocols and definitions as well as 
increased reporting of certain HAI types 
by additional healthcare facility 
types.482 

During its re-baselining effort, the 
CDC determined that it could generate 
HAI baselines that produce more 
accurate SIR calculations for the 17 
hospitals that enroll in NHSN as facility 
type ‘‘HOSP–ONC’’ (11 PCHs and 6 
other hospitals that classify themselves 
as cancer hospitals but are not PCHs for 
purposes of Medicare) by standardizing 
the new HAI baselines across infection 
type and facility type.483 Therefore, the 
CDC created a risk adjustment model for 
acute care hospitals and determined that 
it could include the 17 cancer hospitals 
in that risk adjustment model because it 
found that cancer hospital status was 
not a significant risk factor that would 
preclude their inclusion.484 

The CDC also evaluated what 
additional oncology-specific patient 
locations (for example, hematology/ 
oncology ward, medical oncology ICU) 
should be adjusted for when deriving 
SIR calculations for hospitals in the 
acute care risk adjustment model. The 
CDC considered this because examining 
patient care location allows for the 
assessment of which patient 
populations are at higher risk for CAUTI 
and CLABSI incidences. Further, 
stakeholders had previously raised 
concerns that the omission of a risk 
adjustment for oncology-specific patient 
care locations in the SIR calculations 
could inaccurately appear to show 
lower performance (that is, higher SIR) 
on the HAI measures, including CLABSI 
and CAUTI, by PCHs and other cancer 
hospitals than other acute care 
hospitals; adjusting for oncology- 
specific patient locations as a part of the 
new risk model mitigates this concern. 
When the CDC stratified by location 
within the acute care hospital risk 
adjustment model, it found that in 
comparison to non-oncology-specific 
patient locations, the oncology-specific 
locations, particularly those designated 
as oncology units,485 produced 
statistically significant differences in 
HAI measure performance. As a result, 
the CDC further updated the acute care 
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486 Summary of CDC’s Rebaseline Analysis of 
NHSN HAI Data. Updated September 7, 2018. 

487 NHSN’s Guide to the SIR-Updated March 
2019. Available at: https://www.cdc.gov/nhsn/2015
rebaseline/index.html. 

488 Ibid. 
489 2019 Measures Under Consideration. 

Information available at: http://www.quality
forum.org/Project_Pages/MAP_Hospital_
Workgroup.aspx. 

490 2020 Considerations for Implementing 
Measures Draft Report—Hospitals. Available at: 
http://www.qualityforum.org/map/. 

491 Ibid. 
492 Memo CSAC Meeting—Spring 2019 Cycle, 

available at: http://www.qualityforum.org/Project
Materials.aspx?projectID=86057. 

493 Final Report—Spring 2019 Cycle, available at: 
http://www.qualityforum.org/ProjectMaterials.aspx?
projectID=86057. 

494 2020 Considerations for Implementing 
Measures Draft Report—Hospitals. Available at: 
http://www.qualityforum.org/map/. 

495 Ibid. 
496 Memo CSAC Meeting—Spring 2019 Cycle, 

available at: http://www.qualityforum.org/Project
Materials.aspx?projectID=86057. 

497 Final Report—Spring 2019 Cycle, available at: 
http://www.qualityforum.org/ProjectMaterials.aspx?
projectID=86057. 

risk adjustment model to stratify the 
HAI baselines by oncology-specific 
location types.486 

(2) CAUTI and CLABSI Results Using 
the Updated HAI Baselines That 
Incorporate New Risk-Adjustment 

We indicated in the FY 2021 IPPS/ 
LTCH PPS proposed rule that the CDC 
tested the CAUTI and CLABSI measures 
based on the updated HAI baselines that 
incorporate the new risk adjustment 
described above (85 FR 32850). 
According to the CDC’s calculation 
methodology, when assessing the 
performance results for the CAUTI or 
CLABSI measure, a p-value of 0.05 or 
less was noted to be statistically 
significant.487 They noted that when 
assessed based on the adjustment for 
oncology unit, both the CAUTI and 
CLABSI measures yielded p-values of 
<0.0001.488 This means that within the 
acute care hospital risk adjustment 
model, the categorization of a patient 
care location as an oncology unit is a 
statistically significant predictor of 
CAUTI and CLABSI incidence. Given 
that the majority of reporting locations 
within PCHs would be classified as 
oncology units, the application of this 
additional risk adjustment by location 
within the acute care hospital risk 
adjustment model will result in a more 
accurate assessment of the incidence of 
CAUTIs and CLABSIs within PCHs. 

(3) Measure Applications Partnership 
Analysis of the Refinements to the 
CAUTI and CLABSI Measures 

In compliance with section 
1890A(a)(2) of the Act, we included the 
updated versions of the CAUTI and 
CLABSI outcome measures in a publicly 
available document entitled ‘‘2019 
Measures Under Consideration 
Spreadsheet.’’ 489 This is a list of quality 
and efficiency measures under 
consideration for use in various 
Medicare programs, which the Measure 
Applications Partnership (MAP) 
reviews. The MAP supported the use of 
both refined measures in the PCHQR 
Program for rulemaking.490 

Regarding the CAUTI measure, the 
MAP indicated that because CAUTIs are 
the most common HAI, hospitals should 

continue working to reducing their 
incidence and prevalence across all 
inpatient settings. The MAP also 
determined that even though CAUTI is 
a chart-abstracted measure that is 
burdensome to collect, the benefit of 
collecting data on this measure 
outweighs that cost.491 In addition, the 
MAP acknowledged it is imperative to 
evaluate CAUTI incidence in all 
inpatient settings, including cancer 
hospitals. The revised version of this 
measure was endorsed by the National 
Quality Forum on October 23, 2019.492 
We refer readers to NQF’s Final 
Report—Spring 2019 Cycle 493 for a 
more detailed discussion of this 
measure. 

For the CLABSI measure, the MAP 
also determined that even though the 
measure is chart-abstracted and 
burdensome to collect, the benefit of 
collecting data on this measure 
outweighs the cost.494 The MAP further 
noted that this measure is pertinent in 
the healthcare domain of patient safety 
and suggested that the CDC consider the 
differences in types of cancer and/or 
differences in types of cancer treatments 
when assessing the measure’s 
performance in the future.495 Like the 
CAUTI measure, we note that the 
revised version of this measure was 
endorsed by the NQF on October 23, 
2019.496 We refer readers to NQF’s Final 
Report—Spring 2019 Cycle 497 for a 
more detailed discussion of this 
measure. 

c. Summary of Proposal 

In the FY 2021 IPPS/LTCH PPS 
proposed rule, we proposed to refine the 
CAUTI and CLABSI measures by 
adopting the updated measure 
specifications that use the new SIR 
calculation methodology, which 
calculates measure rates that are 
stratified by patient care locations 
(specifically, oncology units) within 
PCHs (85 FR 32850). We indicated that 
we believe it is important to continue to 
measure CAUTI and CLABSI incidence 
because of the implications these two 

measures have in the patient safety 
domain of healthcare. We also believe it 
is important to provide stratified 
performance results where appropriate 
for the cohort of patients with cancer, 
which is why we believe that applying 
the CDC’s update of the risk-adjustment 
model (which will ultimately yield 
more precise SIR results) is appropriate 
for the CAUTI and CLABSI measures. 
Implementation of the refined, stratified 
measures will make the measures more 
representative of the quality of care 
provided at PCHs, particularly when 
performance rates are compared to other 
acute care hospitals. Further, stratified 
performance results will more 
accurately demonstrate the incidence of 
CAUTI and CLABSI for comparison 
among PCHs. In addition, 
implementation of the refined versions 
would address previous stakeholder 
requests to use a statistically significant 
method for public reporting of these 
measures. Lastly, implementing the 
refined versions of these measures 
means that the PCHQR Program would 
be utilizing the most recently NQF- 
endorsed versions of these measures. 

We invited public comment on our 
proposal to refine the Catheter- 
associated Urinary Tract Infection 
(CAUTI) (NQF #0138) and Central line- 
associated Bloodstream Infection 
(CLABSI) (NQF #0139) measures to 
utilize the updated HAI baselines that 
incorporate an updated risk adjustment 
approach, as developed by the CDC, for 
the FY 2023 program year and 
subsequent years. 

Comment: Several commenters 
supported the proposed refinements to 
the CAUTI and CLABSI measures. 
Commenters expressed that reporting 
CAUTI and CLABSI performance data 
for PCHs remains no less important than 
reporting acute care hospital CAUTI and 
CLABSI data. Commenters also noted 
that avoiding HAIs is an appropriate 
goal across all hospitals, especially 
PCHs where safety concerns for patients 
with cancer and related conditions may 
be heightened. 

Response: We thank the commenters 
for their support. 

Comment: Several commenters 
encouraged CMS to consider future 
refinements for these measures. While 
the refined measures have some level of 
adjustment for oncology units, 
commenters stated that the adjustments 
are not detailed enough to account for 
patients who suffer from significantly 
complex, high risk cancers. Further, 
while Standardized Infection Ratios 
(SIRs) and Adjusted Ranking Metrics 
(ARMs) are among the best 
benchmarking tools available, 
commenters requested that CMS base 
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SIRs and ARMs solely on cancer 
hospitals with inpatient units. If the 
calculation of SIRs and ARMs includes 
all acute care hospitals, commenters 
asked that CMS report these scores by 
individual NHSN locations to maximize 
interpretability and utility for quality 
improvement purposes. Commenters 
also cautioned against reporting 
comparisons between the cancer 
hospitals and all acute care hospitals. 
Specifically, commenters indicated that 
cancer hospital patient populations 
have a greater propensity to be 
immunocompromised and, 
consequently, comparisons between 
other types of hospitals and cancer 
hospitals would not be appropriate as 
rates in cancer hospitals would 
generally trend higher. Lastly, 
commenters indicated that not all PPS- 
Exempt and other cancer hospitals are 
homogenous in their services, patient 
populations, and case mixes. They 
stated that some hospitals may not 
generate enough data to report on a 
quarterly basis and that a more granular 
presentation of data, such as comparing 
similar units across hospitals, may 
enhance insights for consumers. 

Response: We thank the commenters 
for their feedback. Regarding the 
concern about the refinements to the 
measures being insufficient to account 
for complex, high risk forms of cancer, 
we believe that the updated measure 
specifications that use the new SIR 
calculation methodology will allow for 
a more representative comparison of 
performance of the CAUTI and CLABSI 
measures in PCH settings. We will 
remain vigilant of data trends and 
continue to work cooperatively with the 
CDC to monitor whether or not 
additional refinements are warranted 
after an evaluation of a years’ worth of 
performance data. We will pay 
particular attention to PCHs’ ability to 
collect and report sufficient data, as we 
are cognizant of the issues commenters 
raised around generating enough data 
for quarterly reporting. We want to 
clarify that for the refined versions of 
the CAUTI and CLABSI measures, we 
only intend to calculate Standardized 
Infection Ratios (SIRs) and not Adjusted 
Ranking Metrics (ARMs) as commenters 
mentioned. As such, pertaining to the 
inclusion of acute care hospitals scores 
in the calculation of SIR rates, for the 
PCHQR Program, we intend to calculate 
and report PCH scores. Further, to the 
point of level of granularity of data for 
PCHs, we intend to report hospital-level 
SIRs that are calculated using a risk 
model that is applied at the individual 
location level (that is, oncology units). 
Lastly, we recognize the importance of 

comparability among PCHs (for example 
comparison of oncology units). 
Likewise, we will publicly report data 
that reflects the performance of the 
PCHQR Program participants. That 
stated, while we currently do not 
display comparative data of PCHs to 
acute care facilities for any of the 
measures in the PCHQR Program’s 
measure set, we continue to believe the 
ability to compare data across hospitals 
is important for those who wish to 
examine general performance trends for 
the CAUTI and CLABSI measures. 

Comment: A commenter expressed 
concern that the updated risk- 
adjustment model does not account for 
the impact of COVID–19. The 
commenter agreed that stratifying data 
by patient care location would yield a 
more statistically significant predictor of 
CAUTIs and CLABSIs. However, the 
commenter asserted that this 
stratification would not take into 
consideration COVID–19 surge 
conditions. Specifically, increased 
demand on emergency departments 
(EDs) and intensive care units (ICUs) 
have required hospitals—especially 
those located in COVID–19 
‘‘hotspots’’—to transfer patients to other 
departments or units within the 
hospital. The commenter also noted that 
COVID–19 contributed to an increase in 
CLABSIs in acute care facilities, due in 
large part to a surge in hospital capacity, 
with most infections occurring among 
patients diagnosed with COVID–19. As 
such, the commenter shared concern 
that the increase in CLABSIs may 
impose a greater burden on hospitals 
located in hotspots. 

Response: We appreciate the 
commenter’s feedback. We note that the 
updated risk model adjusts for several 
risk factors that have been found to be 
significantly associated with differences 
in infection incidence. Additionally, the 
CDC is collecting an optional data 
element regarding a patient’s concurrent 
COVID–19 infection. While this data 
element is not included in the updated 
risk model, it can be utilized to indicate 
confirmed COVID–19 infection for 
patients with HAIs. Data reported for 
this element will enable a better 
understanding of the possible 
association between COVID–19 and 
HAIs. That stated, it is also important to 
note that COVID–19 status is not 
available for every hospitalized patient 
with a CAUTI or CLABSI incident, 
which will limit analysis opportunities, 
therefore determination of associated 
risk may not be possible. Regarding 
increased demand on hospital units and 
potential reporting burden surge for 
hospitals in hot spots, we note that we 
will not require hospitals to begin data 

collection for the refined CAUTI and 
CLABSI measures until CY 2021. 
Recognizing the potential for COVID–19 
to impact data collection in CY 2021, we 
will closely monitor the reporting 
capacity of participating PCHs and if 
COVID–19 poses issues. 

After consideration of the public 
comments received, we are finalizing 
our proposal to refine the Catheter- 
associated Urinary Tract Infection 
(CAUTI) (NQF #0138) and Central line- 
associated Bloodstream Infection 
(CLABSI) (NQF #0139) measures to 
utilize the updated HAI baselines that 
incorporate an updated risk adjustment 
approach, as developed by the CDC, for 
the FY 2023 program year and 
subsequent years. 

4. Maintenance of Technical 
Specifications for Quality Measures 

We maintain and periodically update 
technical specifications for the PCHQR 
Program measures. The specifications 
may be found on the QualityNet website 
at https://www.qualitynet.org/pch. We 
also refer readers to the FY 2015 IPPS/ 
LTCH PPS final rule (79 FR 50281), 
where we adopted a policy under which 
we use a subregulatory process to make 
nonsubstantive updates to measures 
used for the PCHQR Program. We did 
not propose any changes to our 
processes for maintaining technical 
specifications for PCHQR Program 
measures. 

5. Public Display Requirements 

a. Background 

Under section 1866(k)(4) of the Act, 
we are required to establish procedures 
for making the data submitted under the 
PCHQR Program available to the public. 
Such procedures must ensure that a 
PCH has the opportunity to review the 
data that are going to be made public 
with respect to that PCH, prior to such 
data being made public. Section 
1866(k)(4) of the Act also provides that 
the Secretary must report quality 
measures of process, structure, outcome, 
patients’ perspectives on care, 
efficiency, and costs of care that relate 
to services furnished in such hospitals 
on the CMS website. 

In the FY 2017 IPPS/LTCH PPS final 
rule (81 FR 57191 through 57192), we 
finalized that although we would 
continue to use rulemaking to establish 
what year we would first publicly report 
data on each measure, we would 
publish the data as soon as feasible 
during that year. We also stated that our 
intent is to make the data available on 
at least a yearly basis, and that the time 
period for PCHs to review their data 
before the data are made public would 
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be approximately 30 days in length. We 
announce the exact data review and 
public reporting timeframes on a CMS 
website and/or on our applicable 
listservs. 

In the FY 2020 IPPS/LTCH PPS final 
rule (84 FR 42520 through 42523), we 
finalized that we would begin to 
publicly display data on a number of 
PCH measures as soon as is practicable 
due to planned website improvements 
that we stated could delay our ability to 

begin the public display. In October 
2019, we began to publicly report data 
on the following four HAI measures: (1) 
Specific Surgical Site Infection (SSI) 
Outcome Measure (NQF #0753); (2) 
NHSN Facility-wide Inpatient Hospital- 
onset Methicillin resistant 
Staphylococcus aureus Bacteremia 
Outcome Measure (NQF #1716); (3) 
NHSN Facility-wide Inpatient Hospital- 
onset Clostridium difficile Infection 
(CDI) Outcome Measure (NQF #1717); 

and (4) NHSN Influenza Vaccination 
Coverage Among Healthcare Personnel 
(NQF #0431). 

In the table that follows, we 
summarize our current public display 
requirements for the PCHQR Program 
measures. The PCHQR measures’ 
performance data is made publicly 
available on the Hospital Compare 
website or its successor. https://
www.medicare.gov/hospitalcompare/ 
cancer-measures.html. 

b. Public Display of the Refined 
Versions of the CAUTI and CLABSI 
Measures 

As described in section VIII.B.3.b. of 
the preamble of the FY 2021 IPPS/LTCH 
PPS proposed rule, we proposed to 
adopt refined versions of the CAUTI and 
CLABSI measures in the PCQHR 
Program beginning with the FY 2023 
program year (85 FR 32851). We also 
proposed that we would begin publicly 
reporting the refined versions of the 
CAUTI and CLABSI measures in the fall 
of 2022 and that we would not publicly 
report the current versions of those 
measures because, as described above, 
the refined versions of the measures 
more accurately capture the quality of 
care furnished at PCHs (85 FR 32851). 

We invited public comment on these 
proposals. 

Comment: Commenters supported the 
proposal to begin publicly reporting the 
refined measures in the fall of 2022. 
Commenters encouraged CMS to 
evaluate the inpatient volumes of each 
cancer hospital when determining 
specific time periods for public 
reporting, realizing that some cancer 
hospitals may have insufficient 
inpatient volumes to generate quarterly 
SIRs. Commenters also suggested that 
Hospital Compare provide comparisons 
of CAUTI and CLABSI rates among the 
PPS-exempt cancer hospitals 
themselves. 

Response: We thank the commenters 
for their support. We recognize the 
importance of being able to provide 
sufficient data and will monitor 
performance trends prior to publicly 
reporting data on the refined CAUTI and 
CLABSI measures. We also reiterate that 
we intend to publicly report the CAUTI 

and CLABSI performance data for the 
PCHs participating in the PCHQR 
Program to enable data comparisons 
among PCHs. 

After consideration of the public 
comments received, we are finalizing 
our proposal to begin publicly reporting 
the refined CAUTI and CLABSI 
measures in the fall of 2022. We are also 
finalizing our proposal to not publicly 
report the current versions of the 
measures. 

6. Form, Manner, and Timing of Data 
Submission 

Data submission requirements and 
deadlines for the PCHQR Program are 
posted on the QualityNet website. We 
did not propose any updates to our 
previously finalized data submission 
requirements and deadlines. 

VerDate Sep<11>2014 22:38 Sep 17, 2020 Jkt 250001 PO 00000 Frm 00534 Fmt 4701 Sfmt 4700 E:\FR\FM\18SER2.SGM 18SER2 E
R

18
S

E
20

.2
48

<
/G

P
H

>

jb
el

l o
n 

D
S

K
JL

S
W

7X
2P

R
O

D
 w

ith
 R

U
LE

S
2

https://www.medicare.gov/hospitalcompare/cancer-measures.html
https://www.medicare.gov/hospitalcompare/cancer-measures.html
https://www.medicare.gov/hospitalcompare/cancer-measures.html


58965 Federal Register / Vol. 85, No. 182 / Friday, September 18, 2020 / Rules and Regulations 

7. Extraordinary Circumstances 
Exceptions (ECE) Policy Under the 
PCHQR Program 

We refer readers to the FY 2019 IPPS/ 
LTCH PPS final rule (83 FR 41623 
through 41624), for a discussion of the 
Extraordinary Circumstances Exceptions 
(ECE) policy under the PCHQR Program. 
We did not propose any changes to this 
policy. 

C. Long-Term Care Hospital Quality 
Reporting Program (LTCH QRP) 

1. Background 

The Long-Term Care Hospital Quality 
Reporting Program (LTCH QRP) is 
authorized by section 1886(m)(5) of the 
Act, and it applies to all hospitals 
certified by Medicare as long-term care 
hospitals (LTCHs). Under the LTCH 
QRP, the Secretary must reduce by 2 

percentage points the annual payment 
update to the LTCH PPS standard 
Federal rate for discharges for an LTCH 
during a fiscal year if the LTCH has not 
complied with the LTCH QRP 
requirements specified for that fiscal 
year. For more information on the 
background for the LTCH QRP, we refer 
readers to the FY 2012 IPPS/LTCH PPS 
final rule (76 FR 51743 through 51744), 
the FY 2013 IPPS/LTCH PPS final rule 
(77 FR 53614), the FY 2014 IPPS/LTCH 
PPS final rule (78 FR 50853), the FY 
2015 IPPS/LTCH PPS final rule (79 FR 
50286), the FY 2016 IPPS/LTCH PPS 
final rule (80 FR 49723 through 49725), 
the FY 2017 IPPS/LTCH PPS final rule 
(81 FR 57193), the FY 2018 IPPS/LTCH 
PPS final rule (82 FR 38425 through 
38426), the FY 2019 IPPS/LTCH PPS 
final rule (83 FR 41624), and the FY 

2020 IPPS/LTCH PPS final rule (84 FR 
42524). 

2. General Considerations Used for the 
Selection of Quality Measures for the 
LTCH QRP 

For a detailed discussion of the 
considerations we historically use for 
the selection of LTCH QRP quality, 
resource use, and other measures, we 
refer readers to the FY 2016 IPPS/LTCH 
PPS final rule (80 FR 49728). For further 
information on how measures are 
considered for removal, we refer readers 
to the regulations at 42 CFR 
412.560(b)(3). 

3. Quality Measures Currently Adopted 
for the FY 2022 LTCH QRP 

The LTCH QRP currently has 17 
measures for the FY 2022 LTCH QRP, 
which are set out in the following table: 

Furthermore, LTCHs are required to 
report additional standardized patient 
assessment data beginning with the FY 
2022 LTCH QRP. For more information 
on the reporting of this additional 
standardized patient assessment data, 
we refer readers to the FY 2020 IPPS/ 
LTCH PPS final rule (84 FR 42536 
through 42590). 

There were no proposals or updates to 
finalize for the LTCH QRP. 

4. Form, Manner, and Timing of Data 
Submission Under the LTCH QRP 

We refer readers to the regulations at 
42 CFR 412.560(b) for information 
regarding the current policies for 
reporting LTCH QRP data. 

For more details about the required 
reporting periods of measures or 
standardized patient assessment data 
during the first and subsequent years 
upon adoption, please refer to the FY 
2020 IPPS/LTCH PPS final rule (84 FR 
42588 through 42590). 

5. Policies Regarding Public Display of 
Measure Data for the LTCH QRP 

CMS is not finalizing any policies 
regarding the public display of measure 
data at this time. 

6. Miscellaneous Comments 

The proposed rule contained no 
LTCH QRP proposals. However, we 
received several comments on the LTCH 
QRP. 

Comment: A few commenters 
expressed support for CMS’s actions to 
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alleviate burden on providers arising 
from the COVID–19 Public Health 
Emergency (PHE.) A commenter was 
concerned about the reliability and 
accuracy of the measures due to the 
exempted data and urged CMS to 
conduct thorough analyses to ensure 
measure performance. Another 
commenter supported the idea to 
expand ICD–10–CM codes to capture 
additional Social Risk Factors (SRF) 
data. 

Response: We appreciate the 
commenters’ support and feedback. 
However, we consider these comments 
to be outside the scope of the current 
rulemaking. We refer providers to our 
June 23, 2020 announcement at https:// 
www.cms.gov/Medicare/Quality- 
Initiatives-Patient-Assessment- 
Instruments/LTCH-Quality-Reporting/ 
LTCH-Quality-Reporting-Spotlight- 
Announcements that, effective July 1, 
2020 LTCHs must resume reporting their 
quality data. 

D. Changes to the Medicare and 
Medicaid Promoting Interoperability 
Programs 

1. Background 

a. Statutory Authority for the Medicare 
and Medicaid Promoting 
Interoperability Programs 

The HITECH Act (Title IV of Division 
B of the ARRA, together with Title XIII 
of Division A of the ARRA) authorizes 
incentive payments under Medicare and 
Medicaid for the adoption and 
meaningful use of certified electronic 
health record technology (CEHRT). 
Incentive payments under Medicare 
were available to eligible hospitals and 
CAHs for certain payment years (as 
authorized under sections 1886(n) and 
1814(l) of the Act, respectively) if they 
successfully demonstrated meaningful 
use of CEHRT, which included 
reporting on clinical quality measures 
using CEHRT. Incentive payments were 
available to Medicare Advantage (MA) 
organizations under section 1853(m)(3) 
of the Act for certain affiliated hospitals 
that successfully demonstrate 
meaningful use of CEHRT. In 
accordance with the timeframe set forth 
in the statute, these incentive payments 
under Medicare generally are no longer 
available, except for Puerto Rico eligible 
hospitals. For more information on the 
Medicare incentive payments available 
to Puerto Rico eligible hospitals, we 
refer readers to the FY 2019 IPPS/LTCH 
PPS final rule (83 FR 41672 through 
41675). 

Sections 1886(b)(3)(B)(ix) and 
1814(l)(4) of the Act also establish 
downward payment adjustments under 
Medicare, beginning with FY 2015, for 

eligible hospitals and CAHs that do not 
successfully demonstrate meaningful 
use of CEHRT for certain associated 
EHR reporting periods. Section 
1853(m)(4) of the Act establishes a 
negative payment adjustment to the 
monthly prospective payments of a 
qualifying MA organization if its 
affiliated eligible hospitals are not 
meaningful users of CEHRT, beginning 
in 2015. 

Section 1903(a)(3)(F)(i) of the Act 
establishes 100 percent Federal 
financial participation (FFP) to States 
for providing incentive payments to 
eligible Medicaid providers (described 
in section 1903(t)(2) of the Act) to adopt, 
implement, upgrade, and meaningfully 
use CEHRT. However, we previously 
established that in accordance with 
section 1903(t)(5)(D) of the Act, in no 
case may any Medicaid eligible hospital 
receive an incentive after CY 2021 
(§ 495.310(f), 75 FR 44319). Therefore, 
December 31, 2021 is the last date that 
States could make Medicaid Promoting 
Interoperability Program payments to 
Medicaid eligible hospitals (other than 
pursuant to a successful appeal related 
to CY 2021 or a prior year) (84 FR 42591 
through 42592). For additional 
discussion or context around the 
discontinuation of the Medicaid 
Promoting Interoperability Program, we 
refer readers to the FY 2019 IPPS/LTCH 
PPS final rule (83 FR 41676 through 
41677) and the CY 2019 PFS/QPP final 
rule (83 FR 59704 through 59706). 

2. EHR Reporting Period 

a. EHR Reporting Period in CY 2022 for 
Eligible Hospitals and CAHs 

Under the definitions of ‘‘EHR 
reporting period’’ and ‘‘EHR reporting 
period for a payment adjustment year’’ 
at 42 CFR 495.4, the EHR reporting 
period in CY 2021 is a minimum of a 
continuous 90-day period in CY 2021 
for new and returning participants in 
the Promoting Interoperability 
Programs. Eligible hospitals and CAHs 
may select an EHR reporting period of 
a minimum of any continuous 90-day 
period in CY 2021 (from January 1, 2021 
through December 31, 2021). 

For CY 2022, in the FY 2021 IPPS/ 
LTCH PPS proposed rule (85 FR 32853), 
we proposed an EHR reporting period of 
a minimum of any continuous 90-day 
period in CY 2022 for new and 
returning participants (eligible hospitals 
and CAHs) in the Medicare Promoting 
Interoperability Program. We stated that 
we believe that adopting a 90-day EHR 
reporting period in CY 2022 as in CY 
2021 would be appropriate because it 
would provide programmatic 
consistency for hospital reporting for an 

additional year. We proposed 
corresponding changes to the definition 
of ‘‘EHR reporting period for a payment 
adjustment year’’ at 42 CFR 495.4. We 
did not propose to define an EHR 
reporting period in CY 2022 for the 
Medicaid Promoting Interoperability 
Program because the program will end 
with CY 2021 in accordance with 
section 1903(t)(5)(D) of the Act (see also 
42 CFR 495.310(f)) as described 
previously. For additional discussion or 
context around the discontinuation of 
the Medicaid Promoting Interoperability 
Program, we refer readers to the FY 
2019 IPPS/LTCH PPS final rule (83 FR 
41676 through 41677) and the CY 2019 
PFS/QPP final rule (83 FR 59704 
through 59706). 

Comment: Many commenters 
supported the EHR reporting period 
proposal to continue the current policy 
of a minimum of any continuous 90-day 
period for CY 2022. Commenters 
emphasized how it would ease overall 
provider burden and offer healthcare 
systems stability as they work to 
implement other recent ONC 21st 
Century Cures Act final rule and CMS 
Interoperability and Patient Access final 
rule requirements related to 
interoperability, information blocking, 
and patient access). 

Response: We thank commenters for 
supporting the CY 2022 EHR reporting 
period proposal. We agree that for CY 
2022 keeping the EHR reporting period 
to a minimum of 90 days will afford 
eligible hospitals and CAHs the 
individual, site-specific flexibility they 
might need in order to update their EHR 
systems and implement new regulatory 
requirements such as in the ONC Cures 
Act final rule (85 FR 25642 through 
25961). We note that the 90-day EHR 
reporting period is a minimum and 
eligible hospitals and CAHs are 
encouraged to use longer periods, up to 
and including the full CY 2022. 

Comment: One commenter strongly 
supported the proposal as representative 
of CMS’s goals for rural and small 
hospitals to help reduce provider 
burden, improve the use of electronic 
data exchange, and provide adequate 
support or flexibility in those 
communities lacking a sufficient IT 
workforce. 

Response: We thank the commenter 
for sharing their input, as we continue 
to strive toward promoting greater 
interoperable strategies among these 
electronic systems. We believe such 
goals help to enhance the strengthened 
support utilized by all inpatient-stay 
systems, including those serving rural 
and small hospitals. 

Comment: Several commenters 
encouraged CMS to consider making 
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498 See https://namsdl.org/topics/pdmp/ and 
https://www.pdmpassist.org/content/pdmp-maps- 
and-tables. 

499 See ONC analysis of 2017 AHA survey data at: 
https://www.healthit.gov/buzz-blog/health-it/new- 
data-show-nearly-one-third-of-hospitals-can-access- 
pdmp-data-within-their-ehr. 

500 See https://crsreports.congress.gov/product/ 
pdf/R/R45449. 

this existing policy the standard amount 
of time for the EHR reporting period for 
future years or for the rest of the 
program. One commenter cited the 
existing systems-related workload 
around necessary assessments or 
functionality improvements and another 
concurred that 90 days is a sufficient 
amount of time to capture required 
information which reflects the highest 
utilization numbers. While the same 
commenters expressed support for this 
proposal for CY 2022, they also stated 
it would be beneficial to all if it was also 
continued past CY 2022. 

Response: We thank the commenters 
for their support and suggestion to 
continue this policy beyond CY 2022. 
Although our proposal was limited to 
CY 2022, we will consider the 
commenters’ suggestion for future 
rulemaking. 

After consideration of the public 
comments we received, we are 
finalizing our proposal that for CY 2022, 
the EHR reporting period is a minimum 
of any continuous 90-day period in CY 
2022 for new and returning participants 
(eligible hospitals and CAHs) in the 
Medicare Promoting Interoperability 
Program. We are finalizing, as proposed, 
the corresponding changes to the 
definition of ‘‘EHR reporting period for 
a payment adjustment year’’ at 42 CFR 
495.4. 

3. Changes to the Query of Prescription 
Drug Monitoring Program Measure 
Under the Electronic Prescribing 
Objective 

a. Background 

In the FY 2019 IPPS/LTCH PPS final 
rule (83 FR 41648 through 41656), we 
adopted two new opioid measures for 
the Electronic Prescribing objective; 
however, we changed certain policies 
related to those measures in the 
subsequent FY 2020 IPPS/LTCH PPS 
final rule (84 FR 42593 through 42596): 
(1) Query of Prescription Drug 
Monitoring Program (PDMP), which was 
optional in CY 2019 and CY 2020 and 
worth 5 bonus points each year; and (2) 
Verify Opioid Treatment Agreement, 
which was optional in CY 2019 but 
removed entirely from the program 
starting in CY 2020. 

b. Query of PDMP Measure 

In the FY 2020 IPPS/LTCH PPS final 
rule (84 FR 42595), we finalized that the 
Query of PDMP measure is optional and 
eligible for 5 bonus points in CY 2020. 
We received substantial feedback from 
health IT vendors and hospitals that the 
flexibility currently included in the 
measure presents unintended challenges 
such as significant burden associated 

with IT system design and additional 
development needed to accommodate 
the measure and any future changes to 
it. Since publication of the FY 2020 
IPPS/LTCH PPS final rule, stakeholders 
have continued to express concern that 
it is still too premature to require the 
Query of PDMP measure and score it 
based on performance in CY 2021. 

We agree with stakeholders that 
PDMPs are still maturing in their 
development and use. PDMPs vary 
among the states and are not linked at 
this time to one another or to a larger 
national system.498 

Stakeholders also mentioned the 
challenge posed by the frequent lack of 
integration of PDMPs into the clinical 
workflow. Historically, health care 
providers have had to go outside of the 
EHR in order to separately log in to and 
access a State PDMP. In addition, 
stakeholders noted the wide variation in 
whether PDMP data can be stored in the 
EHR. By integrating PDMP data into the 
health record, health care providers can 
improve clinical decision making by 
utilizing this information to identify 
potential opioid use disorders, inform 
the development of care plans, and 
develop effective interventions. 

ONC recently engaged in an 
assessment to better understand the 
current state of policy and technical 
factors impacting PDMP integration 
across States. This assessment explored 
factors like PDMP data integration, 
standards and hubs used to facilitate 
interstate PMDP data exchange, access 
permissions, and laws and regulations 
governing PDMP data storage. The 
assessment revealed ambiguous or non- 
existent policies regarding PDMP 
placement in health IT systems, 
interpretation of PDMP data, and PDMP 
access roles. One-third of hospitals have 
reported integration of PDMP queries 
within their EHR workflows.499 In 
addition, variability in standards and 
hubs used to facilitate interstate PMDP 
data exchange, as well as to store and 
report PDMP data, contribute to the 
complexity of PDMPs. 

The SUPPORT for Patients and 
Communities Act (Pub. L. 115–271),500 
enacted in 2018, is an important 
investment in combating the opioid 
epidemic. Several of the provisions of 
the SUPPORT for Patients and 
Communities Act address opioid use 

disorder prevention, recovery, and 
treatment, including increased access to 
evidence-based treatment and follow-up 
care, through legislative changes 
specific to the Medicare and Medicaid 
programs. Specifically, with respect to 
PDMPs, the SUPPORT for Patients and 
Communities Act included new 
requirements and federal funding for 
PDMP enhancement, integration, 
interoperability, and established 
mandatory use of PDMPs by certain 
Medicaid providers to help reduce 
opioid misuse and overprescribing and 
to help promote the overall effective 
prevention and treatment of opioid use 
disorder. 

Section 5042(a) of the SUPPORT for 
Patients and Communities Act added 
section 1944 to the Act, titled 
‘‘Requirements relating to qualified 
prescription drug monitoring programs 
and prescribing certain controlled 
substances.’’ Subsection (f) of section 
1944 of the Act increased Medicaid FFP 
during FY 2019 and FY 2020 for certain 
state expenditures to design, develop, or 
implement a qualified PDMP (and to 
make subsequent connections to such 
program). As a condition of this 
enhanced FFP, states must meet the 
conditions described in section 
1944(f)(2) regarding agreements with 
contiguous states. There are currently a 
number of states that have used, or are 
seeking to use, this enhanced FFP. 

Under section 1944(b)(1) of the Act, to 
be a qualified PDMP, a PDMP must 
facilitate access by a covered provider to 
the following information (at a 
minimum) about a covered individual, 
in as close to real-time as possible: 
Information regarding the prescription 
drug history of a covered individual 
with respect to controlled substances; 
the number and type of controlled 
substances prescribed to and filled for 
the covered individual during at least 
the most recent 12-month period; and 
the name, location, and contact 
information of each covered provider 
who prescribed a controlled substance 
to the covered individual during at the 
least the most recent 12-month period. 
Under section 1944(b)(2) of the Act, a 
qualified PDMP must also facilitate the 
integration of the information described 
in section 1944(b)(1) of the Act into the 
workflow of a covered provider, which 
may include the electronic system used 
by the covered provider for prescribing 
controlled substances. CMS issued 
additional guidance to states about the 
enhanced FFP authorized by the 
SUPPORT for Patients and Communities 
Act, which can be found at https://
www.medicaid.gov/sites/default/files/ 
Federal-Policy-Guidance/Downloads/ 
faq051519.pdf. 
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501 See http://hl7.org/fhir/us/meds/pdmp.html. 
502 See https://www.pdmpassist.org/RxCheck. 
503 See https://www.healthit.gov/isa/allows-a- 

provider-request-a-patients-medication-history-a- 
state-prescription-drug-monitoring. 

Additionally, we note that section 
7162 of the SUPPORT for Patients and 
Communities Act supports PDMP 
integration as part of the CDC’s grant 
programs aimed at efficiency and 
enhancement by states, including 
improvement in the intrastate and 
interstate interoperability of PDMPs. 

In support of efforts to expand the use 
of PDMPs, there are currently a number 
of federally supported activities 
underway aimed at developing a more 
robust and standardized approach to 
EHR–PDMP integration. Partners 
including CMS, CDC, ONC, and private 
sector stakeholders are focused on 
developing and refining standard-based 
approaches to enable effective 
integration into clinical workflows, 
exploring emerging technical solutions 
to enhance access and use of PDMP 
data, and providing technical resources 
to a variety of stakeholders to advance 
and scale the interoperability of health 
IT systems and PDMPs. For instance, 
stakeholders are working to map the 
NCPDP SCRIPT standard version 
2017071 and the 2015 ASAP 
Prescription Monitoring Program Web 
Service standard version 2.1A to the 
HL7® FHIR® standard version R4.501 
These mapping efforts are currently 
targeting completion by summer of 2020 
after which the standard would be 
balloted. Moreover, a number of 
enhancements to PDMPs are occurring 
across the country, including 
enhancements to RxCheck which is a 
federally supported interstate exchange 
hub for PDMP data.502 In addition, the 
ONC Interoperability Standards 
Advisory includes monitoring of current 
and emerging standards related to 
PDMP and OUD data capture and 
exchange that would allow a provider to 
request a patient’s medication history 
from a State PMDP.503 We believe these 
standards and technical approaches are 
likely to rapidly reach maturity and to 
support adoption across health care 
system stakeholders. 

In addition to monitoring activities 
which can provide a stronger technical 
foundation for a measure focused on 
PDMP use, we also requested comments 
in the FY 2020 IPPS/LTCH PPS 
proposed rule on alternative measures 
designed to advance clinical goals 
related to the opioid crisis (84 FR 19568 
and additional comment responses in 
the FY 2020 IPPS/LTCH PPS final rule 
in 84 FR 42593 through 42595). 
Specifically, we sought public comment 

on the development of potential 
measures for consideration for the 
Promoting Interoperability Program that 
are based on existing efforts to measure 
clinical and process improvements 
specifically related to the opioid 
epidemic, including opioid quality 
measures endorsed by the National 
Quality Forum (NQF) and CDC Quality 
Improvement (QI) opioid measures 
based on CDC guidelines around 
prescribing practices. The latter of these 
includes the use of electronically- 
specified CDS to support OUD 
prevention and treatment best practices 
and the integration of a PDMP query as 
a part of specific clinical workflows. We 
stated that these measures relate to a 
range of activities that hold promise in 
combatting the opioid epidemic as part 
of OUD prevention and treatment best 
practices, that they can be supported 
using CEHRT, and that they may 
include the use of PDMP queries as a 
tool within the broader clinical 
workflows. We continue to evaluate the 
comments received in response to this 
request for information, and will 
explore how measures such as those 
discussed may help participants to 
better understand the relationship 
between the measure description and 
the use of health IT to support the 
actions of the measures related to opioid 
use. 

We understand that there is wide 
variation across the country in how 
health care providers are implementing 
and integrating PDMP queries into 
health IT and clinical workflows, and 
that it could be burdensome for health 
care providers if we were to narrow the 
measure to specify a single approach to 
EHR–PDMP integration at this time. At 
the same time, we have heard extensive 
feedback from EHR developers that 
effectively incorporating the ability to 
count the number of PDMP queries in 
the EHR would require more robust 
certification specifications and 
standards. These stakeholders stated 
that health IT developers may face 
significant cost burdens under the 
current flexibility allowed for health 
care providers if they either fully 
develop numerator and denominator 
calculations for all the potential use 
cases and are required to change the 
specification at a later date. 
Stakeholders have noted that the costs 
of additional development will likely be 
passed on to health care providers 
without additional benefit as this 
development would be solely for the 
purpose of calculating the measure 
rather than furthering the clinical goal 
of the measure (for a summary of public 
comments discussed in last year’s final 

rule, we refer readers to 84 FR 42593 
through 42595, continued from last 
year’s proposed rule in 84 FR 19556 
through 19558). 

Given current efforts to improve the 
technical foundation for EHR–PDMP 
integration, the continued 
implementation of the SUPPORT for 
Patients and Communities Act (in 
particular, its provisions specific to 
Medicaid providers and qualified 
PDMPs), our ongoing review of 
alternative measure approaches, and 
stakeholder concerns as previously 
discussed about the current readiness 
across states for implementation of the 
existing measure, we believe that 
additional time is needed prior to 
requiring a Query of PDMP measure for 
performance-based scoring. While we 
appreciate the concerns that 
stakeholders have shared, we believe 
that this measure can play an important 
role in helping to address the opioid 
crisis. Maintaining it as an optional 
measure with bonus points signals to 
the hospital and vendor community that 
this is an important measure which 
addresses a current gap that can help to 
spur development and innovation to 
reduce the barriers and challenges 
expressed to CMS. 

Therefore, we proposed for CY 2021 
to maintain the Electronic Prescribing 
Objective’s Query of PDMP measure as 
optional and worth 5 bonus points, as 
well as corresponding changes to the 
regulation at § 495.24(e)(5)(iii)(B) (85 FR 
32853 through 32855). Continuing to 
include the measure as optional in CY 
2021 would allow time for further 
progress around EHR–PDMP efforts 
minimizing the burden on eligible 
hospitals and CAHs reporting while still 
providing an opportunity for capable 
implementers to report on and earn 5 
bonus points for the optional measure. 
We sought comments on our proposal to 
maintain the Query of PDMP measure in 
CY 2021 as optional and worth 5 bonus 
points. 

Comment: The majority of 
commenters agreed with the proposal to 
maintain the Electronic Prescribing 
Objective’s Query of PDMP measure as 
optional and worth 5 bonus points in 
CY 2021. Several of the comments 
expressed support given their concerns 
over how current workflows may 
require providers to repeatedly log into 
multiple, separate databases in order to 
manually enter patient data into CEHRT 
and document completion of the 
measure’s query. One of the commenters 
raised a concern where non-integrated 
state PDMPs lead to data-entry by hand 
which can increase the probability of 
human errors related to erroneous 
patient-matching or documentation. 
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504 See https://www.cms.gov/files/document/ 
medicare-eh-2020-support-electronic-referral-loops- 
receiving-and-incorporating-information.pdf. 

Response: We thank commenters for 
their continued support regarding the 
Query of PDMP measure. We recognize 
that various state programs are still 
maturing toward the development of 
fully fledged EHR–PDMP integration. 
We continue to collaborate with our 
partners in ONC, on how to advance 
standards surrounding PDMP 
functionality and integration. Keeping 
the Query of PDMP measure as optional 
for CY 2021 would allow states and 
other stakeholders an additional year to 
make further progress on developing 
functionality to support better 
integration of PDMP use within clinical 
workflows. 

Comment: Two commenters who 
agreed with the proposal requested 
clarification that the measure would 
continue to require a yes/no response as 
finalized in previous rules. 

Response: We appreciate these 
commenters support. The measure will 
continue to require a yes/no attestation 
response for CY 2021. 

After consideration of the public 
comments we received, we are 
finalizing our proposal for CY 2021 to 
maintain the Electronic Prescribing 
Objective’s Query of PDMP measure as 
optional and worth 5 bonus points, as 
well as finalizing corresponding 
changes to the regulation at 
§ 495.24(e)(5)(iii)(B) as proposed. 

4. Health Information Exchange 
Objective: Support Electronic Referral 
Loops by Receiving and Incorporating 
Health Information Measure 

In the FY 2019 IPPS/LTCH PPS final 
rule (83 FR 41659 through 41661), we 
established a new Support Electronic 
Referral Loops by Receiving and 
Incorporating Health Information 
measure by combining the Request/ 
Accept Summary of Care measure and 
the Clinical Information Reconciliation 
measure. In establishing the new 
measure, we did not change the 
specifications or actions associated with 
the two combined measures, which 
address receiving an electronic 
summary of care record and conducting 
reconciliation of the summary of care 
record. However, the name of the 
measure includes the word 
‘‘incorporating,’’ which is not always an 

action that is required for purposes of 
meeting the numerator of the measure. 
Instead, clinical information 
reconciliation must be completed using 
CEHRT for the following three clinical 
information sets: (1) Medication; (2) 
Medication Allergy; and (3) Current 
Problem List. In addition, we 
established that for cases in which the 
eligible hospital or CAH determines no 
update or modification is necessary 
within the patient record based on the 
electronic clinical information received, 
the eligible hospital or CAH may count 
the reconciliation in the numerator 
without completing a redundant or 
duplicate update to the record (83 FR 
41661). Thus, we proposed to modify 
the name of the Support Electronic 
Referral Loops by Receiving and 
Incorporating Health Information 
measure to better reflect the actions 
required by the numerator and 
denominator (85 FR 32855). We 
proposed to replace the word 
‘‘incorporating’’ with the word 
‘‘reconciling’’ such that the new name 
would read: Support Electronic Referral 
Loops by Receiving and Reconciling 
Health Information measure, and to 
codify this change at 
§ 495.24(e)(6)(ii)(B). We sought 
comments on our proposals. 

Comment: Many commenters 
supported the proposal to modify the 
measure’s name by replacing the word 
‘‘incorporating’’ with the word 
‘‘reconciling’’ to better reflect the 
measure’s intent and reduce confusion 
on the actions required for the 
numerator and denominator calculation. 

Response: We thank the 
commentators for their input and agree 
that the new name, Support Electronic 
Referral Loops by Receiving and 
Reconciling Health Information, best 
reflects the measure’s intent relating to 
the specific actions required in 
calculating the numerator and 
denominator. 

Comment: Two commenters did not 
believe that the name should be updated 
and stated that the measure 
modification could lead to unnecessary 
administrative burden and tedious 
documentation edits. 

Response: While the updating of the 
name may require edits to existing 

documentation in EHR systems or 
reports, we disagree that this update 
would alone outweigh the benefit of 
implementing programmatic 
improvements to reduce potential 
confusion caused by the measure’s 
existing name. The measure 
specifications establish that no 
duplicative update is necessary within 
the patient record based upon the 
clinical information received, only that 
it must be compared against what is 
currently available (a reconciliatory act, 
as indicated in the measure’s current 
specification sheet).504 In agreement 
with the majority of commenters, we see 
the name change as more clearly 
reflecting the existing policy that the 
measure is not requiring providers to 
input redundant information, but rather 
to review and reconcile what is received 
with what is already in the patient 
record. 

After consideration of the public 
comments we received, we are 
finalizing our proposal to modify the 
name of the Support Electronic Referral 
Loops by Receiving and Incorporating 
Health Information measure such that 
the new name will read: Support 
Electronic Referral Loops by Receiving 
and Reconciling Health Information 
measure. In addition, we are also 
finalizing the corresponding changes at 
§ 495.24(e)(6)(ii)(B) as proposed. 

5. Scoring Methodology for Eligible 
Hospitals and CAHs Attesting to CMS 
Under the Medicare Promoting 
Interoperability Program for an EHR 
Reporting Period in CY 2021 

The following table reflects the 
objectives and measures as finalized for 
CY 2021. As discussed in sections 
VII.D.3 and VII.D.4 in the preamble of 
this final rule, we are finalizing our 
proposals for CY 2021 to include: (1) 
Changing the name of the Support 
Electronic Referral Loops by Receiving 
and Incorporating Health Information 
measure, and (2) the continuation of the 
optional Query of PDMP measure worth 
5 bonus points for CY 2021. 
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6. Clinical Quality Measurement for 
Eligible Hospitals and CAHs 
Participating in the Medicare and 
Medicaid Promoting Interoperability 
Programs 

a. Background and Current Clinical 
Quality Measures 

Under sections 1814(l)(3)(A), 
1886(n)(3)(A), and 1903(t)(6)(C)(i)(II) of 
the Act and the definition of 
‘‘meaningful EHR user’’ under 42 CFR 
495.4, eligible hospitals and CAHs must 
report on clinical quality measures 
(CQMs; also referred to as electronic 

CQMs, or eCQMs) selected by CMS 
using CEHRT, as part of being a 
meaningful EHR user under the 
Medicare and Medicaid Promoting 
Interoperability Programs. However, as 
previously established in accordance 
with section 1903(t)(5)(D) of the Act, in 
no case may any Medicaid eligible 
hospital receive an incentive after CY 
2021 (§ 495.310(f), 75 FR 44319). 
Therefore, December 31, 2021 is the last 
date that states could make Medicaid 
Promoting Interoperability Program 
payments to Medicaid eligible hospitals 
(other than pursuant to a successful 

appeal related to 2021 or a prior year) 
(84 FR 42591 through 42592). 

The following table lists the 
previously finalized eCQMs available 
for eligible hospitals and CAHs to report 
under the Medicare and Medicaid 
Promoting Interoperability Programs (84 
FR 42597 through 42599) for the 
reporting period in CY 2021 and 
subsequent years, including the Safe 
Use of Opioids—Concurrent Prescribing 
measure (NQF #3316e), finalized as 
mandatory for reporting beginning with 
CY 2022 (84 FR 42598 through 42600). 

VerDate Sep<11>2014 22:38 Sep 17, 2020 Jkt 250001 PO 00000 Frm 00540 Fmt 4701 Sfmt 4725 E:\FR\FM\18SER2.SGM 18SER2 E
R

18
S

E
20

.2
50

<
/G

P
H

>
E

R
18

S
E

20
.2

51
<

/G
P

H
>

jb
el

l o
n 

D
S

K
JL

S
W

7X
2P

R
O

D
 w

ith
 R

U
LE

S
2



58971 Federal Register / Vol. 85, No. 182 / Friday, September 18, 2020 / Rules and Regulations 

b. eCQM Reporting Periods and Criteria 
for the Medicare and Medicaid 
Promoting Interoperability Programs in 
CYs 2021, 2022, and 2023 

In the FY 2021 IPPS/LTCH PPS 
proposed rule (85 FR 32856 through 
32857), consistent with a similar 
proposal under the Hospital IQR 
Program in the same proposed rule (85 
FR 32836 through 32837), we proposed 
to progressively increase the number of 
quarters for which hospitals are 
required to report eCQM data, from the 
current requirement of one self-selected 
calendar quarter of data, to four 
calendar quarters of data, over a 3-year 
period. Specifically, we proposed to 
require two self-selected calendar 
quarters of data from CY 2021, three 
self-selected calendar quarters of data 
from CY 2022, and four calendar 
quarters of data beginning with CY 
2023. We stated that we believe 
increasing the number of quarters for 
which hospitals are required to report 
eCQM data would produce more 
comprehensive and reliable quality 
measure data for patients and providers. 
Taking an incremental approach over a 
3-year period would also give hospitals 
and their vendors time to plan in 
advance, build upon, and utilize 
investments already made in their 
existing EHR infrastructure. 
Additionally, reporting multiple 
quarters of data would provide hospitals 
with a more continuous stream of 
information to monitor their levels of 
performance, as ongoing, timely data 
analysis can better identify a change in 
performance that may necessitate 
investigation, and potentially corrective 
action. We also refer readers to section 
VIII.A.9 of the preamble of this final 
rule for a discussion of similar 
proposals made for the Hospital IQR 
Program. 

(1) Changes to the eCQM Reporting 
Period in CY 2021 

In the FY 2020 IPPS/LTCH PPS final 
rule (84 FR 42599 through 42600), we 
established the eCQM reporting periods, 
reporting criteria, and submission 
periods for CY 2021. We refer readers to 
that final rule for a more detailed 
discussion of our previously established 
final policies. Consistent with our 
proposal for the Hospital IQR Program 
in the FY 2021 IPPS/LTCH PPS 
proposed rule (85 FR 32856), we 
proposed to modify the eCQM reporting 
period in CY 2021 under the Medicare 
and Medicaid Promoting 
Interoperability Programs for eligible 
hospitals and CAHs that report CQMs 
electronically. Specifically, we 
proposed to require eligible hospitals 

and CAHs to report two self-selected 
calendar quarters of eCQM data from CY 
2021, on four self-selected eCQMs from 
the set of available eCQMs, for CY 2021 
as previously established (84 FR 42599 
through 42600). 

(2) Changes to the eCQM Reporting 
Period in CY 2022 

In the FY 2020 IPPS/LTCH PPS final 
rule (84 FR 42600), we established the 
eCQM reporting periods, reporting 
criteria, and submission periods for CY 
2022. We refer readers to that final rule 
for a more detailed discussion of our 
previously established final policies. 
Consistent with our proposal for the 
Hospital IQR Program in the FY 2021 
IPPS/LTCH PPS proposed rule (85 FR 
32856), we proposed to modify the 
eCQM reporting period in CY 2022 
under the Medicare Promoting 
Interoperability Program for eligible 
hospitals and CAHs that report eCQMs 
electronically. Specifically, we 
proposed to require eligible hospitals 
and CAHs to report three self-selected 
calendar quarters of eCQM data from CY 
2022, for each required eCQM as 
previously established (84 FR 42600): 
(a) Three self-selected eCQMs from the 
set of available eCQMs for CY 2022, and 
(b) the Safe Use of Opioids—Concurrent 
Prescribing eCQM. 

(3) Reporting and Submission 
Requirements for eCQMs for CY 2023 
and Subsequent Years 

For CY 2023 and each subsequent 
year, we proposed to require eligible 
hospitals and CAHs reporting CQMs for 
the Medicare Promoting Interoperability 
Program to report 4 calendar quarters of 
data from CY 2023 and each subsequent 
year (85 FR 32856 through 32857) for: 
(a) 3 self-selected eCQMs from the set of 
available eCQMs for CY 2023 and each 
subsequent year; and (b) the Safe Use of 
Opioids—Concurrent Prescribing eCQM 
(NQF #3316e), for a total of 4 eCQMs. 
As finalized in the FY 2020 IPPS/LTCH 
PPS final rule (84 FR 42601 through 
42602), attestation is no longer a method 
for reporting eCQMs for the Medicare 
Promoting Interoperability Program, 
beginning with the reporting period in 
CY 2023, and instead, all eligible 
hospitals and CAHs are required to 
submit their eCQM data electronically 
through reporting methods made 
available through the Hospital IQR 
Program. Additionally, we proposed 
that the submission period for the 
Medicare Promoting Interoperability 
Program would be during the 2 months 
following the close of the respective 
calendar year. For example, the 
submission period for CY 2023 would 
be the 2 months following the close of 

CY 2023, ending February 28, 2024, and 
the same 2-month pattern would follow 
for each subsequent year. 

Comment: Many commenters 
supported our proposal to increase the 
number of quarters for which hospitals 
are required to report eCQM data. Some 
commenters specifically appreciated 
CMS’s plan to phase in the requirement 
over three years because they believe a 
progressive approach will allow 
hospitals and vendors sufficient time to 
implement the proposal without being 
overly burdensome. Other commenters 
stated the proposal will improve 
accuracy and reliability of data, provide 
a more accurate picture of overall 
hospital performance, increase hospital 
accountability, and reduce the 
likelihood that hospitals will report 
only on their top-performing quarter. 
Commenters also stated the proposal 
would enable hospitals and other 
stakeholders to successfully monitor 
performance trends, particularly 
through the CMS Hospital Compare site, 
or successor websites, and enhance 
patient outcomes. 

Response: We thank the commenters 
for their support. We believe increasing 
eCQM reporting over a 3-year period 
will help to ease the burdens associated 
with reporting larger amounts of data, 
and will provide hospitals and vendors 
with additional time to plan and 
sufficiently allocate resources for more 
robust eCQM reporting. We believe the 
long-term benefits associated with 
reporting a full year of electronic data 
will outweigh the burdens, and that 
increasing the number of quarters for 
which hospitals are required to report 
eCQM data will produce more 
comprehensive and reliable quality 
information for patients and providers. 

Comment: A few commenters 
recommended that we phase in the 
increased requirements at a faster rate, 
such as over a 2-year period instead of 
a 3-year period. 

Response: We thank the commenters 
for their recommendations. We 
considered a faster implementation 
timeline in developing our proposals, 
but ultimately determined to propose to 
align with the Hospital IQR Program’s 
proposal to progressively increase the 
number of required quarters of eCQM 
data over a 3-year period in order to 
continue to give hospitals and their 
vendors time to plan in advance and 
build upon and utilize investments 
already made in their EHR 
infrastructure (85 FR 32837). We believe 
this approach effectively balances the 
burdens associated with increased 
reporting of eCQM data and the benefits 
of providing that quality data to patients 
and consumers. 
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505 See https://www.cms.gov/about-cms/ 
emergency-preparedness-response-operations/ 
current-emergencies/coronavirus-waivers. 

506 See https://www.cms.gov/files/document/ 
medicare-pi-hardship-fact-sheet-2020.pdf. 

507 See Measures Application Partnership, ‘‘A 
Core Set of Rural-Relevant Measures and Measuring 
and Improving Access to Care: 2018 
Recommendations from the MAP Rural Health 
Workgroup’’ (Aug. 31, 2018), available at https://
www.qualityforum.org/Publications/2018/08/MAP_
Rural_Health_Final_Report_-_2018.aspx. 

Comment: Many commenters did not 
support the proposal to require 
additional quarters of eCQM data given 
the impact of the COVID–19 public 
health emergency (PHE) on hospitals, 
and requested that eCQM reporting and 
submission requirements for the CY 
2021 reporting period remain at one 
self-selected calendar quarter of data for 
each of the four self-selected eCQMs. 
Commenters stated that the COVID–19 
PHE has shifted focus from normal 
operations toward increased burden and 
strained hospital resources, particularly 
impacting staffing and technology. A 
few commenters indicated that the 
COVID–19 PHE has limited hospitals’ 
ability to make the IT investments 
needed to report additional quarters of 
data. Commenters stated that internal 
resources have been reallocated or 
reassigned, that current IT investments 
are focused on caring for COVID–19 
patients via telehealth, and that 
hospitals are already experiencing 
burdens or costs associated with 
implementing additional regulations on 
information blocking and 
interoperability. Commenters also stated 
that hospitals are complying with 
numerous federal and state data 
reporting requirements related to 
COVID–19 lab testing, patient volumes, 
and bed capacity, which are constantly 
evolving. The commenters stated that, 
while the duration of the COVID–19 
PHE remains uncertain, hospitals expect 
to be operating in this challenging 
environment well into CY 2021. 

Given these challenges, commenters 
requested that reporting and submission 
requirements for the CY 2021 reporting 
period remain at one self-selected 
calendar quarter of data so that hospitals 
may choose the fourth quarter, 
providing additional time for EHR 
upgrades. A few commenters expressed 
concern that the proposal could cause 
hospitals to lose their entire annual 
payment update for failing to meet an 
eCQM mandate that their EHR vendors 
cannot deliver, due to the pandemic and 
other competing federal EHR-related 
mandates. One commenter stated that 
the COVID–19 PHE’s impact on hospital 
volumes may render data less reliable. 
Another commenter suggested that CMS 
continue to monitor the COVID–19 PHE, 
and the extent to which hospitals have 
recovered, to inform the exact timeframe 
to begin increasing eCQM reporting 
requirements. 

Response: We thank commenters for 
their comments and recognize the 
burden that the COVID–19 PHE has had 
on the healthcare system. In response to 
the significant impact of the COVID–19 
PHE on hospitals, CMS issued an array 
of temporary regulatory waivers and 

exceptions affecting a wide cross- 
section of Medicare participation, 
eligibility, and payment requirements in 
an effort to reduce burden, provide 
flexibility to hospitals, and help 
hospitals maximize their capacity to 
focus on patient care.505 These waivers 
and exceptions reduce hospital 
paperwork burden and reporting 
requirements, increase flexibility for 
surge capacity and patient quarantine, 
allow providers to expand access to 
telehealth, and enable hospitals to 
enhance their workforces, among other 
benefits. Specific to the Promoting 
Interoperability Program, we issued a 
hardship exception extension, allowing 
eligible hospitals additional time to 
submit these requests.506 

Our current policy for eCQM 
reporting requires hospitals to report 
only one, self-selected calendar quarter 
of data for four self-selected eCQMs for 
the CY 2020 reporting period. We 
believe that a single quarter of data is 
not enough to capture trends in 
performance over time, therefore our 
goal in proposing to progressively 
increase the number of quarters of data 
to be collected over 3 years was to strike 
an appropriate balance between 
increasing eCQM reporting and 
providing hospitals with the necessary 
time to implement such changes. 

Comment: A commenter did not 
support the proposal to increase the 
number of self-selected quarters of 
eCQM data that hospitals must support 
for the CY 2021 reporting period. The 
commenter stated that given the 
unknown future of the impact of the 
COVID–19 PHE, any increase in eCQM 
submissions for CY 2021 could have a 
significant detrimental impact on small, 
rural hospitals, particularly because 
many of these hospitals do not find the 
current eCQMs (including the Safe Use 
of Opioids—Concurrent Prescribing 
measure (NQF #3316e), finalized as 
mandatory for reporting beginning with 
CY 2022) to be meaningful to their 
quality improvement. The commenter 
stated that because mandatory reporting 
on the Safe Use of Opioids-Concurrent 
Prescribing measure (NQF #3316e) 
begins in CY 2022, it would be 
beneficial to evaluate the usefulness and 
challenges of extracting this data after 
one quarter, rather than requiring two 
quarters. 

Response: As previously established 
in rulemaking, for the CY 2021 reporting 
period, hospitals will continue to report 

on four self-selected eCQMs, and 
reporting on the Safe Use of Opioids— 
Concurrent Prescribing eCQM (Safe Use 
eCQM) will not be required until the CY 
2022 reporting period. The Safe Use 
eCQM will be included in the eCQM 
subset beginning with the CY 2021 
reporting period, and a hospital may 
voluntarily select to report on the Safe 
Use eCQM on two quarters of data at 
that time. 

With respect to the usefulness and 
challenges of extracting eCQM data after 
one quarter rather than requiring two 
quarters, we believe that our proposal 
further advances our goal of increasing 
the use of EHR data for quality 
measurement and improvement. We 
believe that reporting on the Safe Use 
eCQM will provide valuable 
information in the area of high-risk 
prescribing to providers, and further our 
efforts to combat the negative impacts of 
the opioid crisis. Last, we appreciate 
that there may be challenges with 
extracting data for the Safe Use eCQM. 
Although this measure was developed 
being mindful that logistically, the 
implementation of the data extraction 
process needed to be feasible, we will be 
considerate of this feedback in future 
rulemaking. 

Regarding the meaningfulness of 
eCQMs in small, rural hospitals—rural 
health continues to be one of our top 
priorities. In 2016, we established an 
agency-wide Rural Health Council, and 
in 2017 we launched the Meaningful 
Measures Initiative and included 
Improving Access for Rural 
Communities as an initiative. 
Additionally in 2017, we tasked the 
National Quality Forum (NQF) to 
establish a Measure Applications 
Partnership (MAP) Rural Health 
Workgroup to identify a core set of the 
best available rural-relevant measures to 
address the needs of the rural 
population and provide 
recommendations from a rural 
perspective regarding measuring and 
improving access to care.507 When 
selecting eCQMs for inclusion in the 
measure set, we have, and will continue 
to consider the recommendations from 
the rural providers to ensure eCQMs are 
meaningful to quality improvement for 
small, rural hospitals. 

In response to concerns regarding the 
future of the impact of the COVID–19 
PHE, we will continue to monitor the 
impact that the COVID–19 PHE has on 
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hospitals, including small, rural 
hospitals, and will issue additional 
guidance as appropriate. Please also see 
our previous responses, specifically 
addressing the COVID–19 PHE. 

Comment: Many commenters 
requested that CMS adopt a more 
incremental approach for increasing the 
eCQM reporting requirements. A few of 
the numerous alternative approaches 
recommended by commenters included 
postponing the proposed increase in 
data reporting for one calendar year, 
postponing the increase until the 
COVID–19 PHE has abated and hospital 
volumes return to pre-pandemic levels, 
and increasing the number of calendar 
quarters of data to be reported by one 
quarter every other year. 

Response: As noted previously, after 
delaying the increased eCQM reporting 
requirements for a number of years, we 
believe our proposal to progressively 
increase the number of quarters of 
eCQM data to be collected over a three- 
year period strikes an appropriate 
balance between increasing eCQM 
reporting and providing hospitals with 
the necessary time to implement such 
changes. We understand the desire to 
postpone the increased reporting 
requirements until the pandemic has 
abated, and hospital volumes return to 
pre-pandemic levels, and note that we 
proposed requiring hospitals to report 
only two quarters of data for the CY 
2021 reporting period. We note that 
hospitals may choose to report data 
from the third and fourth quarters of CY 
2021, which may have higher volumes, 
and data would not need to be reported 
until the end of the data submission 
period (that is, by the end of February 
2022). Specific to the Promoting 
Interoperability Program’s response to 
COVID–19 PHE, we issued a hardship 
exception extension, allowing eligible 
hospitals additional time to submit 
these requests. Please also see our 
previous responses, specifically 
addressing the COVID–19 PHE. 

Comment: Several commenters raised 
concerns about the accuracy, reliability, 
and validity of eCQM data. One 
commenter stated the data produced by 
chart-abstracted measures and eCQMs 
vary significantly. A few commenters 
recommended that CMS adopt a more 
incremental approach to increasing 
eCQM reporting requirements, or delay 
its proposal altogether until at least CY 
2023, to balance benefits with burdens 
and better ensure reliability and validity 
for measurement. A commenter stated 
that it would be premature for CMS to 
require electronic reporting before all 
measures are fully electronically 
specified and field tested. The 
commenter emphasized the need for 

providers to have detailed electronic 
specifications in advance in order to 
adequately prepare their reporting 
systems. Another commenter 
encouraged CMS to evaluate how each 
additional quarter of data improves 
accuracy and reliability prior to further 
increasing the number of required 
quarters. 

Response: We understand the 
commenters’ concern about data 
reliability and validity and wish to 
emphasize that all types of quality 
measures, including eCQMs, undergo 
testing during the measure development 
process for feasibility, validity, and 
reliability. We also recognize that EHR- 
based extraction methodology for 
eCQMs is different from the data 
collection methodology for chart- 
abstracted measures, and that measure 
rates may vary depending on 
methodology (80 FR 49643 through 
49644). 

For example, eCQMs utilize data from 
structured fields within the EHR system, 
while chart-abstracted measures allow 
data to be collected from unstructured 
sources such as a clinician’s progress 
notes. For these reasons, we use a 
validation process to address concerns 
about reliability and validity of eCQM 
data. Together, alongside the Hospital 
IQR Program (as described in section 
VIII.A.10. of the preamble of this final 
rule), we are continuously working to 
improve the eCQM validation process 
and balance reporting burden. We 
expect to gain a better understanding of 
how to continue to increase the 
accuracy of eCQM data by continuing to 
analyze and improve upon that process. 
We do believe that the reporting of 
additional quarters of data by hospitals 
will help to increase the reliability of 
the data, and we also note that measure 
specifications are typically available 
about eight months prior to the 
beginning of the calendar year reporting 
period. 

Comment: A few commenters 
expressed concern about the amount of 
time that may be required for a hospital 
or their vendor to internally validate the 
data, and/or create and review CCN files 
prior to data submission to CMS. One 
commenter stated the proposal amends 
more modest, previously finalized 
policies that hospitals relied on for 
planning and resource allocation 
purposes. 

Response: We recognize that 
increasing the number of quarters of 
eCQM data to be reported can impact a 
hospital’s resource use, and refer 
readers to section XI. B.9 of the 
preamble of this final rule for a detailed 
discussion on our burden estimates 
associated with eCQM reporting and 

submission. We believe the long-term 
benefits associated with reporting a full 
year of electronic data will outweigh 
these burdens and that increasing the 
number of quarters for which hospitals 
are required to report eCQM data will 
produce more comprehensive and 
reliable quality information for patients 
and providers. We believe that taking an 
incremental approach to increasing 
eCQM reporting over a three-year period 
will help to ease the burdens associated 
with reporting larger amounts of data 
and will provide hospitals and vendors 
with additional time to plan and 
sufficiently allocate resources for more 
robust eCQM reporting. 

Comment: One commenter did not 
support the proposal because they 
believed it contradicted the trend to 
make the program simpler. Another 
commenter stated there is increased 
burden on hospitals due to duplications 
of effort in reporting the same measures 
in both chart-abstracted and eCQM 
formats. 

Response: We disagree with the 
commenter that the proposal contradicts 
our efforts to make the program simpler. 
Since October of 2017, we have 
undertaken an ambitious effort to 
reduce regulatory burden on the 
healthcare industry, lower health care 
costs, and enhance patient care by 
streamlining the quality reporting 
programs through the Meaningful 
Measures initiative. We refer readers to 
the FY 2019 IPPS/LTCH PPS final rule 
for a broader discussion of the 
Meaningful Measures framework (83 FR 
41147). In recent years, we have also 
improved and continued to maintain 
alignment between the Promoting 
Interoperability Program and the 
Hospital IQR Program, such that we 
now have the same eCQMs and data 
submission requirements. We will 
continue to look across all quality 
programs to identify areas to further 
streamline, and opportunities to reduce 
any remaining duplicative efforts. 

Comment: One commenter did not 
support the proposed expansion of 
eCQM reporting or public reporting 
until problems with validation of eCQM 
data are addressed. The commenter 
stated that hospitals participating in 
eCQM data validation continue to report 
unresolved concerns, such as the 
inability to authenticate validation 
results provided for 2017 and 2018 
because mismatches on the validation 
reports were not specifically identified. 
The commenter stated that hospitals 
and vendors need a better 
understanding of the cause of 
mismatches and how to correct them in 
advance of any public reporting, and 
recommended CMS make improvements 
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508 See eCQM Data Validation Resources are 
available on QualityNet at: https://
www.qualitynet.org/search?q=validation. 

to the validation procedures and 
reports. A few commenters requested 
that CMS provide additional 
transparency into the eCQM validation 
process before increasing the number of 
quarters required to be reported, such as 
information on eCQM agreement rates, 
national eCQM scores, the effect of 
invalidated data on national and 
hospital-specific scores, comparisons of 
the current eCQM data against 
previously collected chart-abstracted 
data, and an analysis on how eCQM 
scores are affected by using the chart- 
abstracted measure specifications and 
algorithms for validation. Last, 
commenters requested that CMS 
provide an analysis of how self- 
selection of individual eCQMs by each 
hospital affects national averages, and 
the number of hospitals reporting on 
each measure. 

Response: We appreciate the feedback 
from hospitals on their experiences with 
the eCQM validation process. The 
specifications for eCQMs contain logic 
statements and value sets tailored to 
electronic data sources, and as such, 
measure specifications and algorithms 
for chart-abstracted measures are not 
used for eCQM validation. As the 
Hospital IQR Program further describes 
in sectionVIII.A.10 of the preamble of 
this rule, together, we are continuously 
working to improve eCQM validation 
and are finalizing several changes to 
that process. Our decision to extend the 
educational review process established 
for chart-abstracted measure validation 
to eCQM validation may be of particular 
interest to stakeholders. We would also 
like to refer commenters to the eCQM 
validation resources available on 
QualityNet.508 

Comment: A few commenters stated 
that the required updates to EHRs to 
modify eCQMs often take significant 
implementation resources before 
hospitals are able to report eCQM data. 
The commenters expressed concern that 
the proposed increase in data reporting 
requirements would shorten the 
timeframe for hospitals to make and 
validate required measure logic changes, 
which would require hospitals to 
expend additional resources in order to 
finish changes on time. The commenters 
requested that CMS provide hospitals 
with 18 months to implement changes. 

Response: We disagree that there is 
not enough time to implement eCQM 
data measure reporting requirements. 
We note that the eCQM specifications 
are typically available around eight 
months prior to the beginning of the 

calendar year of the reporting period. 
We also believe that once the eCQM 
updates are implemented in hospital 
EHRs, reporting an additional quarter of 
data should not require the same level 
of effort as reporting one initial quarter 
of data. Thus, we do not expect 
hospitals to experience a significant 
amount of added burden reporting three 
additional quarters of data over a three- 
year period. We would like to note that 
we did not propose to modify, remove, 
or add any additional eCQM measures 
to the Promoting Interoperability 
Program in the FY 2021 IPPS/LTCH PPS 
proposed rule. We do thank the 
commenters for their feedback and will 
take this information into account when 
modifying and aligning the eCQM 
measure set in future rulemaking. 

Comment: A few commenters 
expressed concern about variation in 
readiness and eCQM reporting 
capabilities across hospitals. 
Commenters recommended that CMS 
work with stakeholders to identify 
underlying structural problems and 
barriers to successful reporting; consider 
a process by which hospitals could 
request and receive a one-year 
extension, if needed, to increase their 
eCQM reporting to four calendar 
quarters, or take a more incremental 
approach to increasing eCQM reporting 
requirements. 

Response: As stated previously, we 
have reduced the number of eCQMs, 
and delayed eCQM reporting 
requirements over a number of years in 
order to allow hospitals and vendors 
additional time to upgrade IT systems, 
improve data mapping and other 
capabilities, and increase staff training 
for eCQM reporting. In the FY 2021 
IPPS/LTCH PPS proposed rule, we 
proposed to progressively increase the 
number of quarters of data to be 
collected over three years to continue to 
give providers time to gain experience 
with eCQM reporting and submission. 
We believe that gradually increasing the 
number of quarters for which hospitals 
are required to report eCQM data will 
produce more comprehensive and 
reliable quality measure data for 
patients and providers. We will 
continue to work with stakeholders to 
identify any structural issues or barriers 
to successful reporting. 

Comment: Several commenters 
requested clarification about the data 
submission process associated with 
increasing the number of quarters of 
data required to be reported. 
Specifically, commenters requested that 
CMS clarify the timing of submission 
deadlines and the ability of hospitals to 
report non-consecutive quarters of data. 
One commenter requested that CMS 

clarify that until all four quarters of data 
are required, the hospital will be able to 
self-select which quarters it reports on. 

Response: In the FY 2021 IPPS/LTCH 
PPS proposed rule, our proposals would 
allow hospitals to self-select the 
calendar quarters of data to report for 
CYs 2021 and 2022, with data 
submission in the two months following 
the close of the calendar year (85 FR 
32856 through 32857). Thus, the data 
submission deadline for eCQM data 
under the Promoting Interoperability 
Program, regardless of how many 
quarters of data are required to be 
reported for a given calendar year, will 
continue to be by the end of the 2 
months following the close of the 
respective calendar year. The ability to 
self-select calendar quarters would 
enable hospitals to submit non- 
consecutive quarters of data of their 
choice. More specifically, we proposed 
to require that hospitals report two self- 
selected calendar quarters of data for 
each of the four self-selected eCQMs for 
the CY 2021 reporting period, three self- 
selected calendar quarters of data for the 
CY 2022 reporting period for each 
required eCQM: (a) Three self-selected 
eCQMs; and (b) the Safe Use of Opioids 
eCQM (85 FR 32837). Hospitals would 
self-select the quarters it reported on 
until all four quarters were required, as 
proposed for the CY 2023 reporting 
period. The ability self-select quarters 
would permit hospitals to submit non- 
consecutive quarters of data. 

Comment: A few commenters 
recommended that CMS monitor 
implementation of the proposal, such as 
soliciting feedback from hospitals to 
learn about reporting challenges and to 
ensure that the proposal does not 
impose substantial additional 
administrative burdens during the 
COVID–19 PHE. One commenter 
recommended that CMS work with 
stakeholders to ensure eCQM data 
provides actionable insights that 
support performance improvement, 
considering the burden required to 
report it. 

Response: We thank the commenters 
for their suggestions. We plan to 
monitor the implementation of the 
increased reporting requirements for 
eCQM data alongside the Hospital IQR 
Program, and welcome continued 
feedback from stakeholders through 
webinars, listservs, and help desk 
questions. Finally, see our previous 
discussion on our approach with the 
COVID–19 PHE. 

After consideration of the public 
comments we received, we are 
finalizing all of our proposals as 
proposed to progressively increase, over 
a 3-year period, the number of calendar 
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quarters that eligible hospitals and 
CAHs are required to report eCQM data 
for the Promoting Interoperability 
Program. For the CY 2021 reporting 
period, hospitals will be required to 
report two self-selected calendar 
quarters of data for each of the four self- 
selected eCQMs, and the quarters 
chosen do not need to be consecutive. 
For the CY 2022 reporting period, 
hospitals will be required to report three 
self-selected calendar quarters of data 
for each required eCQM: (a) Three self- 
selected eCQMs; and (b) the Safe Use of 
Opioids—Concurrent Prescribing 
eCQM. For the CY 2023 reporting period 
and subsequent years, hospitals will be 
required to report four calendar quarters 
of data for each required eCQM: (a) 
Three self-selected eCQMs; and (b) the 
Safe Use of Opioids—Concurrent 
Prescribing eCQM, and the submission 
period for the Medicare Promoting 
Interoperability Program will be the 2 
months following the close of the 
respective calendar year. 

c. Public Reporting of eCQM Data 
Electronic reporting serves to further 

the CMS and HHS policy goals to 
promote quality through performance 
measurement and, in the long-term, 
improve the accuracy of the data and 
reduce reporting burden for providers. It 
also promotes the continued effort to 
align the Promoting Interoperability 
Program with the Hospital IQR Program 
through simplifying and streamlining 
quality reporting. We expect that over 
time, hospitals will continue to leverage 
EHRs to capture, calculate, and 
electronically submit quality data, build 
and refine their EHR systems, and gain 
more familiarity with reporting eCQM 
data. As eCQM reporting continues to 
advance, and hospitals have gained 
several years of experience with 
successfully collecting and reporting 
eCQM data, it is important to further our 
policy goals of leveraging EHR-based 
quality measure reporting in order to 
incentivize data accuracy, promote 
interoperability, increase transparency, 
and reduce long-term provider burden 
by providing public access to the eCQM 
data being reported. 

Section 1886(b)(3)(B)(viii)(VII) of the 
Act requires the Secretary to report 
quality measures of process, structure, 
outcome, patients’ perspectives on care, 
efficiency, and costs of care that relate 
to services furnished in inpatient 
settings in hospitals on the internet 
website of CMS. Section 
1886(b)(3)(B)(viii)(VII) of the Act also 
requires that the Secretary establish 
procedures for making information 
regarding measures available to the 
public after ensuring that a hospital has 

the opportunity to review its data before 
they are made public. In the proposed 
rule, we stated that the current Hospital 
IQR Program policy is to report data as 
soon as it is feasible on CMS websites 
such as the Hospital Compare and/or its 
successor website after a 30-day preview 
period (78 FR 50776 through 50778). 
For additional information, we referred 
readers to section VIII.12.a. of the 
proposed rule, the Hospital IQR 
Program’s Public Display Requirements. 

Section 1886(n)(4)(B) of the Act 
requires the Secretary to post on the 
CMS website, in an easily 
understandable format, a list of the 
names of the eligible hospitals and 
CAHs that are meaningful EHR users, 
and other relevant data as determined 
appropriate by the Secretary. We believe 
other relevant data could include 
clinical quality measure performance 
rates, and data intended to improve 
transparency and reporting accuracy, 
because such data would enable 
patients, consumers, and health care 
providers to make informed decisions 
about their own, and their patients’ 
healthcare. 

Section 1886(n)(4)(B) of the Act also 
requires the Secretary to ensure that an 
eligible hospital or CAH has the 
opportunity to review the other relevant 
data that are to be made public with 
respect to the eligible hospital or CAH 
prior to such data being made public. By 
publicly reporting clinical quality 
measure data, this demonstrates our 
commitment to providing data to 
patients, consumers, and providers as 
quickly as possible to assist them in 
their decision-making. 

Therefore, in alignment with our goal 
to encourage data accuracy and 
transparency, we proposed to align with 
the Hospital IQR Program in publicly 
reporting eCQM data submitted by 
eligible hospitals and CAHs for the 
Promoting Interoperability Program 
starting with the CY 2021 reporting 
period, and continuing through 
subsequent years (85 FR 32857). We 
stated that this data could be made 
available to the public as early as the 
fall of CY 2022. We also refer readers to 
section VIII.A. of the preamble of this 
final rule for a discussion of a similar 
proposal under the Hospital IQR 
Program. 

Comment: A few commenters 
supported public reporting of eCQM 
data for the CY 2021 reporting period, 
with this data being made available to 
the public as early as Fall 2022. One 
commenter stated the proposal strikes a 
balance between reducing the 
administrative burden for providers of 
collecting and reporting eCQM data, 
without sacrificing the meaningfulness 

of quality information available to the 
public, and also ensuring that CMS has 
a more robust dataset to make payment 
decisions. One commenter found the 
proposed change reasonable and 
appropriate, and agrees that the current 
submission requirement does not 
effectively capture performance trends. 
A few commenters appreciated the 
greater public disclosure of eCQM data 
and agreed that the proposed change 
will provide a more accurate picture of 
overall performance for hospitals. 

Response: We thank commenters for 
their support. We believe it is important 
to provide data to the public as soon as 
practicable while increasing the amount 
of eCQM data to be reported to CMS. We 
believe that beginning to publicly report 
eCQM data as early as the fall of 2022, 
while simultaneously progressively 
increasing the quarters of reported 
eCQM data strikes the appropriate 
balance between the importance of 
transparency by publicly reporting 
eCQM data and stakeholder concerns 
about using sufficient data for publicly 
reporting eCQM data. 

Comment: A few commenters did not 
support public reporting of eCQM data 
from the CY 2021 reporting period 
beginning as early as Fall 2022 due to 
the impact of the COVID–19 PHE on 
hospitals, including needing to reassign 
and reduce hospital staff, redirect 
resources, and concerns about 
increasing provider burden. A few 
commenters did not support our 
proposal to publicly report eCQM data 
due to concern about measure 
performance during the COVID–19 PHE. 
Several commenters opposed publishing 
data on Hospital Compare for the CY 
2021 reporting period, and 
recommended a delay until the CY 2022 
reporting period or later due to the 
COVID–19 PHE that may impact the 
validity and reliability of data, 
especially when comparing performance 
across hospitals. A few commenters 
supported the proposal to publicly 
report eCQM data, but recommended 
that CMS confer with hospitals to 
ensure data reporting for the CY 2021 
reporting period will not impose 
unreasonable administrative burden 
during the COVID–19 PHE. 

Response: We continue to closely 
monitor and analyze the impact that the 
unpredictable nature that the COVID–19 
PHE may have on the national 
comparability of Promoting 
Interoperability Program measures, as 
well as burden on hospitals, and will 
continue to communicate through 
routine channels as necessary. We 
appreciate commenters’ concerns 
regarding the impact COVID–19 PHE 
has had on hospitals, however, we do 
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509 See Blueprint for CMS Measures Management 
System, https://www.cms.gov/Medicare/Quality- 
Initiatives-Patient-Assessment-Instruments/MMS/ 
Downloads/Blueprint.pdf. 

not believe that public reporting of 
eCQM data adds to that burden, as 
public reporting will not change how 
hospitals submit or report their eCQM 
data, nor the number of measures that 
will be required to be reported. For 
clarification, CY 2020 reporting period 
data will not be publicly reported, as we 
are finalizing to start public reporting of 
eCQM data with the CY 2021 reporting 
period in Fall of 2022. 

Comment: Some commenters did not 
support public reporting of eCQM data 
due to the burden for some hospitals to 
successfully submit eCQM data. 

Response: We understand 
commenters’ concerns, however, we 
believe we have sufficiently mitigated 
any potential burden for hospitals by 
taking an incremental approach to allow 
hospitals to become familiar with eCQM 
reporting, prior to publicly reporting 
eCQM data. 

Comment: Many commenters did not 
support public reporting of eCQM data 
as early as Fall 2022, and recommended 
a delay in public reporting to provide 
hospitals with additional time to 
prepare, to provide greater technical 
consistency, or until four quarters of 
data are required to be reported. 

Response: We appreciate the 
commenters’ feedback, but disagree that 
hospitals need more time to prepare for 
public reporting of eCQM data. CY 2021 
will be the fifth year of mandated 
reporting of eCQM data for hospitals, 
and we have determined that eCQM 
data is accurate enough to begin 
reporting. While we appreciate 
commenters’ concerns about public 
reporting eCQM data representing fewer 
than four quarters of data, we disagree 
that this should inhibit the 
advancement of public reporting of 
eCQM data. We believe it is important 
to provide data to the public as soon as 
practicable, while simultaneously 
increasing the amount of eCQM data 
being reported to CMS. We believe that 
beginning to publicly report eCQM data 
as early as the fall of 2022, while 
progressively increasing the quarters of 
reported eCQM data appropriately 
balances the importance of transparency 
by publicly reporting eCQM data and 
stakeholder concerns about using 
sufficient data for publicly reporting 
eCQM data. Last, we refer commenters 
to section VIII.A.9.b. of the preamble of 
this final rule, where the Hospital IQR 
Program references technical 
specifications for quality measures, and 
in addition, the FY 2019 IPPS/LTCH 
final rule where the Hospital IQR 
Program summarizes technical measure 
specifications for quality measures, and 
the sub-regulatory process for 

incorporation of non-substantive 
updates to the measure specifications. 

Comment: Many commenters did not 
support public reporting of eCQM data 
beginning as early as Fall 2022, citing 
concern that inconsistency in the 
number of cases reported and the self- 
selection of eCQMs reported across 
individual hospitals might not 
accurately depict hospital performance. 
These commenters recommended 
aligning the start of public reporting 
with one consistent mandated eCQM 
across all hospitals. 

Response: We acknowledge the 
commenters’ concerns, however, we 
plan to initially publish CY 2021 eCQM 
data, consisting of two self-selected 
quarters of data, on https://
data.Medicare.gov or its successor 
website, before publishing it on Hospital 
Compare, or its successor website. The 
Data.Medicare.gov website or its 
successor website, provides the public 
with access to downloadable datasets to 
ensure the information is publicly 
available, but does not offer side-by-side 
comparison capabilities like Hospital 
Compare or its successor website, 
without additional data management by 
the user. As more eCQM data are 
progressively reported, we will then 
display the additional information on 
the Hospital Compare website, or its 
successor website, where more direct 
comparisons of hospital performance 
will be available. We believe these 
finalized policies address the 
commenters’ concerns while providing 
flexibility for hospitals and their 
vendors to build upon and utilize 
investments in their EHRs. 

Comment: Several commenters did 
not support our proposal to publicly 
report eCQM data for the CY 2021 
reporting period and to provide 
hospitals the opportunity to review the 
data. These commenters recommended 
a dry run with one quarter and two 
quarters of data to enable hospitals to 
preview their performance and national 
comparison data confidentially before 
the data are made public. Commenters 
recommended CMS conduct reliability 
analyses to determine the minimum 
volume of cases needed for public 
reporting and make the analyses public, 
provide clear information about how 
data will be presented to the public, and 
provide information on the process to 
dispute publicly accessible data. 

Response: We thank the commenter 
for their comments. We interpret the 
term ‘‘dry run’’ to reference the dry run 
provision in the Blueprint for the CMS 
Measures Management System, used in 
the first use of a measure in a CMS 

program or first results reporting.509 We 
do not believe a dry run before the start 
of public reporting is necessary and 
have determined that the eCQM data are 
accurate enough to begin reporting. In 
addition, hospitals would have the 
opportunity to preview their eCQM data 
before they are made public, as required 
by section 1886(n)(4)(B) the Act, during 
a 30-day preview period. 

We thank commenters for their 
recommendations to conduct measure 
reliability analyses to determine the 
minimum number of cases needed for 
public reporting. Validation of CY 2017 
and CY 2018 data has shown that a 
majority of eCQM data was reported 
with agreement rates of 80 percent or 
higher. We refer readers to section 
VIII.A.10 of this final rule where this is 
discussed in more detail. 

Comment: Several commenters 
opposed publishing eCQM data on 
Hospital Compare citing concerns about 
data context as it pertains to safety net 
hospitals. 

Response: We thank commenters for 
their feedback concerning the eCQM 
data as it pertains to safety net hospitals. 
We plan to monitor the initiation of 
public reporting of eCQM data and 
welcome continued feedback from all 
stakeholders through webinars, 
listservs, and help desk questions. We 
will continue to monitor trends in 
performance, including that of safety net 
hospitals. 

After consideration of the public 
comments we received, we are 
finalizing our proposal to begin publicly 
reporting eCQM data submitted by 
eligible hospitals and CAHs for the 
Promoting Interoperability Program, 
beginning with the eCQM data reported 
for the CY 2021 reporting period and for 
subsequent years, and we expect to 
begin publicly reporting the data in the 
Fall of CY 2022. Hospitals will have the 
opportunity to review their eCQM data 
before it is made public, as required by 
section 1886(n)(4)(B) of the Act, during 
a 30-day preview period. 

7. Technical Corrections to the 
Regulations 

a. Corrections to Regulations for Puerto 
Rico Eligible Hospitals Participating in 
the Medicare Promoting Interoperability 
Program 

In the FY 2019 IPPS/LTCH PPS final 
rule (83 FR 41673 and 41674), we 
amended § 495.104(c)(5) to specify 
transition factors under section 
1886(n)(2)(E)(i) of the Act for the 
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incentive payments for Puerto Rico 
eligible hospitals. Although our 
preamble discussion of the transition 
factors was accurate (83 FR 41673 and 
41674), our amendments to the 
regulation text included inadvertent 
technical errors. Specifically, under 
§ 495.104(c)(5)(viii), we inadvertently 
included FY 2018 twice and omitted FY 
2021 (83 FR 41710 and 41711). We 
proposed to correct these errors in the 
FY 2021 IPPS/LTCH PPS proposed rule 
(85 FR 32857) by revising 
§ 495.104(c)(5)(viii) to specify the 
correct transition factors for FYs 2018 
through 2021 as follows: 

• 1 for FY 2018. 
• 3/4 for FY 2019. 
• 1/2 for FY 2020. 
• 1/4 for FY 2021. 

b. Corrections to Regulatory Citations 
In prior rulemaking, we adopted 

regulatory text at § 495.20 which cross- 
references ONC’s certification criteria 
under 45 CFR 170.314. We recently 
identified two typographical errors in 
§ 495.20: specifically, paragraphs 
(e)(5)(iii) and (l)(11)(ii)(C)(1) should 
have cross-referenced provisions of 45 
CFR 170.314, but instead certain 
numbers were inadvertently transposed 
in the cross-references. Therefore, in the 
FY 2021 IPPS/LTCH PPS proposed rule 
(85 FR 32857 through 32858), we 
proposed to revise §§ 495.20(e)(5)(iii) 
and (l)(11)(ii)(C)(1) to correct these 
errors. 

We received no comments on these 
proposals and are finalizing the 
proposed revisions to 
§ 495.104(c)(5)(viii) and 
§§ 495.20(e)(5)(iii) and (l)(11)(ii)(C)(1) as 
proposed. 

8. Future Direction of the Medicare 
Promoting Interoperability Program 

In the FY 2021 IPPS/LTCH PPS 
proposed rule (85 FR 32858), we 
solicited public comment on several 
areas involving the Promoting 
Interoperability Program. This included 
reducing administrative burden, 
supporting continued alignment with 
the Quality Payment Program, 
supporting alignment with the 21st 
Century Cures Act final rule, advancing 
interoperability and the exchange of 
health information, and promoting 
innovative uses of health IT. We also 
solicited public comment on potential 
areas of overlap including: information 
blocking, transitioning from the 
Common Clinical Data Set (CCDS) to the 
United States Core Data for 
Interoperability (USCDI), finalization of 
a new certification criterion for a 
standards-based API using FHIR, and 
other updates to 2015 Edition health IT 

certification criteria and the ONC Health 
IT Certification Program. In maintaining 
our focus on how promoting 
interoperability, alignment, and 
simplification will reduce health care 
provider burden while allowing 
flexibility to pursue innovative 
applications that improve care delivery, 
we further solicited comment on how 
Medicare can best support these areas of 
overlap. 

Although we are not summarizing and 
responding to the comments we 
received in this final rule, we would 
like to bring attention to ONC’s 21st 
Century Cures Act final rule (85 FR 
25642 through 25961), specifically, the 
finalized updates to the 2015 Edition 
certification criteria and the ONC 
Certification Program. As these updates 
impact certification criteria referenced 
in the CEHRT definitions for the 
Promoting Interoperability Program and 
the MIPS Promoting Interoperability 
performance category, we proposed to 
align with these updates in the CY 2021 
PFS proposed rule (85 FR 50265 
through 50272), where we invite our 
readers to review and provide public 
comment. 

We would like to thank commenters 
for the feedback, support, and responses 
we have received. We will continue to 
take all feedback into account as we 
develop future policies for the 
Promoting Interoperability Program. 

IX. Changes for Hospitals and Other 
Providers 

A. Changes in the Submission of 
Electronic Patient Records to 
Beneficiary and Family Centered Care 
Quality Improvement Organizations 
(BFCC–QIOs) 

1. Background 
CMS’ Quality Improvement 

Organization (QIO) Program is part of 
the HHS’ national quality strategy for 
providing quality and patient centered 
care to Medicare beneficiaries. The 
mission of the QIO Program is to 
improve the effectiveness, efficiency, 
economy, and quality of services 
delivered to Medicare beneficiaries. We 
identify the core functions of the QIO 
Program as: (1) Improving quality of 
care for beneficiaries; (2) protecting the 
integrity of the Medicare Trust Fund by 
ensuring that Medicare pays only for 
services and goods that are reasonable 
and necessary and that are provided in 
the most appropriate setting; and (3) 
protecting beneficiaries by 
expeditiously addressing individual 
concerns (such as beneficiary 
complaints, provider-based notice 
appeals, violations of the Emergency 
Medical Treatment and Labor Act 

(EMTALA), and other related 
responsibilities). The QIO Program is an 
important resource in our effort to 
improve quality and efficiency of care 
for Medicare beneficiaries. 

A QIO is an organization comprised of 
health quality experts, clinicians, and 
consumers organized to improve the 
quality of care delivered to people with 
Medicare. QIOs work under the 
direction of CMS, to improve the quality 
of healthcare for all Medicare 
beneficiaries, and to support the 
Medicare program. 

Current law authorizes the QIOs to 
have access to the records of providers, 
suppliers, and practitioners under 
Medicare in order to perform their 
functions. For example, section 
1154(a)(7)(C) of the Act requires QIOs, 
to the extent necessary and appropriate, 
to examine the pertinent records of any 
practitioner or provider of health care 
services that is providing services for 
which payment may be made under the 
Medicare program. Section 1156(a)(3) of 
the Act requires that any person who 
provides health care services payable 
under Medicare assure that services or 
items ordered or provided are supported 
by evidence of the medical necessity 
and quality as may reasonably be 
required by a reviewing QIO in the 
exercise of its responsibilities. Our 
regulations at 42 CFR 476.78(b) provide 
that health care providers that submit 
Medicare claims must cooperate in the 
assumption and conduct of QIO 
reviews. Under 42 CFR 476.78(b)(2), 
providers (defined broadly to include 
any health care facility, institution, or 
organization involved in the delivery of 
Medicare-covered services) and 
practitioners (defined broadly to include 
an individual credentialed within a 
recognized health care discipline and 
involved in providing the services of 
that discipline to patients) must provide 
patient care data and other pertinent 
data to the QIO when the QIO is 
collecting review information. In 
practice, this typically includes 
providing the QIO with copies of 
medical records for Medicare 
beneficiaries. In addition, under 42 CFR 
480.111, QIOs are authorized to have 
access to and obtain records and 
information pertinent to the health care 
services furnished to Medicare patients, 
held by any institution or practitioner in 
the QIO area; QIOs may require the 
institution or practitioner to provide 
copies of such records or information to 
the QIO. In some cases, this access to 
information may include information 
from the records of non-Medicare 
patients. 

While § 480.111 does not explicitly 
require submission of electronic patient 
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records, the current regulation at 
§ 476.78(b)(2)(ii) requires providers and 
practitioners to send patient records in 
electronic format, if available, and 
subject to the QIO’s ability to support 
receipt and transmission of the 
electronic version of patient records. 
The changes included in this final rule 
will make electronic submission the 
default method of submission, 
mandating all providers and 
practitioners who provide patient 
records to the QIO to submit them in 
electronic format unless they have an 
approved waiver. Providers and 
practitioners would be required to 
deliver patient records within 14 
calendar days of a request. We believe 
the QIOs have developed the capability 
to securely receive and transmit medical 
patient records in electronic format, 
such that requiring submission of 
requested patient records in electronic 
format by providers and practitioners 
who has the capability is now 
reasonable. This is demonstrated by the 
fact that QIOs currently submit case 
files and patient records to the 
Departmental Appeals Board (DAB) and 
the Office of Medicare Hearings and 
Appeals (OMHA) electronically. Based 
on these facts, it is now evident that all 
QIOs are able and capable of receiving 
and sending patient records in 
electronic format. 

In 2011, we established the Medicare 
and Medicaid EHR Incentive Programs 
(now known as the Promoting 
Interoperability programs) to encourage 
eligible professionals, eligible hospitals, 
and critical access hospitals (CAHs) to 
adopt, implement, upgrade, and 
demonstrate meaningful use of certified 
electronic health record technology 
(CEHRT). Beginning in 2019, all eligible 
professionals, eligible hospitals, and 
CAHs are required to use CEHRT to 
meet the requirements of the Medicare 
and Medicaid Promoting 
Interoperability Programs. Requirements 
for eligible hospitals, and CAHs that 
submit an attestation to CMS under the 
Medicare Promoting Interoperability 
Program were updated in the FY 2019 
IPPS/LTCH PPS final rule (83 FR 41634 
through 41677). Based on the National 
Center for Health Statistics’ 2017 
National Electronic Health Records 
Survey, 97 percent of hospitals and 80 
percent of office based physicians have 
adopted certified EHRs. The use of 
certified EHRs would enable healthcare 
providers to electronically submit 
patientrecords to the QIOs. See: https:// 
www.cdc.gov/nchs/fastats/electronic- 
medical-records.htm. 

In § 476.1, ‘‘provider’’ is defined as a 
health care facility, institution, or 
organization, including but not limited 

to a hospital, involved in the delivery of 
health care services for which payment 
may be made in whole or in part under 
Title XVIII of the Act. The term 
‘‘practitioner’’ means an individual 
credentialed within a recognized health 
care discipline and involved in 
providing the services of that discipline 
to patients. The regulations define ‘‘QIO 
review’’ as a review performed in 
fulfillment of a contract with CMS, 
either by the QIO or its subcontractors. 
The definitions specific to 42 CFR part 
480 do not explicitly define the terms 
institution or practitioner but the 
context makes it clear that these terms 
are references to health care providers 
that are facilities and individual 
practitioners. The changes we are 
implementing in this final rule address 
submissions of patient records by all 
types of health care providers to QIOs 
and reimbursement for those 
submissions. 

2. Changes 

In this final rule, we amend 
§§ 412.115, 413.355, 476.78, 480.111, 
and 484.265 to mandate providers and 
practitioners submit patient records to 
Beneficiary and Family Centered Care 
Quality Improvement Organizations 
(BFCC–QIOs) in an electronic format. 
This proposal would also update the 
procedures and reimbursement rates for 
patient records providers and 
practitioners furnish to QIOs. We define 
the term ‘‘patient record’’ at 
§ 476.78(e)(1) as all patient care data 
and other pertinent data or information 
relating to care or services provided to 
an individual patient, in the possession 
of the provider or practitioner, as 
requested by a BFCC–QIO for the 
purpose of performing one or more QIO 
functions. Providers in this context 
would include an institution. As 
discussed in more detail later in this 
section, we understand that QIOs 
request and receive primarily (if not 
only) records and information that is 
about or related to the health care 
provided to specific individuals. This 
broad definition would include any 
information relevant or pertinent to a 
particular individual (or services or 
Medicare-covered benefits provided to 
an individual) that is requested by a 
QIO is part of the patient record for that 
individual, even if the information is 
not necessarily part of what is 
traditionally understood as a medical 
record. We received no public comment 
on this definition of the term ‘‘patient 
record’’ and how we use the term 
defined this way as the basis for 
reimbursement for submission of 
electronic patient records. 

Under section 1866(a)(1)(F) of the Act, 
CMS is required to reimburse hospitals 
for the cost of providing patient records 
to the QIOs for QIO functions as 
discussed in this final rule. Based on 
similar requirements applicable to other 
providers and the history of litigation 
related to this provision, we 
subsequently applied this requirement 
to additional providers and suppliers 
under Medicare. The provisions 
governing reimbursement for sending 
patient records to the QIOs is codified 
at 42 CFR 476.78 and 42 CFR 480.111. 
In this final rule, we are finalizing the 
following changes to the reimbursement 
requirements: 

• Patient records that are required to 
be provided to a QIO under 
§ 476.78(b)(2) must be delivered in 
electronic format, unless a QIO 
approves a waiver. Providers and 
practitioners who lack the capability to 
submit patient records in an electronic 
format may only submit patient records 
by facsimile or photocopying and 
mailing, after the QIO approves a 
waiver. Initial waiver requests by those 
providers that are required to execute a 
written agreement with a QIO are 
expected to be made at the time the 
provider executes a written agreement 
with the QIO. Other providers and 
practitioners who are not required to 
execute a written agreement with a QIO 
may request a waiver by giving the QIO 
notice of their lack of capability to 
submit patient records in electronic 
format. 

• We establish reimbursement rates of 
$3.00 per patient record that is 
submitted to the QIO in electronic 
format and $0.15 per page for requested 
patient records submitted by facsimile 
or by photocopying and mailing (plus 
the cost of first class postage for mailed 
photocopies), after a waiver is approved 
by the QIO. 

• We establish that these 
reimbursement rates are applicable to 
patient records submitted to a QIO in 
accordance with §§ 412.115, 413.355, 
476.78, 480.111, and 484.265. 

We believe these changes bring the 
procedures and associated 
reimbursement rates for submission of 
patient records to a QIO up to date with 
CMS policies for promoting use of 
electronic health records and burden 
reduction. 

These changes are applicable to all 
providers and practitioners providing 
patient records to QIOs for purpose of 
QIO reviews under § 476.78. In 
addition, these requirements are 
applicable to institutions and 
practitioners submitting records and 
information to the QIOs in accordance 
with § 480.111. Specifically, such 

VerDate Sep<11>2014 22:38 Sep 17, 2020 Jkt 250001 PO 00000 Frm 00548 Fmt 4701 Sfmt 4700 E:\FR\FM\18SER2.SGM 18SER2jb
el

l o
n 

D
S

K
JL

S
W

7X
2P

R
O

D
 w

ith
 R

U
LE

S
2

https://www.cdc.gov/nchs/fastats/electronic-medical-records.htm
https://www.cdc.gov/nchs/fastats/electronic-medical-records.htm
https://www.cdc.gov/nchs/fastats/electronic-medical-records.htm


58979 Federal Register / Vol. 85, No. 182 / Friday, September 18, 2020 / Rules and Regulations 

institutions and practitioners must 
conform with the requirement 
applicable to providers and 
practitioners under § 476.78(c) and (d). 
By the cross-references in the amended 
regulation text, we permit 
reimbursement by the QIOs to 
institutions and practitioners for 
providing records and information to 
the QIOs under § 480.111 using the 
same manner and rates as would apply 
to providers and practitioners under 
§ 476.78(e). To align with these and 
other changes, we also amend other 
regulations that address submitting 
patient records for QIO reviews, 
specifically: §§ 412.115, 413.355, and 
484.265. We address these changes 
individually in this section of the 
document. 

We proposed in §§ 412.115(c), 
413.355, and 484.265 to revise the 
current text which provides for an 
additional payment to be made, 
respectively, to hospitals, skilled 
nursing facilities and home health 
agencies in accordance with § 476.78 for 
the costs of photocopying and mailing 
medical records requested by a QIO. 
Specifically, we proposed to revise 
these provisions to permit an additional 
payment to a hospital, skilled nursing 
facility, or home health agency in 
accordance with § 476.78 for the costs of 
sending requested patient records to the 
QIO in electronic format, by facsimile, 
or by photocopying and mailing. These 
changes ensure that reimbursement is 
permitted for all healthcare providers 
and practitioners, on the same basis and 
at the same rates as authorized for the 
submission of requested patient records 
to the QIO under our proposed revisions 
to § 476.78. 

The previously adopted regulation at 
§ 476.78(c) described a photocopying 
reimbursement methodology for 
prospective payment system providers 
and included a step-by-step analysis of 
how CMS calculates provider costs of 
photocopying. We believe that 
including this description of how CMS 
determines a rate for reimbursement for 
photocopying patient records is no 
longer necessary in light of changes in 
technology and procedure, and 
proposed to remove the step-by-step 
analysis from § 476.78(c). We expect 
that up to 20 percent of providers will 
seek waivers allowing them to submit 
patient records by facsimile or 
photocopying and mailing if CMS 
authorizes reimbursement for the 
submission of patient records in an 
electronic format, and that that number 
would decrease further over time. This 
estimate of the number of affected 
entities that will submit waiver requests 
is based on the fact that according to the 

2017 Office of National Coordinator 
(ONC) and Center for Disease Control 
(CDC) provider and practitioner survey 
of EHR adoption and use of Certified 
EHR technology, 99 percent of hospitals 
and 76 percent of office based clinicians 
have adopted certified EHR technology. 
See: https://www.cdc.gov/nchs/fastats/ 
electronic-medical-records.htm. 

This assumption is further supported 
by the number of providers that 
currently have access to CMS’s esMD 
portal, which eliminates the need for 
healthcare providers to submit medical 
documentation to CMS’s medical review 
contractors (such as QIOs and Regional 
Audit Contractors) by facsimile or 
photocopying and mailing. Therefore, 
we expect that future updates to the 
calculation of photocopying 
reimbursement rate would be of 
decreasing concern to the majority of 
stakeholders. 

At § 476.78(c), we proposed that 
information that is required to be 
delivered to a QIO by a provider or a 
practitioner under § 476.78 must be 
delivered in an electronic format using 
a mechanism specified by the requesting 
QIO. We proposed that in the absence 
of a mechanism specified by the 
requesting QIO, the requested records 
may be submitted using any CMS 
approved secure mechanism. This 
includes mechanisms such as: secure 
file transfer (SFT), managed file transfer 
(MTF), Electronic Submission of 
Medical Documentation System (esMD), 
or CMS-approved internet portal, or 
CMS-approved physical medium for 
submitting electronic records. Under 
our proposal, CMS will provide a list of 
approved mechanisms for submission of 
records and information to the QIO in 
an electronic format when the QIO 
contacts the provider to conduct a 
review, or when a written agreement 
between the QIO and provider is 
executed. We proposed to address the 
amount of reimbursement in new 
paragraph (e) of § 476.78, as discussed 
later in this section. CMS would not 
permit the QIOs to reimburse for any 
patient record submitted by facsimile or 
by photocopying and mailing, if the 
provider or practitioner in question does 
not have an approved waiver. 

We proposed to redesignate existing 
§ 476.78(d) as § 476.78(f), with revisions 
to be consistent with our proposed 
reimbursement rates. We proposed to 
create a new provision at § 476.78(d) to 
establish a process for practitioners and 
providers to request waivers of the 
requirements for the electronic 
submission of requested patient records 
to the QIOs under proposed § 476.78(c). 
A QIO-approved waiver would afford a 
provider or practitioner who is not 

capable of submitting patient records to 
its QIO in an electronic format the 
opportunity to continue submitting 
patient records using facsimile or by 
photocopying and mailing. We 
proposed that providers who are 
required to execute a written agreement 
with a QIO, but which lack the 
capability to submit requested patient 
records in electronic format to the 
requesting QIO, must request a waiver 
of the requirement to submit records in 
an electronic format to the QIO. A 
request for a waiver by providers who 
are required to execute a written 
agreement with the QIO, must generally 
be made to the QIO when executing a 
written agreement with the QIO. 
However, where such a provider’s lack 
of capability arises after the written 
agreement is executed, we proposed that 
the provider could request a waiver by 
notifying the QIO that they lack the 
capability to submit patient records in 
electronic format. We also proposed, at 
§ 476.78(d)(2)(ii), that the waiver would 
become part of the written agreement 
between the QIO and the provider. 
Upon approval of a waiver, a provider 
or practitioner may submit requested 
patient records by facsimile or 
photocopying and mailing. We note that 
the current regulations do not 
specifically provide for reimbursement 
for patient records submitted to the QIO 
by facsimile, but in order to encourage 
efficiency in patient record 
transmission, CMS has historically 
interpreted the provisions governing 
reimbursement for patient records 
submitted to the QIOs through 
photocopying and mailing to also 
authorize reimbursement for the 
submission of patient records by 
facsimile. We proposed to specifically 
incorporate our historic interpretation 
into the regulatory framework. We 
solicited comment on these proposals, 
including the requirement that the 
request for a waiver must generally be 
made during execution of the written 
agreement. 

Similarly, we proposed that 
providers, practitioners and institutions 
subject to § 476.78 or § 480.111 that are 
not required to execute a written 
agreement with the QIO, may also 
request a waiver of the requirement to 
submit records in electronic format to 
the QIO, by notifying the QIO that they 
lack the capability to submit patient 
records in an electronic format. Upon 
approval of the waiver, a provider or 
practitioner may submit requested 
patient records and information by 
photocopying and mailing. We solicited 
comment on this proposal, including 
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whether the regulation should require a 
written record of the waiver. 

We proposed to establish these waiver 
processes because we recognize that 
some practitioners and providers may 
lack the capacity to submit records to 
the QIOs in an electronic format. 
However, these providers and 
practitioners are still required to comply 
with QIO requests for records. We 
believe the waiver request process 
would not add extra burden on the 
providers and practitioners because they 
can request a waiver simply by notifying 
the QIO that they lack the capability to 
submit patient records in an electronic 
format, either when executing a written 
agreement with the QIO in accordance 
with § 476.78(a) or when they are 
contacted by the QIO to request patient 
records. Under our proposal, such 
waiver requests could be made by 
whatever means the provider or 
practitioner uses to communicate with 
the QIO. We invited comment on these 
proposals. 

We also proposed to add a new 
paragraph (e) to § 476.78. In 
§ 476.78(e)(1), we proposed a definition 
of the term ‘‘patient record’’ for 
purposes of reimbursement for 
submitting patient records to the QIO 
for one or more QIO functions. In 
§ 476.78(e)(2), we proposed to authorize 
QIOs to reimburse providers and 
practitioners for submitting patient 
records, requested by a QIO for the 
purpose of carrying out one or more QIO 
functions with the proposed rates of 
reimbursement based on the electronic 
format of submission. The QIOs could 
not reimburse for any patient record 
submitted by facsimile or by 
photocopying and mailing without an 
approved waiver. Each of these 
reimbursement rates were calculated to 
reflect the costs associated with 
submitting a patient record, including 
labor and supplies. Proposed 
§ 476.78(e)(2) would provide that a QIO 
could reimburse a provider or 
practitioner for requested patient 
records submitted in an electronic 
format, at the rate of $3.00 per record. 
We proposed that § 476.78(e)(3) will 
provide that a QIO may reimburse a 
provider or practitioner, with an 
approved waiver in place, for requested 
patient records submitted by facsimile 
or photocopying and mailing at the rate 
of $0.15 per page, plus the cost of first 
class postage for patient records 
submitted via photocopying and 
mailing. We discuss the methodology, 
we proposed to use to calculate these 
payment rates in section IX.A.2.b. of the 
preamble of this final rule. 

For purposes of QIO reimbursement 
under § 476.78(e), we proposed to 

define a ‘‘patient record’’ at 
§ 476.78(e)(1) as all patient care data 
and any other pertinent data or 
information relating to care or services 
provided to an individual patient in the 
possession of the provider or 
practitioner, as requested by a QIO, for 
the purpose of performing one or more 
QIO functions. We proposed to interpret 
and use this definition of patient record 
broadly. For example, this definition of 
‘‘patient record’’ would include the 
policies and established operating 
procedures of a health care provider, to 
the extent that that information is 
pertinent to an individual patient or the 
services or Medicare-covered benefits 
provided to an individual patient, and 
the QIO requests that information. We 
also proposed at § 476.78(e)(4) that the 
QIOs will only be permitted to 
reimburse a practitioner or providers 
once for each patient record submitted, 
for each request made by a QIO. Each 
request from a QIO would be 
reimbursed separately at the rates 
specified in § 476.78(e), including for 
records that had already been provided 
in response to a previous request. 
However, only one reimbursement 
would be provided by the QIO for each 
patient record submitted, per request, 
even if a particular patient record is 
submitted to the QIO using multiple 
different formats, in fragments, or more 
than once in response to a particular 
request. 

We proposed to revise the 
requirements applicable to institutions 
and practitioners submitting records 
and information to the QIOs in 
accordance with § 480.111. Specifically, 
we proposed to require such institutions 
and practitioners to conform with the 
requirement applicable to providers and 
practitioners under § 476.78(c) and (d). 
By the cross-references in the regulation 
text, we proposed to permit 
reimbursement by the QIOs to 
institutions and practitioners for 
providing records and information to 
the QIOs under § 480.111 in the same 
manner and rates as would apply to 
providers and practitioners under 
proposed § 476.78(e). In our proposal, 
the reimbursement rates proposed under 
§ 476.78(e) will also apply to 
institutions and practitioners subject to 
§ 480.111. We proposed to replace the 
current language in§ 480.111(d) 
governing the reimbursement by the 
QIO for requested patient records with 
a provision that refers to the 
reimbursement rates in § 476.78(e). 

Therefore, if these changes are 
finalized, reimbursement for patient 
records submitted under § 480.111 
would be consistent with 
reimbursement under § 476.78. This 

proposal would provide a consistent 
level of reimbursement from submission 
of patient records to the QIOs, across all 
health care providers and practitioners, 
that submit patient records to the QIO 
under §§ 476.78 and 480.111. The goal 
of our proposal was to put all QIO 
reimbursement for patient records in the 
same section of the regulations, so that 
QIOs, providers, and practitioners know 
where to find the relevant provisions. 
This proposal would also help to reduce 
the risk of inconsistencies in policy 
application due to duplication of related 
QIO regulations in multiple sections. 

We received no comments on the 
definition of the term ‘‘patient record’’ 
for purposes of reimbursement by a QIO 
at 476.78 (e)(1) when submitted for one 
or more required QIO activities; the 
requirement for QIOs to reimburse 
providers and practitioners once per 
request for the submission of a patient 
record at 476.78 (e)(4). We are finalizing 
these changes as proposed without 
modification. 

We proposed redesignating the 
existing provisions previously under 
§ 476.78 (d) to a new paragraph: 
§ 476.78(f). We proposed revisions to 
the text of proposed redesignated 
§ 476.78(f) to provide greater 
consistency with our proposed 
reimbursement requirements; the 
proposed revisions to § 476.78(b)(2)(ii) 
to make electronic submission the 
default method of submission and 
mandate that all providers and 
practitioners who provide patient 
records to the QIO to submit them in 
electronic format within 14 calendar 
days of a request, unless they have an 
approved waiver. In addition, the 
requirements for submitting patient 
records to the QIO in an electronic 
format unless they obtain an approved 
waiver from the QIO and the ability for 
the QIO to reimburse providers for 
electronic submission of patient records 
are applicable to all providers and 
practitioners under §§ 412.115, 413.355; 
476.78, 480.111, and 484.265. 
Accordingly, we are finalizing these 
provisions as proposed, without 
modification. 

a. Required Submission of Patient 
Records in Electronic Format to the 
QIO, and Process for Obtaining a Waiver 
From Required Submission in 
Electronic Format 

Currently § 476.78 requires providers 
and practitioners who are subject to QIO 
review activities under 42 CFR part 476 
to submit requested patient care data 
and other pertinent data and 
information to the QIO. We proposed to 
require those submissions be made in 
electronic format in revised § 476.78(c). 
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We proposed to require electronic 
submission because it is more efficient, 
cost effective, and timely. Based on our 
comparison of patient record 
submission in electronic format and 
submission by facsimile and 
photocopying and mailing we expect a 
savings of about $71.8 million to CMS 
over 5 years. These savings represent an 
estimated combination of $37.6 million 
cost savings from reimbursement to 
providers for sending patient records via 
facsimile, photocopying and mailing, 
and $34.2 million cost saving from 
payment to QIOs to cover the costs for 
scanning and uploading paper based 
patient records. 

Currently, § 476.78(b)(2)(ii) requires 
providers and practitioners send secure 
transmission of an electronic version of 
medical information to the QIO, if 
available, and subject to the QIO’s 
ability to support receipt and 
transmission of the electronic version of 
patient records. Because most providers 
and all QIOs have demonstrated the 
ability to send and receive patient 
records in electronic format, we 
proposed to mandate providers and 
practitioners to submit requested patient 
records and information to the QIO in 
electronic format. 

Our interoperability programs, quality 
reporting programs, and other programs 
are now requiring electronic submission 
of patient care data and information to 
CMS and its contractors. The Promoting 
Interoperability program has been 
successful in encouraging widespread 
adoption of EHRs by providers and 
practitioners. By participation in these 
CMS data transfer programs, providers, 
practitioners, and QIOs have 
demonstrated the capability to collect, 
store, and safely transmit EHR data 
electronically. Based on our years of 
experience administering the Medicare 
and Medicaid EHR Incentive and 
Promoting Interoperability programs, we 
believe that most providers and 
practitioners are now able to safely 
communicate patient’s medical records 
electronically to QIOs. This is 
evidenced by the increased number of 
providers, practitioners, and QIOs that 
currently participate in the use of esMD, 
Managed File Transfer (MFT), and other 
related electronic data communication 
methods. 

On September 15, 2011, we 
implemented the esMD system for 
programs requiring the review of 
medical documentation and patient 
records such as: Medicare Fee for 
service payment appeals, prior 
authorization requests, and durable 
medical equipment requests. The esMD 
system is used by providers on a 
voluntary basis to transmit medical 

documentation to review contractors 
electronically. This medical 
documentation (including patient 
records) is used by CMS contractors to 
review claims and to verify providers’ 
compliance with Medicare rules for 
documentation and payment. Medicare 
providers and review contractors 
believe that using the esMD system 
results in cost savings and increased 
efficiencies, as well as improve payment 
turnaround time, and reduce the 
administrative burden associated with 
medical documentation requests and 
responses. By 2017, about 60,579 
providers had access and used esMD to 
send medical records, and up to 2.5 
million medical records were 
transmitted from providers to Medicare 
contractors. See 2017 esMD Annual 
Report: https://www.cms.gov/Research- 
Statistics-Data-and-Systems/Computer- 
Data-and-Systems/ESMD/Downloads/ 
2017-esMD-Annual-Program-Report-10- 
01-2016-09-30-2017.pdf. 

Managed File Transfer (MFT) refers to 
a software or a service that manages the 
secure transfer of data from one 
computer to another through a network 
(for example, the internet). MFT 
software is marketed to corporate 
enterprises as an alternative to using ad- 
hoc file transfer solutions. MFT is 
currently available to providers and 
practitioners, and QIOs currently use 
MFT to transmit data to its clinical peer 
reviewers. MFT provides another good 
option for providers and practitioners to 
submit records and information securely 
to QIOs. 

Given numerous improvements in 
electronic data communication 
capabilities among both providers and 
QIOs, and the expansion in access to 
electronic data communication 
technology, we believe it is in the best 
interest of the Medicare program for 
CMS to support electronic data 
communication between the QIOs and 
providers and practitioners. We 
proposed to require providers and 
practitioners to provide patient records 
to the QIO electronically beginning in 
FY 2021 and for subsequent years. Our 
proposal provided for a waiver for 
providers and practitioners that lack the 
capability to submit patient records in 
electronic format. Lacking the capability 
to submit patient records in electronic 
format may have a number of causes, 
such as the records not being in an 
electronic format or readily convertible 
to an electronic format or the provider 
or practitioner suffering a loss of the 
necessary resources to submit records 
through the QIO-approved or CMS- 
approved mechanism (such as because 
of a power outage). The intent of this 
policy change is to incentivize health 

care providers and practitioners subject 
to § 476.78 to use the most efficient 
mechanisms available to submit 
required data to the QIOs for review 
activities, in order to minimize the time 
and expense required to satisfy their 
responsibilities under § 476.78(b), and 
thereby minimize the expense CMS 
incurs in the administering the QIO 
program. A complete discussion of the 
anticipated impact of these proposals 
can be found section I.H.11. of 
Appendix A to this final rule. 

We received no comments on our 
proposal to require providers and 
practitioners to submit patient records 
in an electronic format under § 476.78 
(c) unless they have an approved waiver 
from a QIO pursuant to § 476.78(d); the 
process for providers and practitioners 
to obtain a waiver from the requirement 
to submit patient records to the QIO in 
an electronic format under § 476.78(d); 
and the applicability of these 
requirements to providers practitioners 
and institutions under §§ 412.115, 
413.355; 476.78, 480.111, and 484.265. 

We proposed to permit providers and 
practitioners who cannot submit 
requested patient records and 
information in electronic format to 
request a waiver under § 476.78(d). 
Under our proposal, any provider or 
practitioner that lacks the capability to 
submit patient records and information 
to the QIO in electronic format must 
obtain a waiver to be exempted from the 
requirement of submitting patient 
records and information in electronic 
format. Upon approval of the waiver, 
the provider or practitioner can submit 
requested patient records and 
information to QIO by facsimile or first 
class mail. We also proposed that 
requests for waivers by providers that 
are required to execute a written 
agreement with the QIO must generally 
be made to the QIO when executing the 
written agreement. Those providers and 
practitioners that are not required to 
execute a written agreement with the 
QIO may request a waiver to be 
exempted from submitting patient 
records in electronic format by notifying 
the QIO that they lack the capability to 
submit patient records in electronic 
format. 

After the waiver is approved a 
provider or practitioner may send 
requested patient records and 
information by facsimile or first class 
mail. The QIOs may reimburse 
providers and practitioners with 
approved waivers for requested patient 
records submitted by facsimile or by 
photocopying and mailing, as proposed 
in § 476.78(e)(3). We proposed that a 
waiver would be approved by the QIO 
after the provider or practitioner has 
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demonstrated that it lacks the capability 
to submit patient records in an 
electronic format. Under our proposal, 
reimbursement would not be permitted 
for any patient record submitted to the 
QIO by facsimile or by photocopying 
and mailing, when the provider or 
practitioner does not have an approved 
waiver. 

We received no comments on the 
proposed waiver process at § 476.78(d) 
for exempting providers and 
practitioners from the requirement to 
submit patient records to the QIO in an 
electronic format, or on limiting 
reimbursement of providers and 
practitioners under § 476.78(e)(3) for the 
submission of patient records to the QIO 
through photocopying and mailing or by 
facsimile to circumstances in which a 
provider or practitioner has obtained an 
approved waiver from the electronic 
submission requirements under 
§ 476.78(d). As a result, we are 
finalizing the proposed changes at 
§ 476.78(d) and § 476.78(e)(3) without 
modification. 

b. Reimbursement for Submission of 
Patient Records to the QIOs in 
Electronic Format 

We proposed at § 476.78(e)(2) to 
authorize the QIOs to reimburse 
providers and practitioners, for 
submitting requested patient records to 
the QIO in an electronic format, starting 
in FY 2021. The regulation previously 
did not authorize or set a rate for 
reimbursement when providers submit 
patient records to the QIOs in an 
electronic format. We believe the lack of 
reimbursement for the submission of 
requested patient records in an 
electronic format discouraged providers 
and practitioners from sending patient 
records in an electronic format, which is 
a more efficient and cost effective 
method for transmitting patient records 
than facsimile or photocopying and 
mailing. This lack of reimbursement for 
electronic submission of patient records 
did not align with other CMS programs 
and policies that seek to incentivize the 
use of electronic records and the 
electronic transmission of information 
such as the Promoting Interoperability 
Program. We believe this change in 
regulation, allowing QIOs to reimburse 
providers and practitioners for 
submitting patient records in electronic 
format, would encourage more 
practitioners and providers to do so. 

In calculating the rate of 
reimbursement for submission of patient 
records in an electronic format, we took 
into consideration the labor rate and 
materials cost associated with 
submitting patient records in an 
electronic format. We proposed to 

follow steps similar to those used in 
CMS’ methodology for calculating 
reimbursement for photocopying patient 
records for the QIOs. We calculated the 
proposed reimbursement rate for patient 
records submitted in electronic format 
as follows: 

• Step 1—Calculate total salary of a 
medical records clerk, including fringe 
benefits, using the salary level for an 
experienced midlevel (GS–5 step 5) 
secretary in the Federal government as 
representative of that of a medical 
records clerk. 

• Step 2—Calculate labor costs 
associated with searching for, 
downloading, and submitting electronic 
records. 

• Step 3—Determine the number of 
patient records that can be searched, 
retrieved, processed, and submitted per 
hour. 

• Step 4—Calculate the cost of active 
productive time of a medical record 
clerk by dividing annual salary with 
total productive hours, taking into 
account time spent at rest, and away 
from work. 

• Step 5—Calculate total 
reimbursement for submitting patient 
records to the QIOs in electronic format 
by dividing the total productive hour 
cost by the total number of patient 
records we estimate a medical records 
clerk can process in 1 hour. 

Using this methodology, we 
calculated the reimbursement for 
submitting records electronically to QIO 
as follows: 

(1) The Labor Costs Associated With 
Searching for, Downloading, and 
Submitting Patient Records 

Labor costs were calculated by adding 
the annual salary of a medical records 
clerk with the costs of fringe benefits, 
and dividing that sum with the number 
of patient records that can reasonably be 
expected to be processed in a year. 

In this final rule, we will continue to 
use the salary of a Federal GS–5 
midlevel secretary as representative of a 
medical records clerk’s salary. We will 
take into account increases in the 
payment rate for a midlevel secretary in 
the federal government for the CY 2020. 
Using the salary level for an 
experienced midlevel (GS–5 step 5) 
secretary in the Federal government as 
representative of that of a medical 
records clerk, the annual salary of the 
medical records clerk is estimated to be 
$39,573 according to the Office of 
Personnel Management’s 2020 General 
Schedule pay scale, with locality 
adjustment for the rest of the United 
States. In calculating the fringe benefits 
applicable to a medical records clerk, 
we used OMB Circular A–76 to 

calculate the annual fringe benefit cost, 
based on 36.25 percent of the GS–5 
salary. The estimated annual fringe 
benefit cost is therefore $14,345 
($39,573 * 36.25 percent). Adding the 
fringe benefit cost, the estimated total 
annual salary of a medical records clerk 
is $53,918. Assuming a full time 
equivalent of 2080 hours per year and 
divide the annual salary by the number 
of hours worked ($53,918/2080 hours) 
in a year, the total salary per hour of a 
medical records clerk would be $26 per 
hour. 

(2) Labor Costs Associated With 
Searching for, Downloading, and 
Submitting Patient Records 

We assume that an average patient 
record request by QIO will be contained 
in a single electronic file that can be 
classified as one electronic record. This 
assumption is based on CMS’ 
experience with current QIO transfer of 
electronic patient records to OMHA and 
the DAB. We estimated that it will take 
a medical record clerk an average of 5 
minutes to search, retrieve, process, and 
submit a requested patient record in 
electronic format. Using this estimate 
we calculate that a medical records 
clerk could search for, retrieve, process, 
and submitted a total of 12 medical 
records per hour. 

(3) Active Productive Time of a Medical 
Record Clerk 

We estimate a medical records clerk is 
active and productive for a total of 1,430 
hours per year (about 5.5 productive 
hours per day). We took into account 
the time spent by the medical records 
clerk at rest and lunch, and time away 
from work on annual vacation, sick, and 
holiday leave. To calculate the cost of 
one active productive hour we divide 
the estimated cost for annual salary and 
fringe benefits by the total number of 
active productive hours per year. We 
estimated the cost of one active 
productive hour at $38 per hour 
($53,918/1430 hours). 

(4) Cost of Supplies 
We estimated that there would be no 

cost for supplies directly attributable to 
searching, downloading, and submitting 
patient records to the QIO. 

(5) Total Reimbursement Rate for 
Submitting Patient Records to the QIOs 
in an Electronic Format 

We estimated total cost for submitting 
a patient record to the QIO at $3 per 
record. This calculation was derived by 
dividing the total productive hour cost 
of $38 by the number of patient records 
that can processed in an hour, which is 
12 records ($38/12 records = 3.17). 
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Consistent with our policy and 
generally accepted mathematics 
principles, we chose to round our 
calculations to nearest decimal. We 
believe this decision is both reasonable 
and supportable. 

We invited public comment on this 
proposed methodology for calculating 
the rate of reimbursement for processing 
patient records in an electronic format. 
In addition, we invited public comment 
on alternative methodologies for 
determining more appropriate 
reimbursement rate for the submission 
of patient records to the QIOs in an 
electronic format, and we intend to 
finalize our policy in this final rule 
based upon the public comments 
received. 

We received no comments regarding 
our proposals under § 476.78(e)(2) to 
allow QIOs to reimburse providers or 
practitioners for the electronic 
submission of patient records, or the 
methodology or content used to 
calculate the $3.00 reimbursement rate 
for the electronic submission of patient 
records. Therefore we are finalizing our 
proposals for the regulation at 
§ 476.78(e)(2) allowing QIOs to 
reimburse providers and practitioners at 
a flat rate of $3.00 per requested patient 
record as proposed and without 
modification. 

c. Reimbursement Rate for Providers 
Submitting Patient Records by 
Photocopying and Mailing 

We proposed that the QIOs would 
reimburse providers with approved 
waivers for submitting patient record by 
photocopying and mailing. We 
proposed at § 476.78(e)(3) to increase 
the reimbursement rate for submitting 
patient records by photocopying and 
mailing from $0.12 per page to $0.15 per 
page. We are updating this payment rate 
in accordance with CMS’s commitment 
to periodically revise the photocopying 
reimbursement rate. This rate 
adjustment is fair, reasonable, and meets 
the current labor and material cost 
articulated in the established formula 
for calculating photocopying 
reimbursement rate. We proposed to use 
the following formula for updating the 
rate of reimbursement for photocopying 
and mailing records to QIO as follows: 

• Step 1. CMS adds the annual salary 
of a photocopy machine operator and 
the costs of fringe benefits as 
determined in accordance with the 
principles set forth in OMB circular A– 
76, to establish a total annual salary for 
the photocopy machine operator. 

• Step 2. CMS divides the total 
annual salary of the photocopy machine 
operator by the number of pages that 
can be reasonably expected to be made 

annually by the photocopy machine 
operator to establish the labor cost per 
page. 

• Step 3. CMS adds to the per-page 
labor cost as previously determined in 
step two to the per-page costs of 
photocopying supplies. 

We used this methodology to 
determine what specific rate to propose 
for the reimbursement for sending 
patient records by photocopying and 
mailing patient records. We proposed to 
increase the per-page reimbursement 
rate to $0.15 for photocopying patient 
records. We calculated the proposed 
photocopying reimbursement rate by 
updating the salary, fringe benefits, and 
supply figures associated with 
photocopying and submitting patient 
records to the QIO. In accordance with 
this methodology we considered the 
following factors in calculating the 
proposed new rate: 

(1) Labor Costs Associated With 
Photocopying and Submitting Patient 
Records 

Labor costs for photocopying patient 
records were calculated by adding the 
annual salary of a photocopy machine 
operator with the costs of fringe 
benefits, and dividing that sum by the 
number of pages that can reasonably be 
expected to be photocopied in 1 year. 
We proposed to continue to rely upon 
the salary of a Federal GS–5 midlevel 
secretary as representative of a 
photocopy machine operator’s salary. 
Using the salary level for an 
experienced (GS–5) midlevel secretary 
in the Federal government as 
representative of that of a photocopy 
machine operator, the annual salary of 
the photocopy machine operator is 
estimated to be $39,573, according to 
the Office of Personnel Management’s 
2020 General Schedule pay scale. This 
estimate included the locality pay 
adjustment for the rest of the United 
States. In calculating the fringe benefit 
of we used OMB Circular A–76 to 
calculate the annual fringe benefit cost, 
based on 36.25 percent of the GS–5 
salary. The annual fringe benefit cost is 
$14,345 ($39,573 * 36.25 percent). 
Adding the fringe benefit, the estimated 
total annual salary of the photocopying 
operator is estimated at: $53,918. To 
determine the per-page labor cost, the 
total of salary ($39,573) and fringe 
benefits ($14,345) costs, which amount 
to $53,918, was divided by 624,000 
pages, the number of photocopies a 
photocopy machine operator can make 
in 1 year. The estimated labor cost for 
photocopying 1 page of patient records 
is $0.08 ($53,918/624,000 pages). 

(2) Number of Pages a Photocopy 
Machine Operator Can Photocopy 
Annually 

We estimated the total number of 
pages that a photocopy machine 
operator can photocopy per year based 
on hand feeding of documents into a 
photocopying machine. We recognize 
that modern technologies exist which 
support faster photocopying, such as 
through automatic paper feeds. We are 
aware that using an automatic paper 
feeds can greatly increase the number of 
pages that can be photocopied per 
minutes, and as a result, greatly 
decrease the cost of photocopying per 
page. We assume that not all providers 
and practitioners has access to modern 
technology or uses modern photocopier 
capable of automatic paper feed. 
Therefore, we would calculate the 
number of page a photocopy machine 
operator can photocopy, using the 
manual paper feed estimate. In 
calculating the number of pages that can 
be photocopied per hour using a manual 
feed, we took into consideration that 
recent improvements in photocopying 
machine technology has improved the 
speed of photocopier up to 8 pages per 
minute. In order to account for time 
spent by the photocopy machine 
operator in search and retrieval tasks, 
and time away from work on annual 
vacation, sick, and holiday leave, the 
total number of work hours per year is 
estimated at 1,300 (an average of 5 
productive hours per day), resulting in 
a total of 624,000 (1,300 hour × 60 
minutes × 8 pages) pages per year. 

(3) Costs of Photocopying Materials and 
Supplies 

We proposed a total estimated supply 
cost of $0.07 per page, based on a per- 
page paper cost of $0.06 and a per-page 
toner and developer cost of $0.01 per 
page. The supply cost include the cost 
of photocopying paper and toner 
cartridge. Using the market survey cost 
for these materials we estimated the 
average cost, using the average price and 
quality at the GSA material supplies 
rate, we estimated that copier paper cost 
of $0.06 per page for paper and $0.01 
per page for photocopy machine toner. 
The paper cost was based on a cost of 
$32.49 per case for recycled white 
photocopier paper of 5,000 sheets in a 
case. The costs of photocopier toner that 
yield 37,000 copies was estimated at 
$54.99 per toner cartridge. We 
calculated these costs using estimates of 
the costs for recycled photocopier paper 
and toner cartridges contained in the 
GSA supply catalogue. 
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(4) Total Reimbursement Rate for 
Photocopying Patient Records 

We estimate total cost of 
photocopying at $0.15 per page. This 
calculation was derived by adding the 
total estimated labor cost of $0.8 per 
page and total cost of photocopying 
supplies of $0.07 per page. Consistent 
with our policy and generally accepted 
mathematics principles, we chose to 
round our calculations to nearest 
decimal. We believe this decision is 
both reasonable and supportable. We 
invited public comment on this 
proposed methodology for calculation of 
the rate for reimbursement for sending 
patient records and information by 
photocopying. In addition, we invited 
public comment on alternative 
methodologies for determining a more 
appropriate photocopying 
reimbursement rate and intend to 
finalize a policy based upon the public 
comments received. 

Comment: A commenter suggested 
that CMS eliminate the reimbursement 
for patient records submitted to QIOs by 
photocopying and mailing. The 
commenter suggested that to encourage 
modernization, CMS should only pay 
for electronic submission of patient 
records. 

Response: We consider this comment 
generally supportive of the proposed 
change to require electronic submission 
of patient records to the QIO, however 
we disagree with the commenter’s 
suggestion to eliminate reimbursement 
for patient records submitted to the 
QIOs via photocopying and mailing. As 
stated earlier in this rule, CMS believes 
that up to 20 percent of providers may 
lack the capacity to submit patient 
records in electronic format, and will 
seek a waiver from the requirement to 
submit electronically. CMS seeks to 
provide fair reimbursement to these 
providers and practitioners for 
submitting patient records as requested 
by a QIO for the purpose of performing 
one or more QIO functions via 
alternative modes of submission until 
such time as evidence indicates these 
alternative modes of submission are 
obsolete. While we are not adopting the 
commenter’s suggestion at this time, we 
appreciate the feedback and will take 
this comment into consideration in 
future development of CMS’s 
reimbursement policies and rates for 
patient records submitted to the QIOs. 

After consideration of the public 
comment received, we are finalizing the 
updated reimbursement rate for the 
submission of patient records to the 
QIOs via photocopying and mailing, of 
$0.15 per page for photocopying plus 
first class postage for providers with 

approved waivers from the requirement 
to submit patient records in electronic 
format, without modification. 

d. Reimbursement Rate for Providers 
Submitting Patient Records by Facsimile 

We proposed at § 476.78(e)(3) to 
reimburse providers and practitioners 
with approved waivers that submit 
patient records to the QIO by facsimile 
at the rate of $0.15 per page. The current 
regulations do not specifically provide 
for reimbursement for patient records 
submitted to the QIO by facsimile, but 
CMS has historically interpreted the 
provisions governing reimbursement for 
patient records submitted to the QIOs 
through photocopying and mailing to 
also authorize reimbursement for the 
submission of patient records by 
facsimile. We are now proposing to 
specifically incorporate our historic 
interpretation into the regulatory 
framework. According to this proposal 
the QIOs would continue to provide for 
reimbursement for patient records 
submitted to the QIO via facsimile, 
using a rate estimated based on the costs 
associated with submitting patient 
records to the QIO by facsimile. We 
believe the rate we proposed is fair, 
reasonable, and reflects current labor 
and material costs associated with 
sending patient records to the QIOs by 
facsimile. We calculated the 
reimbursement for submitting patient 
records by facsimile to the QIO as 
follows: 

• Step 1. CMS adds the annual salary 
of a facsimile machine operator and the 
costs of fringe benefits as determined in 
accordance with the principles set forth 
in OMB circular A–76, to establish a 
total annual salary for the facsimile 
machine operator. 

• Step 2. CMS divides the total 
annual salary of the facsimile machine 
operator by the number of pages of 
patient records that can be reasonably 
expected to be sent annually by 
facsimile. This calculation establishes 
the labor cost per page of patient records 
submitted by facsimile. 

• Step 3. CMS adds to the per-page 
labor cost as determined in step two to 
the average cost of maintaining a 
dedicated phone line for facsimile 
service. 

We used this methodology to 
determine the specific rate of 
reimbursement we proposed for 
submitting patient records to the QIO by 
facsimile. Similar to our methodology 
for calculating a fair and appropriate 
reimbursement rate for submitting 
records to the QIO via photocopying 
and mailing, we calculated the proposed 
reimbursement rate for sending patient 

records to the QIO by facsimile as 
follows: 

(1) Labor Costs Associated With 
Submitting Patient Records by Facsimile 

Labor costs were calculated by adding 
the annual salary of a facsimile machine 
operator with the costs of fringe 
benefits, and dividing that sum by the 
number of pages that a single facsimile 
operator can reasonably be expected to 
submit in a year. We proposed to rely 
upon the salary of a Federal GS–5 
midlevel secretary as representative of a 
facsimile machine operator’s salary. 
Using the salary level for an 
experienced (GS–5) midlevel secretary 
in the Federal government as 
representative of that of a facsimile 
machine operator, the annual salary of 
the facsimile operator is estimated to be 
$39,573 according to the Office of 
Personnel Management’s 2020 General 
Schedule pay scale, including the 
locality adjustment for the rest of the 
United States. In calculating the cost of 
fringe benefits we used OMB Circular 
A–76 to calculate the annual fringe 
benefit cost, based on 36.25 percent of 
the GS–5 salary. The annual estimated 
fringe benefit cost is $14,345 ($39,573 * 
36.25 percent). With fringe benefits, we 
estimated total annual salary of the 
facsimile operator at $53,918. 

(2) Number of Pages a Facsimile 
Operator Can Submit Annually 

We estimated the total number of 
pages that a facsimile machine operator 
could submit per year based on hand 
feeding of documents into facsimile 
machine. We recognize that several 
modern technologies exist which 
support faster faxing, such as through 
automatic paper feeds or faxing over the 
internet. These technologies greatly 
increase the number of pages that can be 
submitted by facsimile on an hourly 
basis, and as a result, greatly decrease 
per page cost of submitting patient 
records by facsimile. However, we took 
into consideration the fact that not all 
providers and practitioners have access 
to the internet or modernized facsimile 
machines. Therefore, we proposed to 
calculate the per page reimbursement 
rate using the manual paper feed as our 
guide. We estimated that a facsimile 
machine operator using a manual feed 
can submit 5 pages of patient records to 
the QIO in 1 minute. This estimate does 
not account for any delay in 
transmission due to poor connectivity or 
machine fault. In order to account for 
time spent by the facsimile machine 
operator in search and retrieval tasks, 
and time away from work on annual 
vacation, sick, and holiday leave, we 
estimated the total number of work 
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hours per year at 1,300 (an average of 5 
productive hours per day), resulting in 
a total of 390,000 (1,300 hours × 60 
minutes × 5 pages) pages of patient 
records, which a facsimile operator can 
submit to the QIO in 1 year. 

To determine the per-page labor cost 
for submitting patient records to the 
QIO via facsimile, we divided the total 
salary ($39,573) and fringe benefits 
($14,345) costs, $53,918, by 390,000, the 
number of copies a facsimile operator 
can submit in a year, resulting in an 
estimated labor cost of $0.14 per page 
($53,918/390,000 pages). 

(3) Other Costs Associated With 
Sending Patient Records by Facsimile 

We proposed to reimburse the cost of 
a dedicated telephone line used for a 
facsimile machine at the rate of $29.99 
per month, for an estimated total cost of 
$359.88 per year. Our estimate does not 
take into consideration that multiple 
facsimile machines can use on 
telephone line, and that a telephone line 
can be used for other purposes than 
transmitting records via facsimile. We 
estimated that 1 cent per page ($359.88/ 
390,000 pages) will reflect the cost of a 
dedicated telephone line used for 
facsimile service, based on estimated 
the estimated 390,000 pages of patient 
records we expect a facsimile machine 
operator could submit in a year. We 
estimated the cost of telephone line 
using the average per month cost for a 
single business telephone line per 
month based on an average drawn from 
comparison of major 
telecommunications service provider 
rates. We estimate that there is no 
reimbursable paper or material cost 
associated with sending patient records 
to the QIO by facsimile, as CMS does 
not reimburse providers and suppliers 
for the cost of machinery and overhead 
costs for submitting patient records to 
the QIOs. 

(4) Reimbursement Rate for Sending 
Patient Records by Facsimile 

We estimated the total cost of or 
submitting patient records by facsimile 
to the QIO at $0.15 per page. This 
estimate was calculated by adding the 
total estimated labor cost of $0.14 per 
page, and total cost of a dedicated 
telephone line at $0.01 per page. 
Consistent with our policy and 
generally accepted mathematics 
principles, we chose to round our 
calculations to nearest decimal. We 
believe this decision is both reasonable 
and supportable. We invited public 
comment on this proposed methodology 
for calculating the rate for 
reimbursement for submitting patient 
records by facsimile. In addition, we 

invited public comment on alternative 
methodologies for determining an 
appropriate facsimile reimbursement 
rate and intend to finalize our policy 
based upon the public comments 
received. 

Comment: A commenter suggested 
that CMS eliminate the reimbursement 
for submitting patient records to QIOs 
via facsimile. The commenter suggested 
that to encourage modernization, CMS 
should only pay for electronic 
submission of patient records. 

Response: We consider this comment 
generally supportive of the proposed 
change to require electronic submission 
of patient records to the QIO, however 
we disagree with the commenter’s 
suggestion to eliminate reimbursement 
for patient records submitted to the 
QIOs via photocopying and mailing. As 
stated earlier in this rule, CMS believes 
that up to 20 percent of providers may 
lack the capacity to submit patient 
records in electronic format, and will 
seek a waiver from the requirement to 
submit electronically. CMS seeks to 
provide fair reimbursement to these 
providers and practitioners for 
submitting patient records as requested 
by a QIO for the purpose of performing 
one or more QIO functions via 
alternative modes of submission until 
such time as evidence indicates these 
alternative modes of submission are 
obsolete. While we are not adopting the 
commenter’s suggestion at this time, we 
appreciate the feedback and will take 
this comment into consideration in 
future development of CMS’s 
reimbursement policies and rates for 
patient records submitted to the QIOs. 

After consideration of the public 
comment received, we are finalizing the 
updated reimbursement rate for the 
submission of patient records to the 
QIOs via facsimile of $0.15 per page for 
providers with approved waivers from 
the requirement to submit patient 
records in electronic format at 
§ 476.78(e)(3), without modification. 

B. Revised Regulations To Prepare for 
Implementation of Mandatory PRRB 
Electronic Filing (42 CFR Part 405, 
Subpart R) 

1. Background 

Congress created the Provider 
Reimbursement Review Board (PRRB or 
Board) in 1972 to furnish providers with 
an independent forum for resolving 
payment disputes typically arising from 
certain Medicare Part A final 
determinations (usually cost report 
audit appeals). (See 42 U.S.C. 1395oo 
and 42 CFR 405.1801 and 405.1840 
through 405.1873.) The Board has the 
full power and authority to make rules 

and establish procedures, not 
inconsistent with the law, regulations, 
and CMS Rulings, that are necessary or 
appropriate to carry out its function. 
(See 42 U.S.C. 1395oo(e) and 42 CFR 
405.1868(a).) 

On average, the PRRB receives 
approximately 3,000 new appeals 
annually. The PRRB’s docket is unique 
and complex, so it is imperative that the 
Board manage its docket in the most 
efficient manner possible. For example, 
an individual provider appeal may 
involve one or more issues; in contrast, 
a group appeal involves multiple 
providers appealing a common issue. 
(See 42 U.S.C. 1395oo(b) and 42 CFR 
405.1837.) In addition, many providers 
or issues may be transferred between the 
cases to create a complex web of 
interrelated appeals. In light of these 
complexities, it is imperative that the 
Board continue to improve the 
efficiencies of its processes. 

Until mid-2018, appeal documents 
(including documents such as appeal 
requests, transfer requests, and position 
papers) could only be filed with the 
PRRB on paper. Over the past decade, 
CMS and the Board have received 
feedback from its stakeholders 
requesting an electronic filing system. 
On August 16, 2018, the CMS Office of 
Hearings (OH) and the Board released 
the OH Case and Document 
Management System (OH CDMS). OH 
CDMS is a web-based portal where 
providers can file appeals and all parties 
can manage their cases. Besides 
instantaneously accepting submissions 
electronically, OH CDMS releases 
outgoing electronic correspondence and 
Board decisions as well. OH CDMS 
enables providers and their 
representatives to manage their cases in 
real time, and it allows parties to view 
all documents officially filed through 
the system (including viewing opposing 
parties’ submissions). When a party 
makes a submission, whether 
submitting a new appeal or taking an 
action on an existing case, there is an 
immediate system notification that 
confirms the submission was made. All 
parties on the case will then receive an 
email confirming the date and time of 
delivery. Internally, the system also 
serves as a daily workflow management 
system for the PRRB and its staff and 
aids the PRRB in strategically managing 
its docket in a more efficient manner. 

The feedback we have received from 
active users of OH CDMS has been 
largely positive. We have also 
incorporated user suggestions to refine 
the system. OH CDMS offers a Help 
Desk, available each business day, to 
assist users with technical questions 
that may arise. 
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2. Technical Changes To Support 
Electronic Filing 

To support the use of the electronic 
filing system, we proposed technical 
changes throughout the regulations at 42 
CFR part 405, subpart R. First, we 
proposed to update the definitions of 
‘‘date of receipt’’ and ‘‘reviewing entity’’ 
at 42 CFR 405.1801(a) to indicate that 
submissions to an electronic filing 
system are considered received on the 
date of electronic delivery. We also 
proposed to add a new definition of ‘‘in 
writing or written’’ that indicates either 
of these terms means a hard copy or 
electronic submission. We believe these 
are common sense technical changes 
that reflect current practice and 
understanding. We note that we did not 
propose to revise the requirement in 
§ 405.1801(a) that the date of receipt by 
a party or affected nonparty of 
documents involved in proceedings 
before a reviewing entity, including the 
Board, is presumed to be 5 days after the 
date of issuance. Therefore, regardless of 
whether the Board issues a decision 
electronically or by some other means, 
the 5-day presumption regarding receipt 
by a party would continue to apply. We 
also proposed technical changes 
throughout the subpart to replace 
references related to hard copy 
documents such as ‘‘mail’’ and ‘‘hand 
delivery’’ with terms that apply to both 
hard copy and electronic submissions. 
We sought comments on these changes. 

We also proposed to update 42 CFR 
405.1857, related to subpoenas, so that 
it generally conforms to the technical 
changes we are proposing. However, we 
proposed adding the following 
statement to this section, ‘‘If the 
subpoena request is being sent to a 
nonparty subject to the subpoena, then 
the subpoena must be sent by certified 
mail.’’ This change is to ensure that the 
subpoena rule is in accordance with 
section 205(d) of the Act (Issuance of 
subpoenas in administrative 
proceedings). 

3. Intention To Revise Board 
Instructions To Require Mandatory 
Electronic Submissions 

As stated earlier in this preamble, the 
Board has the full power and authority 
to make rules and establish procedures, 
not inconsistent with the law, 
regulations, and CMS Rulings, that are 
necessary or appropriate to carry out its 
function. (See 42 U.S.C. 1395oo(e) and 
42 CFR 405.1868(a).) It is critically 
important that the PRRB docket records 
be fully populated within OH CDMS so 
that the Board and its stakeholders can 
optimally realize the technological 
benefits and efficiencies of OH CDMS. 

Therefore, we are proposing to amend 
the regulations at 42 CFR 405.1843 
(Parties to proceedings in a Board 
appeal) to make clear that parties to a 
Board appeal shall familiarize 
themselves with the instructions for 
handling a PRRB appeal, including any 
and all requirements related to the 
electronic or online filing of documents 
for future mandatory filing. This change 
to require electronic submissions would 
transform the PRRB’s docket to a more 
efficient and less costly paperless 
environment, and will support a better 
continuity of operations posture. 
Accordingly, no earlier than FY 2021, 
the PRRB may require that all new 
submissions (in new and pending 
appeals) be filed electronically using 
OH CDMS. This requirement would be 
reflected in updated Board instructions, 
which are currently published at 
https://www.cms.gov/Regulations-and- 
Guidance/Review-Boards/PRRBReview/ 
Downloads/PRRB-Rules-August-29- 
2018.pdf. 

Because the Board plans to wait until 
at least FY 2021 to potentially require 
electronic filings, we believe that 
stakeholders would have ample time 
necessary to register and start using the 
system to the extent they have not 
already done so on a voluntary basis. 
Stakeholders can access the Electronic 
Filing web page located at https://
www.cms.gov/Regulations-and- 
Guidance/Review-Boards/PRRBReview/ 
Electronic-Filing to find instructions on 
accessing and using OH CDMS. We 
recommend that parties to PRRB 
appeals, who have not already, sign up 
for and begin using OH CDMS as soon 
as possible to allow time to become 
familiar with the system and to avoid 
any issues that may arise if signing up 
for the system is delayed until after use 
of the system becomes mandatory. 

It has already been approximately 21 
months since the system became 
operational and available to 
stakeholders. In this regard, we note the 
following: 

• Many providers started using the 
system immediately after OH CDMS was 
launched. 

• OH CDMS now has over 800 
registered users, and continues to grow. 
We believe that this number of users is 
largely representative of the cohort of 
stakeholders that will use OH CDMS. 

• Over 75 percent of all new appeals 
have been filed electronically by 
providers using the system. 

• All government contractors that 
participate in PRRB appeals (including 
Medicare Administrative Contractors 
(MACs), the Cost Report Audit and 
Appeals contractor (CRAA), and the 

Appeals Support Contractor (ASC)) use 
the system. 

Nevertheless, to provide additional 
notice to stakeholders, the PRRB would 
provide at least 120 calendar days’ 
notice (through its instructions) before 
the exact date that electronic filing 
would become mandatory. Thus, under 
the final rule, the earliest the PRRB 
could publish such instructions would 
be October 1, 2020 and, as a result, the 
earliest effective date for mandatory 
usage of the system for PRRB appeals 
submissions would be November 30, 
2020. 

We note that making use of OH CDMS 
mandatory for PRRB appeals is 
consistent with recent revisions 
updating the Medicare Geographic 
Classification Review Board (MGCRB) 
regulations that similarly permit the 
MGCRB to require the use of OH CDMS 
through its instructions. The MGCRB 
regulatory change was published in the 
FY 2017 IPPS/LTCH PPS final rule (81 
FR 56928 (August 22, 2016)) and the 
requirement to file electronically was 
effective for the 2020 reclassification 
cycle. The transition to mandatory 
electronic filing of MGCRB applications 
went smoothly, and we received 
positive feedback regarding OH CDMS 
from the user community. 

Finally, we note that the provisions 
governing contractor hearing officer 
appeals, Administrative and Judicial 
Review and reopenings are also found 
in part 405 subpart R. However, we did 
not propose changes to the submission 
procedures for these processes. 

Comment: We received largely 
positive feedback in the comments 
regarding OH CDMS itself, as well as 
support for mandatory use of OH CDMS. 
A commenter who has represented 
Providers before the PRRB for more than 
35 years stated that the introduction of 
OH CDMS has been of substantial 
benefit and represents a great 
improvement over the hard copy filing 
process, and states that OH staff should 
be complimented on the design and 
implementation of the system. Another 
commenter applauded OH CDMS and 
stated that the system improves the 
efficient management of PRRB appeals, 
and that the proposed changes to the 
regulation are sensible and appropriate. 
A commenter supported the proposed 
changes that would allow the PRRB’s 
adoption of rules mandating electronic 
filing, because OH CDMS has made it 
easier and quicker for providers to file 
and manage appeals, especially for 
group appeals or consolidated appeals 
that may include many providers and 
cost reporting periods. 

Response: The Office of Hearings 
(OH) appreciates the positive feedback, 
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especially because OH CDMS was, in 
large part, created in response to the 
requests of parties before the PRRB to 
create an electronic filing system. 

Comment: We received a few 
comments that stated that Schedules of 
Providers (SOP) for group appeals 
should be accepted in PDF format via 
OH CDMS, because every other 
document may be filed in PDF format 
via OH CDMS. 

Response: We understand the 
comments regarding electronic filing of 
SOPs and the Board is reviewing its 
Instructions regarding the filing 
requirements for SOPs and will take this 
feedback into consideration. 

Comment: A few commenters also 
stated that there should be an exception 
to mandatory electronic filing if a user 
is unable to access OH CDMS for a filing 
deadline due to routine maintenance of 
the system, technical difficulty in 
accessing the system, or interruption to 
the user’s internet access. A commenter 
suggested that the PRRB adopt the 
process used by some federal district 
courts which allows email filings if the 
system is inaccessible. A commenter 
also stated that any day or portion of a 
day when OH CDMS is unavailable 
should not be counted for purposes of 
computing a deadline. 

Response: We understand the concern 
expressed by the commenters but the 
nature of potential issues with 
electronic filing is not significantly 
different from those associated with 
hard copy filings. Accordingly, we 
decline to make any changes to the 
current regulations because we believe 
they provide sufficiently flexible 
procedural processes for the Board to 
address any potential filing issues 
(regardless of whether such issues arise 
with electronic filings versus hard copy 
filings). In this regard, we note that 42 
CFR 405.1801(d)(3) provides that 
deadlines may be adjusted if a 
reviewing entity is unable to conduct 
business in the usual manner, which 
would allow the PRRB to make 
allowances where appropriate, e.g., if 
OH CDMS were down for the entire last 
day of a deadline. Additionally, 
specifically with respect to timely filing 
of appeals, 42 CFR 405.1836 allows for 
good cause extension of the time limit 
for requesting a Board appeal, and PRRB 
Rule 1.6 provides for Accessibility 
Standards and allows for 
accommodations. We disagree that any 
day or portion of a day when OH CDMS 
is unavailable should not be counted for 
purposes of computing a deadline. We 
believe that while, as noted previously, 
exceptions to deadlines may be granted, 
the deadline dates should be clearly 
established, and shifting the deadlines 

for a day or portion of a day as the 
commenter proposes would be 
administratively impractical and could 
cause great confusion for the Board, 
parties, and reviewing entities alike. 

Comment: A commenter noted that a 
provider is only allowed one 
representative for all appeal-related 
communications. The commenter was 
concerned that if the representative 
organization were to terminate that 
employee, electronic correspondence 
from the PRRB would be delivered to a 
dead email address and no one would 
actually receive the notice. The 
commenter requested that the PRRB 
monitor for ‘‘non-delivery’’ or ‘‘out-of- 
office’’ automated responses, so that the 
PRRB can send a hard copy letter to the 
Provider’s CEO or CFO to ensure that a 
provider’s appeal rights are not 
jeopardized by missed electronic 
communications from the PRRB. 

Response: Currently, there may only 
be one representative per appeal and the 
provider’s designated representative is 
responsible for ensuring his/her contact 
information is up to date and, in turn, 
the provider is responsible for notifying 
the Board of any change in its 
representative. Thus, it is the 
responsibility of the provider and/or 
representative to notify the PRRB if the 
email address is no longer valid (for 
example employee departure or 
extended leave). We believe this is a 
reasonable procedure and, therefore, 
decline to make alterations to this 
procedure at this time. 

Comment: A commenter applauded 
the updates to functionality of OH 
CDMS that have been made since OH 
CDMS went live on August 16, 2018. 
However, some commenters also 
suggested the PRRB consider additional 
upgrades to OH CDMS, such as the 
functionality of ‘‘batch uploads,’’ before 
use of the system becomes mandatory. 
Users must manually enter multiple 
data elements for each provider, as well 
as separate documents that comprise 
each issue. The commenters believed 
that this process is especially time 
consuming for appeals that challenge 
rulemaking notices in the Federal 
Register, as these appeals may involve 
a large number of providers in a single 
submission and that, as a result, paper 
filing currently remains a distinct 
advantage for them for these large group 
submissions. A commenter suggested 
that being able to upload provider 
information as structured data would 
make electronic submission of large 
groups more feasible and reliable. A 
commenter requested that the OH 
CDMS interface be updated so that users 
can submit appeal in its final form, 
rather than in the discrete data entries. 

Response: We appreciate the 
acknowledgement of the updates made 
to OH CDMS; it has been important to 
receive and incorporate, as appropriate, 
user feedback we have received to make 
the system work better for both internal 
and external users, and will continue to 
do so. We understand the concern that 
parties have regarding the data entry 
requirements; however, these data 
points are imperative to the 
functionality of OH CDMS particularly 
with regards to allowing providers to 
transfer issues between cases. The 
information that is entered into the 
system (as opposed to uploaded via 
PDF) allows the parties and the Board 
to better access that information (in 
whole or in part) for reporting and other 
purposes. Currently, OH CDMS does not 
have the ability to pull data out of a 
PDF, therefore OH CDMS could not 
provide the necessary reporting and 
other capabilities to its users if appeals 
were to be batch uploaded as single PDF 
files. If in the future this functionality 
becomes cost-effectively available (and 
is functionally reliable), we will 
consider this functionality along with 
other improvements. Regarding Federal 
Register appeals, in response to 
feedback from the user community, as of 
January 2020, users are now able to 
select a previously-uploaded document 
in order to save time instead of being 
required to re-upload the document 
each time it is needed. We are also 
considering making similar OH CDMS 
enhancements for other uploads to 
facilitate the Board’s requisite filing 
process and will consider all feedback 
received. 

Comment: Commenters were mostly 
positive and supportive of mandatory 
electronic filing of PRRB appeals. 
However, a commenter suggested that 
the PRRB should not mandate electronic 
filing stating that it does not allow users 
the flexibility and security that is 
required for appeals, and that paper 
(that is, hard copy) documents were the 
only acceptable method for filing an 
appeal for the first 46 years of the 
Board’s history. The commenter added 
that it would be a mistake to require 
parties to file all documents 
electronically during the Covid–19 
pandemic, because hospitals are not 
operating under normal circumstances. 
The commenter stated that even under 
normal circumstances, it would be 
unreasonable to require hospitals and 
their representative to abandon their 
internal processes related to filing 
appeals in paper with only 60 days’ 
notice, as early as this November. 

Response: We do not believe it is 
unreasonable to require hospitals and 
their representatives to use OH CDMS 
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for PRRB appeals; many courts have 
transitioned from paper filing to 
electronic filing, and the PRRB has 
received feedback over the years from 
the provider community requesting the 
ability to file electronically. We note 
that the proposed regulation would 
allow the PRRB to mandate electronic 
filing with 60 days’ notice. The 
commenter raised concern about having 
only 60 days’ notice of the mandatory 
use of OH CDMS. However, OH CDMS 
has been live for close to two years, and 
there have been various trainings and 
seminars offered for OH CDMS users, as 
well as daily Help Desk access for any 
issues. Notwithstanding, in order to 
ensure providers have adequate time, 
we are revising the proposed 60-day 
notice to require the PRRB to give at 
least 120 days’ notice prior to 
mandatory use of OH CDMS taking 
effect. In light of the facts that there are 
already many registered users of OH 
CDMS and the majority of filings are 
now being made using OH CDMS, we 
believe that this Rule as well as the 120- 
day advance notice gives Providers and 
their representatives more than ample 
time and notice to register for OH CDMS 
(to the extent they have not already 
done so), and make any necessary 
internal changes to processes. 

The Covid–19 public health 
emergency has highlighted the need to 
have all documents submitted 
electronically to the PRRB. CMS has 
maximized telework for the past several 
months, and while PRRB staff have not 
been able to access any mail during that 
time, the PRRB has been able to 
successfully continue operations largely 
because it may access the records that 
have been filed electronically using OH 
CDMS. Likewise, the need to transition 
away from paper records, which are 
vulnerable to risk of fire, flood, loss etc., 
has become increasingly obvious. 
Finally, the Federal Government as a 
whole is moving towards all-electronic 
records by 2022. See Memorandum for 
Heads of Executive Departments and 
Agencies M–19–21 Transition to 
Electronic Records (June 28, 2019), 
available at https://
www.whitehouse.gov/wp-content/ 
uploads/2019/06/M-19-21.pdf. 

Comment: A commenter stated that 
provider appeals often require flexibility 
that is not currently built into OH 
CDMS, which takes a ‘‘one-size-fits-all’’ 
approach to appeal filings, and does not 
provide hospitals the opportunity to file 
an explanation of exigent 
circumstances. The commenter 
explained that OH CDMS requires users 
to make certain certifications to 
conclusively state that the appeal issues 
are not pending in any other appeal, but 

a user can never know with absolute 
certainty whether another party has 
mistakenly filed an appeal on the 
duplicate issue. 

Response: With respect to the 
certifications that are required to be 
made under Board Rules by the 
Provider’s authorized representative 
when an appeal is filed, it is reasonable 
to expect that providers (whether 
through their authorized internal or 
external representative(s)) are 
responsible for knowing any appeals 
that have been filed, and ensuring that: 
(1) Duplicate appeals are not made; and 
(2) if they are part of a provider chain, 
they establish mandatory group appeals 
when required by 42 CFR 
405.1837(b)(1). Additionally, providers 
are able to submit any kind of 
correspondence through OH CDMS once 
the appeal is established, and could 
provide an explanation of any exigent 
circumstances at that time. 

Comment: A commenter also stated 
that there are data security concerns 
with the OH CDMS user enrollment 
process, which requires applicants to 
provide their Social Security Number 
for a limited credit check. As data 
breaches can occur, the commenter 
urged the agency to reconsider requiring 
personal information for those seeking 
to file institutional appeals. 

Response: The OH CDMS system is 
integrated within the larger agency-wide 
CMS Enterprise Portal. The CMS 
Enterprise Portal relies on the enterprise 
identity management system (‘‘EIDM’’) 
to authenticate individual users of the 
system, including where those 
individuals represent institutional 
entities. EIDM protects the security of 
CMS’ IT systems and meets CMS, HHS, 
and other federal government security 
requirements. In order to keep all CMS 
IT systems secure, and as required 
under federal IT security rules, the 
EIDM process identity proofs individual 
users before they can access CMS 
systems. CMS currently conducts this 
process by using Experian. Experian 
uses information that it has in its 
databases to validate the user’s identity. 
Experian’s credit information is not 
shared with CMS, only the positive or 
negative identity proofing result is 
shared. In addition, this process is not 
a credit check but is reflected as a ‘‘soft 
inquiry’’ on the person’s credit history. 

Comment: Several commenters 
supported mandatory use of OH CDMS, 
but suggested that CMS revise the 
regulatory definition of ‘‘date of receipt’’ 
at 42 CFR 405.1801(a) so that the 5-day 
presumption does not apply to decision 
or other documents that the PRRB or 
another reviewing entity issues 
electronically to providers. Several 

comments referred to 42 U.S.C. 
1395oo(f)(1) which sets a deadline of 60 
days for the Secretary to reverse, affirm, 
or modify a PRRB decision, therefore 
the agency does not have the authority 
to extend this deadline by allowing for 
a 5-day presumption. One commenter 
explained that while the 5-day 
presumption might have been necessary 
when the PRRB mailed its decisions to 
providers, now that the PRRB issues all 
of its decisions electronically, the 5-day 
presumption is not necessary because 
all parties to the appeal are notified of 
the decision instantaneously. The 
commenter states that similar rules that 
specifically address email 
correspondence have been revised to 
remove the concept of ‘‘presumptive 
receipt,’’ such as Rule 6 of the Federal 
Rules of Civil Procedure, and the three- 
day presumption for service of email 
from 2001 was removed in 2016 because 
of advances in technology and 
widespread usage of electronic 
transmissions. The commenters argued 
that ‘‘notice’’ of the PRRB decision 
should be based on ‘‘actual’’ receipt, 
which the commenters suggested should 
be considered to occur upon 
transmission. 

Response: The regulation at 42 CFR 
405.1801(a) provides that: ‘‘(iii) The 
date of receipt by a party or affected 
nonparty of documents involved in 
proceedings before a reviewing entity is 
presumed to be 5 days after the date of 
issuance of a contractor notice or a 
reviewing entity document. This 
presumption, which is otherwise 
conclusive, may be overcome if it is 
established by a preponderance of the 
evidence that such materials were 
actually received on a later date.’’ 

In the proposed rule, we specifically 
stated we were not proposing any 
change in the regulation text defining 
the ‘‘date of receipt.’’ (‘‘We note that we 
are not proposing to revise the 
requirement in § 405.1801(a) that the 
date of receipt by a party or affected 
nonparty of documents involved in 
proceedings before a reviewing entity, 
including the Board, is presumed to be 
5 days after the date of issuance. 
Therefore, regardless of whether the 
Board issues a decision electronically or 
by some other means, the 5 day 
presumption regarding receipt by a 
party would continue to apply.’’ 85 FR 
32460, 32865 (May 20, 2020)). We 
proposed to make limited technical 
changes to the regulation text to reflect 
that parties before the Board and the 
Board itself now file or issue documents 
in Board cases electronically. 

Congress has vested in the Secretary 
broad rulemaking authority to 
administer the Medicare program.’’ 
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510 While copayments and coinsurance amounts 
are both amounts of Medicare beneficiary cost 
sharing, a copayment is usually a fixed amount a 
beneficiary may be required to pay as their share 
of cost for a medical service or supply (for example, 
a doctor’s visit, hospital outpatient visit, or 
prescription drug). Unpaid copayments are 
excluded from bad debt reimbursement. 
Conversely, a coinsurance amount is usually an 
amount a beneficiary may be required to pay as a 
percentage share of cost with the Medicare plan for 
services after the payment of any applicable 
deductible. 

511 To implement the Medicare statute, the Social 
Security Administration (SSA) was reorganized and 
the Bureau of Health Insurance (BHI) was 
established on July 30, 1965. The BHI then became 
responsible for the development of health insurance 
policy before the creation of the Health Care 
Financing Administration (HCFA), later renamed 
CMS. CMS Milestones 1937–2015 (July 2015). 

512 November 22, 1966 (31 FR 14813). 
513 The current Medicare bad debt regulations 

were originally proposed and finalized in 1966 and 
codified at § 405.420. 

Sebelius v. Auburn Reg’l Med. Ctr., 568 
U.S. 145, 156 (2013); see also sections 
1102(a) and 1871(a)(1) of the Social 
Security Act. Relying on that authority, 
the Secretary promulgated the 
regulation after notice and comment 
rulemaking. See 73 FR 30190, 30193 
(May 23, 2008). The 5-day rule 
continues to be within our statutory 
authority and is not being revisited in 
this rule. Even though the rule was 
originally conceived in the context of 
paper Board filings and decisions that 
were sent by regular mail, we continue 
to believe that the rule is useful and 
reasonable as it applies equally to 
providers, the MACs and the reviewing 
entities themselves and provides needed 
certainty about when the deadlines run. 
Among other things, it also ensures 
continuity on how to calculate the 60 
days for a judicial action under 42 CFR 
405.1877, regardless of whether the final 
decision of the Secretary is a decision 
issued by the PRRB electronically or 
whether the final decision of the 
Secretary is a decision issued by the 
Administrator using regular certified 
mail. The present regulatory text 
continues to serve its original purposes 
to avoid difficult factual disputes 
regarding the date of receipt through the 
clarification of the meaning of ‘‘is 
notified’’ and consistent application of a 
single rule for calculating deadlines, 
regardless of the means of transmission 
of the document by the particular 
reviewing entity. As CMS explained 
during prior rulemaking, some uniform 
definition is ‘‘need[ed] to dispel 
potential confusion’’ about when the 
review period begins to run. 69 FR 
35716, 35719 (June 25, 2004). Using a 
presumption further ‘‘avoid[s] any 
problem of verifying when a document 
or other material is actually received,’’ 
(Id. at 35719) a burden on parties and 
courts and reviewing entities. The need 
for such consistency as a way to avoid 
disputes has not been made obsolete in 
the email age. 

After consideration of the public 
comments we received, we are 
finalizing our FY 2021 proposal to 
modify regulations in 42 CFR 405 
Subpart R to allow the PRRB to mandate 
electronic filing of appeals. We are 
modifying our proposal, however, to 
give 120 days’ notice prior to mandatory 
use of OH CDMS taking effect, rather 
than the 60 days’ notice that was 
proposed. 

C. Revisions of Medicare Bad Debt 
Policy 

1. Background 
Under the Medicare program, 

beneficiaries may be responsible for 

payments of premiums, copayments, 
deductibles (including blood 
deductibles), and coinsurance amounts 
that are related to covered services (42 
CFR 409.80 through 409.89). The 
Medicare program recognizes that a 
beneficiary’s failure to pay a deductible 
or coinsurance amount could lead to 
non-Medicare patients bearing the 
related costs of covered Medicare 
services, a result that is barred by the 
statutory prohibition on the cross- 
subsidization of the Medicare program 
by non-Medicare patients, as set out at 
section 1861(v)(1)(A)(i) of the Act (see 
also 42 CFR 413.89(d)). 

Medicare pays beneficiaries’ unpaid 
deductible and coinsurance amounts for 
covered services if such services are 
reimbursed by the program on the basis 
of reasonable cost or paid under a cost- 
based prospective payment system. 
Thus, the following amounts are not 
included as allowable bad debts under 
Medicare: 

• Unpaid Medicare deductible and 
coinsurance amounts associated with 
furnishing non-covered services and 
services furnished to non-Medicare 
patients. 

• Unpaid Medicare premiums and 
Medicare copayments 510 associated 
with any covered service. 

• Unpaid Medicare deductible and 
coinsurance amounts associated with 
any covered services paid by the 
program under a fee schedule or under 
a reasonable charge-based methodology 
including Program fee schedule 
payments made to physicians (and 
payments to providers on behalf of 
provider-based physicians) for 
professional services and fee schedule 
payments made to other practitioners. 

• Unpaid Medicare deductible and 
coinsurance amounts associated with 
covered services paid for under a 
contractual capitated rate-based plan, 
such as but not limited to, a Medicare 
Advantage plan. 

• Unpaid Medicare deductible and 
coinsurance amounts written off to 
charity care. 

• Unpaid Medicare deductible and 
coinsurance amounts written off to a 
contractual allowance account. 

In accordance with section 1861(v)(1) 
of the Act and our regulations at 

§ 413.89, Medicare pays some of the 
uncollectible deductible and 
coinsurance amounts to certain 
providers, suppliers and other entities 
(hereinafter collectively referred to as 
‘‘providers’’) eligible to receive 
reimbursement for bad debt of Medicare 
beneficiaries. Sections 1815(a) and 
1833(e) of the Act state that no Medicare 
payments will be made to a provider 
unless it has furnished information 
requested by the Secretary to determine 
payment amounts due under the 
Medicare program. To determine if bad 
debt amounts are allowable, providers 
must meet the requirements at § 413.89, 
and Chapter 3, Bad Debts, Charity, and 
Courtesy Allowances, of the Provider 
Reimbursement Manual (PRM) (CMS 
Pub. 15–1) (hereinafter referred to as 
PRM), https://www.cms.gov/ 
Regulations-and-Guidance/Guidance/ 
Manuals/Paper-Based-Manuals-Items/ 
CMS021929, which provides further 
explanation and instruction regarding 
the requirements for Medicare bad debt 
reimbursement. 

The reimbursement of Medicare bad 
debt was not originally statutorily 
mandated; rather, it was first 
promulgated by CMS 511 in 1966 512 
shortly after the Medicare Program’s 
inception and was thereafter set forth in 
the regulations.513 Congress later 
statutorily created reimbursement limits 
on allowable Medicare bad debt under 
section 1861(v)(1)(T), (V) and (W) of the 
Act. The regulations at § 413.89(b)(1) 
define ‘‘bad debts’’ as amounts 
considered to be uncollectible from 
accounts and notes receivable that were 
created or acquired in providing 
services. Accounts receivable and notes 
receivable are designations for claims 
arising from the furnishing of services, 
and are collectible in money in the 
relatively near future. Similar language 
is set forth in the PRM § 302.1. To be an 
allowable Medicare bad debt, the debt 
must meet all of the following criteria 
(see § 413.89(e) and PRM § 308): 

• The debt must be related to covered 
services and derived from deductible 
and coinsurance amounts. 

• The provider must be able to 
establish that reasonable collection 
efforts were made. 
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• The debt was actually uncollectible 
when claimed as worthless. 

• Sound business judgment 
established that there was no likelihood 
of recovery at any time in the future. 

In 1987, Congress enacted legislation 
that implemented a moratorium 
prohibiting the Secretary and 
contractors from making changes to 
Medicare bad debt reimbursement 
policies that were in effect on August 1, 
1987 for hospitals. This is typically 
referred to as the ‘‘Bad Debt 
Moratorium.’’ (See section 4008(c) of the 
Omnibus Budget Reconciliation Act of 
1987 (Pub. L. 100–203)). In section 3201 
of the Middle Class Tax Relief and Job 
Creation Act of 2012 (Pub. L. 112–96), 
the Bad Debt Moratorium was repealed 
by Congress, effective for cost reporting 
periods beginning on or after October 1, 
2012. 

Because the Bad Debt Moratorium is 
no longer in existence, we believe it is 
appropriate to clarify certain Medicare 
bad debt policies that have been the 
subject of litigation, and generated 
interest and questions from stakeholders 
over the past several years. Hence, in 
the FY 2021 IPPS proposed rule, we 
proposed to clarify, update and codify 
certain longstanding Medicare bad debt 
principles into the regulations by 
revising § 413.89, ‘‘Bad debts, charity, 
and courtesy allowances.’’ We also 
solicited comments from stakeholders 
that we could consider to finalize a 
process to accept alternate 
documentation to the Medicaid 
remittance advice (RA) to determine a 
state’s cost sharing liability for dual 
eligible beneficiaries in instances where 
a state has a Medicare cost sharing 
liability but does not issue the provider 
a Medicaid RA due to the state’s non- 
recognition of a Medicare provider for 
Medicare crossover cost sharing 
determinations. Additionally, we 
proposed to recognize the new 
Accounting Standards Update—Topic 
606 for revenue recognition and 
classification of Medicare bad debts. We 
also proposed technical corrections to 
the incorrect cross references in 42 CFR 
412.622 and 417.536 to refer to the 
Medicare bad debt reimbursement 
regulation at § 413.89. 

We proposed that the clarification and 
codification of our longstanding 
Medicare bad debt policies, where 
indicated herein, be effective for cost 
reporting periods beginning before, on, 
and after the effective date of this rule, 
because of the important public interest 
it would serve to do so as set forth in 
section 1871(e)(1)(A)(ii) of the Act. Our 
specific proposals for revising our 
regulations, the public comments 

received, and implementation decisions 
are discussed in this section of this rule. 

2. Revisions to Regulations 

a. Reasonable Collection Effort, Non- 
Indigent Beneficiaries 

Providers are permitted to collect 
unpaid Medicare cost sharing amounts 
from beneficiaries, unless beneficiaries 
have been determined to be 
categorically or medically needy by 
State Medicaid Agencies to receive 
medical assistance from Medicaid, or 
determined to be indigent by the 
provider for Medicare bad debt 
purposes. If a beneficiary’s Medicare 
cost sharing remains unpaid, in order to 
claim reimbursement from Medicare for 
the bad debt, providers must 
demonstrate that they have first made a 
reasonable effort to collect the 
beneficiary’s unpaid deductible and/or 
coinsurance amounts. (See 
§ 413.89(e)(2) and the PRM § 310.) This 
reasonable effort to collect the unpaid 
deductible and coinsurance amounts is, 
in part, based on the provider applying 
sound business judgment and has been 
a longstanding Medicare bad debt policy 
requirement articulated in the PRM 
since 1968. The PRM § 310 describes a 
‘‘reasonable collection effort’’ and sets 
forth how providers must effectuate the 
reasonable collection effort, as a 
precondition to reimbursement of a 
provider’s bad debt. We note that the 
provider’s required collection efforts set 
forth in PRM § 310 apply only to non- 
indigent beneficiaries; the provider’s 
required collection efforts are different 
for beneficiaries who have been 
determined by the provider to be 
indigent, including medically indigent, 
or beneficiaries enrolled in Medicaid. In 
the proposed rule, we proposed to 
clarify and codify the distinction 
between non-indigent beneficiaries and 
indigent beneficiaries for Medicare bad 
debt purposes. 

Specifically, we proposed to amend 
§ 413.89(e)(2) by adding a new 
paragraph (e)(2)(i) to define, for 
Medicare bad debt purposes, a non- 
indigent beneficiary as a beneficiary 
who has not been determined to be 
categorically or medically needy by a 
State Medicaid Agency to receive 
medical assistance from Medicaid, and 
has not been determined to be indigent 
by the provider for Medicare bad debt 
purposes. 

These proposals would be effective 
for cost reporting periods beginning 
before, on, and after the effective date of 
this rule because the difference in 
collection efforts required by a provider 
for indigent and non-indigent 
beneficiaries has existed since the 

promulgation of Medicare bad debt 
policy and the definition of a non- 
indigent beneficiary codifies the 
existing meaning of the term. 

Comment: Some commenters were 
supportive of the proposal to codify the 
definition of a non-indigent beneficiary 
because it would provide clarity to the 
Medicare bad debt policies. Other 
commenters suggested that the 
codification of the definition for this 
beneficiary category did not serve an 
important interest and should not be 
applied retroactively. 

Response: We appreciate the 
commenters’ suggestions and 
perspectives. Because the longstanding 
Medicare bad debt rules requiring a 
provider’s reasonable collection effort 
are different for beneficiaries who are 
either non-indigent, beneficiaries who 
have been determined by the provider to 
be indigent, including medically 
indigent, or beneficiaries enrolled in 
Medicaid, we believe that as we clarify 
and codify these longstanding bad debt 
policies, it is important to set forth the 
definition of each beneficiary category 
so that it is clear which bad debt 
policies applied, and continue to apply, 
to each. We believe that the retroactive 
codification of the definition of a non- 
indigent beneficiary serves to promote a 
public interest to provide clarity 
because the definition has existed 
inherently in the longstanding bad debt 
collection effort policies that applied, 
and continue to apply, to a non-indigent 
beneficiary. Our longstanding Medicare 
bad debt rules in the PRM requiring a 
provider’s reasonable collection effort 
are different for beneficiaries who are 
non-indigent and beneficiaries who 
have been determined by the provider to 
be indigent (including medically 
indigent) or beneficiaries enrolled in 
Medicaid. Providers must follow 
reasonable collection effort procedures 
set forth in PRM § 310 for non-indigent 
beneficiaries, procedures set forth in 
PRM § 312 for beneficiaries determined 
by the provider to be indigent, and 
procedures described in PRM § 322 for 
beneficiaries enrolled in Medicaid. 
Therefore, we believe that as we clarify 
and codify these longstanding bad debt 
policies, it is important to set forth the 
definition of each of these three 
beneficiary categories so that it is clear 
which bad debt collection effort policy 
applied, and continue to apply, to each. 
We believe that providers will not be 
burdened or harmed by the application 
and formalization of a label and 
definition for this beneficiary category. 

Our longstanding bad debt policies 
have existed in Medicare guidance, 
including the PRM, for several decades 
and providers and beneficiaries are 
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familiar with and rely upon them. The 
clarification and codification of 
longstanding Medicare bad debt policies 
into the regulations with a retroactive 
effective date does not affect prior 
transactions or impose additional duties 
or adverse consequences upon providers 
or beneficiaries, nor does it diminish 
rights of providers or beneficiaries. The 
clarification and codification of 
longstanding Medicare bad debt policies 
into the regulations with a retroactive 
effective date also serves an important 
public interest to assist providers and 
beneficiaries by avoiding confusion as 
to which longstanding policy should be 
applied for which cost reporting period, 
as might arise if the effective date was 
instead proposed for cost reporting 
periods beginning on or after the 
effective date of this rule. Failing to 
adopt the clarification and codification 
of longstanding Medicare bad debt 
policies with a retroactive effective date 
might lead some providers to believe 
that those policies did not apply to 
earlier cost reporting periods, and thus 
might cause those providers to resubmit 
previously submitted cost reports. The 
clarification and codification of 
longstanding Medicare bad debt policies 
into the regulations with a retroactive 
effective date serves the important 
public interest of promoting fairness 
and economy to providers by saving 
them the time and resources required 
for such resubmissions, and by saving 
government resources and funds from 
the taxpayer-funded Medicare Trust 
Fund that would be expended in review 
of cost report resubmissions. These 
considerations apply equally to all 
aspects of this final rule that we are 
finalizing with a retroactive effective 
date. 

After consideration of the public 
comments we received, we are 
finalizing our proposal to amend 
§ 413.89(e)(2) by adding a new 
paragraph (e)(2)(i) to define, for 
Medicare bad debt purposes, a non- 
indigent beneficiary as a beneficiary 
who has not been determined to be 
categorically or medically needy by a 
State Medicaid Agency to receive 
medical assistance from Medicaid, and 
has not been determined to be indigent 
by the provider for Medicare bad debt 
purposes. This provision will be 
effective for cost reporting periods 
beginning before, on, and after the 
effective date of this rule. 

(1) Issuance of a Bill for Non-Indigent 
Beneficiaries, PRM Section 310 

Under Medicare bad debt policy, a 
provider is required to demonstrate that 
it has made a reasonable effort to collect 
beneficiaries’ unpaid deductibles and 

coinsurance amounts. PRM § 310 sets 
forth that to be considered a reasonable 
collection effort, a provider’s effort to 
collect Medicare deductible and 
coinsurance amounts must be similar to 
the effort the provider puts forth to 
collect comparable amounts from non- 
Medicare patients. It must involve the 
issuance of a bill on or shortly after 
discharge or death of the beneficiary to 
the party responsible for the patient’s 
personal financial obligations. It also 
includes other actions such as 
subsequent billings, collection letters 
and telephone calls or personal contacts 
with this party which constitute a 
genuine, rather than a token, collection 
effort. The provider’s collection effort 
may include using or threatening to use 
court action to obtain payment. 

Generally, providers will have 
financial incentives to issue bills to 
patients as soon as possible to collect 
the outstanding debt and remove it from 
their financial records, or present 
beneficiaries’ unpaid deductible and 
coinsurance amounts to Medicare after 
a reasonable collection effort period for 
reimbursement of the Medicare 
reimbursable amount. 

Over the past several years, we have 
received feedback from stakeholders 
indicating that ‘‘shortly after’’ in PRM 
§ 310 is too vague, as well as inquiries 
as to what timeframe ‘‘shortly after’’ 
means for providers to comply with the 
reasonable collection effort. 
Stakeholders have suggested that 
‘‘shortly after’’ could be anywhere from 
30 days to a year following the 
discharge or death of the beneficiary. 
The Merriam Webster definition of 
‘‘short(ly)’’ 514 is ‘‘not extended in 
time,’’ ‘‘brief,’’ ‘‘expeditious,’’ or 
‘‘quick.’’ Although the timeframe 
‘‘shortly after’’ was drafted in the PRM 
§ 310 decades ago with an eye toward 
affording flexibility to providers, 
inquiries from stakeholders and 
variances in the application of ‘‘shortly 
after’’ over the years have led us to 
believe that a more definitive timeframe 
should be considered while still 
maintaining the greatest flexibility for 
providers. 

We believe that a timeframe of 30 or 
60 days would be too short because it 
may not allow providers with varying 
billing practices the ability to issue the 
bill within that timeframe. A timeframe 
of 90 or 120 days would afford greater 
flexibility, as we have found this to be 
in the upper parameters of most 
providers’ billing practices for the 
issuances of bills to patients. 

In addition to the queries over the 
definition of ‘‘shortly after,’’ 
stakeholders have questioned whether 
the benchmark event for the issuance of 
the bill should be the ‘‘discharge or 
death of the beneficiary,’’ or some other 
event. Generally, Medicare fee for 
service claims must be filed with the 
appropriate Medicare claims processing 
contractor no later than 12 months, or 
1 calendar year, after the date the 
services were furnished (42 CFR 
424.44). For institutional providers that 
have a span of dates of services (that is, 
from X date through Y date), the 
‘‘through’’ date (that is, the last day of 
service) is used as the date of service for 
the 12 month (or 1 calendar year) 
timeframe for a provider to timely 
submit a bill (CMS Pub. 100–04, section 
70.4). Following the processing of the 
claim, the provider receives a Medicare 
remittance advice evidencing the claim 
processing. Because providers have 12 
months from the date of service to 
timely submit a bill to Medicare, we 
believe that requiring a provider to issue 
a bill for the beneficiary’s unpaid cost 
sharing following the ‘‘discharge or 
death of the beneficiary’’ is a much 
shorter timeframe and does not afford 
flexibility to the provider when the 
provider has a much longer timeframe 
of 12 months from the date a service 
was provided to bill Medicare in 
accordance with the billing 
requirements. We note that providers 
usually issue a bill to a beneficiary, or 
the party who is financially responsible 
for the beneficiary’s personal financial 
obligations, within 120 days of death or 
discharge. We believe that a more 
flexible option could be to require the 
provider to issue a bill for Medicare cost 
sharing no later than 120 days following 
the provider’s receipt of the Medicare 
remittance advice for the processed 
claim, because this is similar to 
providers’ usual billing timeframes, or 
some other event as discussed herein. 

We have received suggestions from 
stakeholders that the benchmark event 
for the provider to issue a bill to the 
beneficiary for Medicare cost sharing 
should be after the provider’s receipt of 
payment from the beneficiary’s 
secondary payer,515 if any. In this 
instance, a beneficiary may have other 
insurance, secondary to Medicare, 
which may also have a coverage liability 
to pay for the service provided to the 
beneficiary. Secondary insurance may 
pay some or all of the costs left after the 
primary insurer, Medicare, has paid (for 
example, deductibles and/or 
coinsurance amounts). In this regard, 
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the provider must bill Medicare and the 
secondary payer in order to determine 
the beneficiary’s accurate and 
outstanding Medicare cost sharing 
liability. Because there is no minimum 
date by which a provider must issue a 
bill to the party responsible for the 
beneficiary’s cost sharing, and providers 
can claim Medicare bad debt in the cost 
reporting period in which the debt was 
deemed worthless, there is no 
disadvantage to the provider for us to 
adopt one or all of the aforementioned 
benchmark scenarios upon which a 
provider must issue a bill. 

Longstanding Medicare bad debt 
policy also requires that a provider’s 
reasonable collection effort include 
other actions such as subsequent 
billings, collection letters and telephone 
calls or personal contacts with this party 
which constitute a genuine, rather than 
token, collection effort.’’ Additionally, a 
provider must furnish documentation to 
its contractor that includes the 
provider’s bad debt collection policy 
which describes the collection process 
for Medicare and non-Medicare 
patients; the beneficiary’s account 
history documents which show the 
dates of various collection actions such 
as the issuance of bills to the 
beneficiary, follow-up collection letters, 
reports of telephone calls and personal 
contact, etc.; and the beneficiary’s file 
with copies of the bill(s) and follow-up 
notices. 

Therefore, we proposed to amend 
§ 413.89(e)(2) by adding a new 
paragraph (e)(2)(i)(A) to specify the 
reasonable collection effort requirement 
for a non-indigent beneficiary must be 
similar to the effort the provider, and/ 
or the collection agency acting on the 
provider’s behalf, puts forth to collect 
comparable amounts from non-Medicare 
patients. It must involve the issuance of 
a bill to the beneficiary or the party 
responsible for the beneficiary’s 
personal financial obligations on or 
before 120 days after: (1) The date of the 
Medicare remittance advice; or (2) the 
date of the remittance advice from the 
beneficiary’s secondary payer, if any; 
whichever is latest. A provider’s 
reasonable collection effort also 
includes other actions such as 
subsequent billings, collection letters 
and telephone calls or personal contacts 
with this party which constitute a 
genuine, rather than token, collection 
effort. Additionally, a provider must 
maintain and, upon request, furnish 
documentation to its contractor that 
includes the provider’s bad debt 
collection policy which describes the 
collection process for Medicare and 
non-Medicare patients; the beneficiary’s 
account history documents which show 

the dates of various collection actions 
such as the issuance of bills to the 
beneficiary, follow-up collection letters, 
reports of telephone calls and personal 
contact, etc.; and the beneficiary’s file 
with copies of the bill(s) and follow-up 
notices. 

We proposed that these revisions, 
except for § 413.89(e)(2)(i)(A)(2) and (3), 
would be effective for cost reporting 
periods beginning before, on and after 
the effective date of this rule. The 
provisions proposed in 
§ 413.89(e)(2)(i)(A)(3), regarding the 
requirement to issue a bill to the 
beneficiary or the party responsible for 
the beneficiary’s personal financial 
obligations based on the remittance 
advice date from Medicare or the 
beneficiary’s secondary payer, if any, 
would be effective for cost reporting 
periods beginning on or after the 
effective date of this rule. 

We also proposed that 
§ 413.89(e)(2)(i)(A)(2), regarding the 
prior longstanding Medicare bad debt 
policy requiring the issuance of a bill to 
the beneficiary or the party responsible 
for the beneficiary’s personal financial 
obligations on or shortly after discharge 
or death of the beneficiary, would be 
effective for cost reporting periods 
beginning before the effective date of 
this final rule. 

Comment: We received many 
comments in support of our attempt to 
clarify what constitutes a reasonable 
collection effort for non-indigent 
beneficiaries and set forth the timeframe 
within which a provider must issue a 
bill to commence its reasonable 
collection effort. Many commenters 
agreed that the longstanding policy 
benchmark event, ‘‘shortly after death or 
discharge of the beneficiary’’ as set forth 
in the PRM, § 310 was vague and subject 
to interpretation. Some commenters 
requested that the proposed timeframe 
within which to issue a bill to the 
beneficiary in proposed 
§ 413.89(e)(2)(i)(A)(3) also include a 
third circumstance of the date of the 
notification that the beneficiary’s 
secondary payer does not cover the 
service furnished to the beneficiary. 

Response: We appreciate commenters’ 
support of our proposals to clarify the 
timeframe within which a provider 
must issue a bill to a non-indigent 
beneficiary to commence its reasonable 
collection effort. We agree with 
providers that there may be instances 
when a provider’s reasonable collection 
effort should commence following a 
notification of no coverage from a 
beneficiary’s secondary payer. To keep 
this event objective, consistent and 
auditable we agree that the third 
benchmark timeframe, within which a 

provider must issue a bill to a non- 
indigent beneficiary to commence its 
reasonable collection effort, should be 
the date on the notification of no 
coverage from the beneficiary’s 
secondary payer, as opposed to the more 
subjective and immeasurable date when 
the provider receives the notification of 
no coverage from the secondary payer. 

Comment: A few commenters 
requested that we further define what 
constitutes a provider’s personal 
contacts with beneficiaries to collect the 
unpaid deductibles and coinsurance 
amounts, and whether personal contacts 
can include communication methods 
such as email and text message. 

Response: We appreciate commenters’ 
inquiries and believe that a provider’s 
reasonable collection effort as set forth 
in the PRM includes a provider’s actions 
‘‘such as subsequent billings, collection 
letters and telephone calls or personal 
contacts with this party which 
constitute a genuine, rather than token, 
collection effort.’’ We note that the 
definition of a ‘‘personal contact’’ means 
an encounter where two or more people 
are in visual or physical proximity to 
each other or a face-to-face 
encounter.516 We believe that a 
provider’s reasonable collection effort 
that can include subsequent billings, 
collection letters and telephone calls or 
personal contacts with the beneficiary 
or responsible party, as long as the 
collection effort constitutes a genuine, 
rather than a token, collection effort, can 
also include other actions such as 
sending electronic communications (for 
example, emails and text messages) as 
long as they also constitute a genuine, 
rather than a token, collection effort, 
and are auditable and verifiable. 

After consideration of the public 
comments we received, we are 
finalizing our proposal to amend 
§ 413.89(e)(2) by adding a new 
paragraph (e)(2)(i)(A)(1) through (4) to 
specify the reasonable collection effort 
requirement for a non-indigent 
beneficiary must be similar to the effort 
the provider, and/or the collection 
agency acting on the provider’s behalf, 
puts forth to collect comparable 
amounts from non-Medicare patients. 
For cost reporting periods beginning 
before October 1, 2020, a provider’s 
collection effort must involve the 
issuance of a bill to the beneficiary or 
the party responsible for the 
beneficiary’s personal financial 
obligations on or shortly after discharge 
or death of the beneficiary. For cost 
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reporting periods beginning on or after 
October 1, 2020, a provider’s collection 
effort must involve the issuance of a bill 
to the beneficiary or the party 
responsible for the beneficiary’s 
personal financial obligations on or 
before 120 days after the latter of one of 
the following: (1) The date of the 
Medicare remittance advice that is 
produced from processing the claim for 
services furnished to the beneficiary 
that generates the beneficiary’s cost 
sharing amounts; (2) the date of the 
remittance advice from the beneficiary’s 
secondary payer, if any; and (3) the date 
of the notification that the beneficiary’s 
secondary payer does not cover the 
service(s) furnished to the beneficiary. A 
provider’s reasonable collection effort 
must also include other actions such as 
subsequent billings, collection letters 
and telephone calls or personal contacts 
with this party. 

(2) 120-Day Collection Effort and 
Reporting Period for Writing Off Bad 
Debts 

Under Medicare bad debt policy, PRM 
§ 310.2 sets forth a ‘‘presumption of 
noncollectibility,’’ which provides that 
if after reasonable and customary 
attempts to collect a bill, the debt 
remains unpaid more than 120 days 
from the date the first bill is mailed to 
the beneficiary, the debt may be deemed 
uncollectible. 

This means that a provider must make 
reasonable and customary attempts to 
collect a bill for at least 120 days from 
(and including) the date the first bill is 
mailed to the beneficiary (or the party 
responsible for the beneficiary’s 
personal financial obligations), 
including when a provider uses a 
collection agency to collect a bill. If the 
debt remains unpaid on the 121st day 
from the date the first bill is mailed to 
the beneficiary, the provider can cease 
collection efforts and presume that the 
account is non-collectible, and 
designate the unpaid deductible and 
coinsurance amounts as an uncollectible 
bad debt. 

Over the past several years, questions 
have arisen from stakeholders with 
regard to the effect on the collection 
effort when a provider receives partial 
payments during the 120-day collection 
effort time period. We have always 
intended that when a partial payment is 
received within the required 120-day 
collection effort period, the collection 
effort is not completed and the 120-day 
time period restarts on the day the 
partial payment is received. The 
language in the PRM § 310.2 supports 
this interpretation, as it sets forth ‘‘if, 
after 120 days, a payment is not 
received, the unpaid amount can be 

written off.’’ We have implemented a 
policy that if, within the 120 days, a 
partial payment is received, the 
remaining uncollected amount cannot 
be written off to Medicare bad debt 
because the collection effort is active 
and ongoing by way of the response 
from the beneficiary submitting a 
payment. The partial payment received 
evidences the beneficiary’s willingness 
to pay the debt, at least in part, and the 
provider must further engage with the 
beneficiary and follow up, by way of 
continuing the collection effort and 
sending additional collection letters or 
bills to the beneficiary for another 120- 
day collection effort time period. It is 
reasonable to place a date of finality on 
the collection effort time period; hence, 
the 120-day minimum collection time 
period. However, when partial 
payments are received within the 120- 
day time period, it is reasonable to 
presume the remaining unpaid amount 
is collectible and expect the provider to 
continue the collection effort instead of 
presuming it to be non-collectible and 
requesting Medicare to reimburse the 
provider for what the beneficiary is 
actively engaging to pay. This 
constitutes a reasonable collection effort 
as required by § 413.89(e)(2). 

Requiring the 120-day collection 
effort timeframe to start anew when a 
partial payment is received during the 
120 days is not burdensome to the 
provider and requires little additional 
resources from the provider because the 
account is still open on the provider’s 
accounting books, and has not yet been 
written off as a bad debt. Additionally, 
because ‘‘uncollectible deductibles and 
coinsurance amounts are recognized as 
allowable bad debts in the reporting 
period in which the debts are 
determined to be worthless,’’ (PRM 
§ 314), the provider can claim the 
unpaid amounts as a Medicare bad debt 
after the additional 120-day collection 
effort time period, provided that no 
additional payment is received that 
would require an extension of the 120- 
day collection effort time period again. 

We proposed to amend § 413.89(e)(2) 
by adding a new paragraph 
(e)(2)(i)(A)(5)(ii) to specify that when the 
provider receives a partial payment 
within the minimum 120-day required 
collection effort period, the provider 
must continue the collection effort and 
the day the partial payment is received 
is day one of the new collection period. 
For each subsequent partial payment 
received during a 120-day collection 
effort period, the provider must 
continue the collection effort and the 
day the subsequent partial payment is 
received is day one of the new 
collection period. The provider is 

permitted to end the collection effort at 
the end of a 120-day collection effort 
period when no payments have been 
received during those consecutive 120 
days. These revisions would be effective 
for cost reporting periods beginning 
before, on and after the effective date of 
this final rule because we proposed to 
clarify and codify our longstanding 
policy pertaining to the required 120- 
day collection effort. 

We also proposed to clarify and 
codify into the regulations our 
longstanding policy regarding the 
reporting periods and recovery of bad 
debts, which specifies required 
procedures for when a provider recovers 
(that is, receives a payment in the 
current year) an amount that was 
previously claimed and paid as a 
Medicare bad debt, in a prior cost 
reporting period. In some cases an 
amount written off as a bad debt and 
reimbursed by the program in a prior 
cost reporting period may be recovered 
in a subsequent accounting period; in 
such situations, the recovered amount 
must be used to reduce the provider’s 
reimbursable costs in the period in 
which the amount is recovered. 
However, the amount of such reduction 
in the period of recovery must not 
exceed the actual amount reimbursed by 
the program for the related bad debt in 
the applicable prior cost reporting 
period. Because this is has been our 
longstanding policy as set forth in the 
PRM and the regulations for several 
decades, we proposed to clarify this 
policy in the regulations to also apply 
to cost reporting periods beginning 
before, on and after the effective date of 
this final rule. We also proposed to 
amend § 413.89(f) by adding language to 
specify that, effective for cost reporting 
periods beginning before, on and after 
October 1, 2020, the deductible and 
coinsurance amounts uncollected from 
beneficiaries are to be written off and 
recognized as allowable bad debts in the 
cost reporting period in which the 
accounts are deemed to be worthless. 
Any payment on the account made by 
the beneficiary, or a responsible party, 
after the write-off date but before the 
end of the cost reporting period, must be 
used to reduce the final bad debt for the 
account claimed in that cost report. 

Comment: Some commenters were 
supportive of the proposal to codify the 
longstanding Medicare bad debt 120-day 
collection effort required by providers 
from non-indigent beneficiaries. 
However, many commenters were not 
supportive of our proposal to codify our 
longstanding collection effort policy 
requiring the provider engage in a 
continuous 120-day collection effort 
with no payment received, as they 
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believed doing so would unnecessarily 
require them to keep their accounts 
receivable open for longer periods of 
time. Commenters were not supportive 
of a retroactive effective date for the 
codification of this provision, as they 
believed providers would be confused 
by the applicability of the policy for 
various cost reporting periods and suffer 
harm. 

Response: We respectfully disagree 
with commenters. Longstanding 
Medicare bad debt policy regarding the 
presumption of noncollectibility, as set 
forth in the PRM § 310.2 supports a 
continuous 120-day period without a 
payment as part of a reasonable 
collection effort. Section 310.2 states 
that ‘‘if, after 120 days, a payment is not 
received, the unpaid amount can be 
written off.’’ We therefore have 
concluded that if, within the 120 days, 
a partial payment is received, the 
remaining uncollected amount cannot 
be written off to Medicare bad debt 
because the collection effort is active 
and ongoing by way of the response 
from the beneficiary submitting a 
payment. Our longstanding position, 
asserted in court cases and legal 
documents over the years, is that if the 
provider continues to receive money, 
then the account is not a worthless 
account without value. The account has 
some recovery value when payments 
continue to be received and therefore, it 
is appropriate for the provider to keep 
the account open for an additional 
collection period to attempt further 
collection efforts before presenting the 
unpaid amounts as a Medicare bad debt 
which is funded by the Medicare Trust 
Fund and comprised of taxpayer money. 
This longstanding bad debt policy has 
existed in Medicare guidance, including 
the PRM, for decades, and providers and 
beneficiaries are familiar with and rely 
upon it. The clarification and 
codification of this longstanding 
Medicare bad debt policy into the 
regulations with a retroactive effective 
date does not affect prior transactions or 
impose additional duties or adverse 
consequences upon providers or 
beneficiaries, nor does it diminish rights 
of providers or beneficiaries. The 
clarification and codification of this 
longstanding Medicare bad debt policy 
into the regulations with a retroactive 
effective date also serves an important 
public interest to assist providers and 
beneficiaries by avoiding confusion as 
to which longstanding policy should be 
applied for which cost reporting period, 
as might arise if the effective date was 
instead proposed for cost reporting 
periods beginning on or after the 
effective date of this rule. Failing to 

adopt the clarification and codification 
of longstanding Medicare bad debt 
policies with a retroactive effective date 
might lead some providers to believe 
that those policies did not apply to 
earlier cost reporting periods, and thus 
might cause confusion among some 
providers or cause others to resubmit 
previously submitted cost reports. The 
clarification and codification of 
longstanding Medicare bad debt policies 
into the regulations with a retroactive 
effective date serves the important 
public interest of promoting fairness 
and economy to providers by saving 
them the time and resources required 
for such resubmissions, and by saving 
government resources and funds from 
the taxpayer-funded Medicare Trust 
Fund that would be expended in review 
of cost report resubmissions. These 
considerations apply equally to all 
aspects of this final rule that we are 
finalizing with a retroactive effective 
date. 

After consideration of the public 
comments we received, we are 
finalizing our proposal to amend 
§ 413.89(e)(2) by adding a new 
paragraph (e)(2)(i)(A)(5)(i) to specify 
that a provider’s reasonable collection 
effort requirement for a non-indigent 
beneficiary must also last at least 120 
days after § 413.89(e)(2)(i)(A)(2) or (3) is 
met before being written off as 
uncollectible under paragraph 
§ 413.89(e)(3). We are finalizing our 
proposal to amend § 413.89(e)(2) by 
adding a new paragraph 
(e)(2)(i)(A)(5)(ii), effective for cost 
reporting periods beginning before, on, 
and after the effective date of this rule, 
to specify that a provider’s reasonable 
collection effort requirement for a non- 
indigent beneficiary must also start a 
new 120-day collection period each 
time a payment is received within a 
120-day collection period. 

(3) Similar Collection Effort Required, 
Including Collection Agency Use, PRM 
Section 310 

Under Medicare bad debt policy, 
Medicare regulations at § 413.89(e)(2) 
require that providers engage in 
reasonable collection efforts. Our 
manual guidance currently states that, 
‘‘[t]o be considered a reasonable 
collection effort, a provider’s effort to 
collect Medicare deductible and 
coinsurance amounts must be similar to 
the effort the provider puts forth to 
collect comparable amounts from non- 
Medicare patients.’’ PRM § 310. As 
such, a provider’s dissimilar debt 
collection practices for Medicare and 
non-Medicare patient accounts do not 
constitute a provider’s ‘‘reasonable 
collection effort’’ to claim 

reimbursement from Medicare for a bad 
debt, whether the collection effort from 
the provider is an in-house collection 
effort or if the provider elects to refer 
bad debt accounts to a collection agency 
for an outside collection effort. This 
policy has been the subject of dispute by 
stakeholders in the past and we believe 
that a clarification of the policy is 
necessary with incorporation of the 
PRM guidance into the regulations. 

If a provider elects to refer its non- 
Medicare accounts to a collection 
agency, the provider must similarly 
refer its Medicare accounts of ‘‘like 
amount.’’ The PRM § 310.A states that 
where a collection agency is used, 
Medicare expects the provider to refer 
all uncollected patient charges of like 
amount to the agency without regard to 
class of patient. The ‘‘like amount’’ 
requirement may include uncollected 
charges above a specified minimum 
amount. Therefore, if a provider refers 
to a collection agency its uncollected 
non-Medicare patient charges which in 
amount are comparable to the 
individual Medicare deductible and 
coinsurance amounts due the provider 
from its Medicare patient, Medicare 
requires the provider to also refer its 
uncollected Medicare deductible and 
coinsurance amounts to the collection 
agency. 

When the provider uses a collection 
agency to perform a reasonable 
collection effort on its behalf, the 
provider must ensure that the collection 
agency’s collection effort is similar to 
the effort the collection agency puts 
forth to collect comparable amounts 
from non-Medicare patients. This means 
that for similar, comparable amounts of 
the collection accounts, the collection 
agency must use similar collection 
practices for both accounts. 

The collection agency’s collection 
effort can include subsequent billings, 
collection letters, and telephone calls or 
personal contacts with the party who is 
financially responsible for the 
beneficiary’s personal financial 
obligation which constitute a genuine, 
rather than a token, collection effort. 
The collection agency’s collection effort 
may also include using or threatening to 
use court action to obtain payment. 
Where the collection agency does not 
follow the reasonable collection effort 
requirement, Medicare does not 
recognize the fees as an allowable 
administrative cost. Collection accounts 
that remain at a collection agency, for 
whatever reason, including accounts 
that are monitored passively by the 
collection agency, cannot be claimed by 
the provider as a Medicare bad debt. 
This is because during the period the 
unpaid account remains at the 
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collection agency, the provider cannot 
meet the fourth regulatory requirement 
in § 413.89(e)(4) that ‘‘sound business 
judgment established that there was no 
likelihood of recovery at any time in the 
future.’’ While an account remains at a 
collection agency, there is always a 
likelihood of at least some recovery on 
the account. The purpose of having an 
account at a collection agency is to 
collect on the account, even if the 
account is in a passive collection status. 
Hence, the very act of having an account 
at a collection agency is deemed to be 
a collection effort undertaken by the 
provider. As such, the provider cannot 
establish that there is ‘‘no likelihood of 
recovery at any time in the future’’ for 
the account and the provider is unable 
to claim the account as an allowable 
Medicare bad debt. 

The fee charged by the collection 
agency is its charge for providing the 
collection service and is not considered 
a Medicare bad debt. Where a provider 
uses the services of a collection agency 
and the collection agency performs a 
reasonable collection effort, Medicare 
recognizes the fees the collection agency 
charges the provider as an allowable 
administrative cost. When a collection 
agency obtains payment of an account 
receivable, the gross amount collected 
reduces the patient’s account receivable 
by the same amount and must be 
credited to the patient’s account. The 
collection fee deducted by the agency is 
charged to administrative costs. 

Example 1—Collection Agency Charges 
Percent Fee 

The provider sends a beneficiary’s 
account of $400 to the collection agency 
and the collection agency’s fee for its 
service is 30 percent of the collected 
amount. If the collection agency collects 
$220 from the beneficiary, the collection 
agency keeps $66 (30 percent of $220) 
as its fee for the collection services and 
remits $154 ($220 less $66) to the 
provider. The provider records the full 
amount collected by the collection 
agency ($220) in the beneficiary’s 
account receivable and records the 
collection fee ($66) in administrative 
costs. Once the collection agency 
completes the required collection efforts 
on this account, returns the account 
back to the provider and the provider 
deems the account worthless, the 
provider can claim on its cost report the 
amount of $180 ($400 less $220) as a 
Medicare bad debt (subject to further 
statutorily mandated reductions as set 
forth in § 413.89(h)). The provider 
cannot claim the $66 collection agency 
fee as a Medicare bad debt. 

Example 2—Collection Agency Charges 
Flat Fee 

The provider sends a beneficiary’s 
account of $400 to the collection agency 
and the collection agency’s flat fee is 
$100 per account for its services. If the 
collection agency collects $250 from the 
beneficiary, the collection agency keeps 
$100 as its fee for the collection services 
and remits $150 ($250 less $100) to the 
provider. The provider records the full 
amount collected by the collection 
agency ($250) in the beneficiary’s 
account receivable and records the 
collection fee ($100) in administrative 
costs. Once the collection agency 
completes the required collection effort 
on this account, returns the account 
back to the provider and the provider 
deems the account worthless, the 
provider can claim on its cost report the 
amount of $150 ($400 less $250) as a 
Medicare bad debt (subject to further 
statutory mandated reductions as set 
forth in § 413.89(h)). The provider 
cannot claim the $100 collection agency 
fee as a Medicare bad debt. 

Therefore, we proposed to amend 
§ 413.89(e)(2) by adding a new 
paragraph (e)(2)(i)(A) to specify that a 
provider’s effort to collect Medicare 
deductible and coinsurance amounts 
must be similar to the effort the provider 
puts forth to collect comparable 
amounts from non-Medicare patients. A 
provider’s dissimilar debt collection 
practices for Medicare and non- 
Medicare patient accounts do not 
constitute a reasonable collection effort 
to claim reimbursement from Medicare 
for a bad debt, whether the collection 
effort from the provider is an in-house 
collection effort or if the provider elects 
to refer bad debt accounts to a collection 
agency for an outside collection effort. 
A provider may use a collection agency 
to perform a reasonable collection effort 
on its behalf. The provider must ensure 
that the collection agency’s collection 
effort is similar to the effort the 
collection agency puts forth to collect 
comparable amounts from non-Medicare 
patients. The collection agency’s 
collection effort can include subsequent 
billings, collection letters, and 
telephone calls or personal contacts 
with the responsible party which 
constitute a genuine, rather than a 
token, collection effort. The collection 
agency’s collection effort may include 
using or threatening to use court action 
to obtain payment. The fee charged by 
the collection agency is its charge for 
providing the collection service and is 
not considered a Medicare bad debt. 
Where a provider uses the services of a 
collection agency and the collection 
agency performs a reasonable collection 

effort, Medicare recognizes the fees the 
collection agency charges the provider 
as an allowable administrative cost. 
Where the collection agency does not 
follow the reasonable collection effort 
requirement, Medicare does not 
recognize the fees as an allowable 
administrative cost. Collection accounts 
that remain at a collection agency, for 
whatever reason, including accounts 
that are monitored passively by the 
collection agency, cannot be claimed by 
the provider as a Medicare bad debt. 
When a collection agency obtains 
payment of an account receivable, the 
gross amount collected reduces the 
patient’s account receivable by the same 
amount and must be credited to the 
patient’s account. The collection fee 
deducted by the agency is charged to 
administrative costs. 

These revisions would be effective for 
cost reporting periods beginning before, 
on and after the effective date of this 
final rule because we are clarifying and 
codifying our longstanding policy. 

Comment: Some commenters 
suggested that CMS abandon the 
proposal to codify the requirement that 
accounts remaining at a collection 
agency cannot be considered for 
Medicare bad debt because accounts at 
a collection agency have little to no 
value and providers simply place them 
with collection agencies for the small 
possibility of a collection. Some 
commenters cited federal court 
decisions and asserted that they 
foreclosed our adoption of similar 
collection effort policies. Other 
commenters suggested that if a payment 
were to be made on an account while at 
a collection agency, providers could 
reconcile the amount paid and record it 
as a recovery on the provider’s 
subsequently submitted cost report. 

Response: We appreciate commenters’ 
suggestions but respectfully disagree. 
The current Medicare bad debt 
regulation requires that to be allowable, 
a bad debt must be ‘‘actually 
uncollectible when claimed as 
worthless,’’ and also that ‘‘sound 
business judgment established that there 
was no likelihood of recovery at any 
time in the future.’’ § 413.89(e)(3) and 
(4). It has been our longstanding policy 
that an account that remains at a 
collection agency has satisfied neither of 
these regulatory conditions, remains in 
a collection effort status, and thus 
cannot be claimed as a Medicare bad 
debt. An account that remains at a 
collection agency still holds some value 
for the chance of a recovery and there 
is a possibility, a likelihood, of recovery 
while the account remains there. We 
have also reviewed the federal court 
decisions cited in some comments and 
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do not agree that they prevent us from 
adopting the rules regarding similar 
collection efforts that we are finalizing. 

Comment: Some commenters 
suggested that further definitions be set 
forth for what constitutes a genuine, and 
not a token collection effort. 

Response: A genuine, rather than a 
token, collection effort is based on the 
reasonableness of a provider’s effort to 
collect the unpaid Medicare deductible 
and coinsurance amounts from the 
beneficiary or responsible party. It 
entails a serious and concerted effort by 
the provider to collect the unpaid debt. 
The provider’s genuine, rather than 
token, collection effort has been 
addressed in PRM § 310 under the 
concept of ‘‘reasonable collection effort’’ 
as ‘‘also include[ing] other actions such 
as subsequent billings, collection letters 
and telephone calls or personal contacts 
with this party which constitute a 
genuine, rather than a token, collection 
effort.’’ As we have asserted in the past 
in policy statements and proceedings, a 
genuine collection effort requires the 
provider to engage in prompt and 
continuous collection efforts, over at 
least 120 days, advising the beneficiary 
of the amounts to be collected, engaging 
in subsequent follow up and billing, and 
may include the provider engaging a 
collection agency. 

After consideration of the public 
comments we received, we are 
finalizing our proposal to amend 
§ 413.89(e)(2) by adding a new 
paragraph (e)(2)(i)(A) to specify that a 
provider’s effort to collect Medicare 
deductible and coinsurance amounts 
must be similar to the effort the provider 
puts forth to collect comparable 
amounts from non-Medicare patients. 

(4) Documentation Required— 
Reasonable Collection Effort for Non- 
Indigent Beneficiaries 

Medicare’s longstanding bad debt 
policy requires that as part of a 
provider’s reasonable collection effort 
for beneficiaries, including non-indigent 
beneficiaries, the provider must 
maintain and, upon request, furnish to 
the Medicare contractor documentation 
of the provider’s collection effort, 
whether the provider performs the 
collection effort in house or whether the 
provider uses a collection agency to 
perform the required collection effort on 
the provider’s behalf. PRM § 310.B. The 
documentation of the collection effort 
must include: The provider’s bad debt 
collection policy which describes the 
collection process for Medicare and 
non-Medicare patients; and the patient 
account history documents which show 
the dates of various collection actions 
such as the issuance of bills, follow-up 

collection letters, reports of telephone 
calls and personal contact, etc. Unpaid 
deductible and coinsurance amounts 
without collection effort documentation 
are not allowable bad debts. 

Therefore, we proposed to amend 
§ 413.89(e)(2) by adding a new 
paragraph (e)(2)(i)(A)(6) to specify the 
requirements a provider must follow in 
order to document the provider’s 
reasonable collection effort for non- 
indigent beneficiaries. 

Because these are clarifications of 
codifications of longstanding Medicare 
bad debt policy, these policies would be 
effective for cost reporting periods 
beginning before, on and after the 
effective date of the final rule. 

Comment: Some commenters 
disagreed with the proposal that 
documentation requirements for a 
provider’s collection effort be codified. 
Some commenters suggested that 
documentation practices can vary 
among providers and are subject to 
interpretation by contractors. 
Commenters instead suggested that the 
documentation requirements be set forth 
in subregulatory guidance. 

Response: We appreciate commenters’ 
concerns but respectfully disagree. We 
note that regulatory guidance exists at 
42 CFR 413.20 and 413.24 regarding 
providers’ recordkeeping and 
documentation requirements to 
substantiate payment. We also note 
other regulations set forth specific 
documentation requirements, for 
example, 42 CFR 413.75 for direct GME 
payments. We believe that our rules 
governing documentation requirements 
for a provider’s reasonable collection 
effort should be similarly appropriately 
codified in regulations text. Such 
codification will provide clarity and 
should therefore minimize the 
possibility of varying interpretations 
that have caused some commenters’ 
concerns. We also, however, believe the 
requirements are general enough to 
afford needed flexibility to providers. 

After consideration of the public 
comments we received, we are 
finalizing our proposal to amend 
§ 413.89(e)(2) by adding a new 
paragraph (e)(2)(i)(A)(6) to specify the 
requirements a provider must follow in 
order to document the provider’s 
reasonable collection effort for non- 
indigent beneficiaries. Specifically, 
providers must maintain and, upon 
request, furnish verifiable 
documentation to its contractor that 
includes all of the following: (i) The 
provider’s bad debt collection policy 
which describes the collection process 
for Medicare and non-Medicare 
patients, (ii) The patient account history 
documents which show the dates of 

various collection actions such as the 
issuance of bills to the beneficiary, 
follow-up collection letters, reports of 
telephone calls and personal contact, 
etc.; and (iii) The beneficiary’s file with 
copies of the bill(s) and follow-up 
notices. We will evaluate the burden 
estimates for the recordkeeping 
requirements in all applicable cost 
reports, such as OMB Control No. 0938– 
0050 (Hospitals and Health Care 
Complex Cost Report), and if these 
recordkeeping activities have not been 
accounted for we will revise the ICR(s) 
via a Paperwork Reduction Act notice. 

b. Reasonable Collection Effort, 
Beneficiaries Determined Indigent by 
Provider Using Required Criteria 

Under PRM § 312, a provider may 
determine a beneficiary to be indigent 
for purposes of claiming a beneficiary’s 
unpaid deductible and/or coinsurance 
amounts as a Medicare bad debt. A 
provider can determine a beneficiary’s 
indigence in one of two ways: (1) When 
the beneficiary is eligible for Medicaid 
as either a categorically or medically 
needy individual (that is, a dual eligible 
Medicare beneficiary); or (2) the 
provider determines a non-dual eligible 
Medicare beneficiary, to be indigent by 
applying the provider’s customary 
methods for determining a patient to be 
indigent under the evaluation criteria in 
PRM § 312. A. through D. Once 
indigence is determined by the 
provider, and the provider concludes 
that there has been no improvement in 
the beneficiary’s financial condition, the 
debt may be deemed uncollectible 
without the provider having to collect 
the unpaid Medicare cost sharing 
liability from beneficiaries by applying 
the requirements set forth in PRM § 310 
for non-indigent beneficiaries. 

Over the past several years, the 
criteria set forth in PRM § 312 regarding 
the determination of indigence have 
been the subject of litigation as 
questions have been raised as to 
whether the criteria are mandatory. In 
the proposed rule, we proposed to 
clarify and codify our longstanding 
policy and criteria set forth in PRM 
§ 312 A. through D. (setting for the 
requirements for a facility’s 
determination of indigency). 

Stakeholders have questioned why 
PRM § 312.B requires that the 
beneficiary’s total resources be 
considered when a provider evaluates a 
beneficiary’s indigence. We believe that 
each beneficiary’s unique total resources 
must be evaluated to determine whether 
a beneficiary is indigent. This 
evaluation must include, but is not 
limited to, an analysis of assets (only 
those convertible to cash, and 
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unnecessary for the beneficiary’s daily 
living), liabilities, and income and 
expenses, as well as any extenuating 
circumstances that would affect the 
determination of the beneficiary’s 
indigence. 

Therefore, we proposed to amend 
§ 413.89(e)(2) by adding new paragraph 
(e)(2)(ii) to define an indigent non-dual 
eligible beneficiary as a Medicare 
beneficiary who is determined to be 
indigent by the provider and not eligible 
for Medicaid as categorically or 
medically needy. We also proposed to 
amend § 413.89(e)(2) by adding new 
paragraph (e)(2)(ii)(A) to specify that to 
determine a beneficiary to be an 
indigent non-dual eligible beneficiary, 
the provider must apply its customary 
methods for determining whether the 
beneficiary is indigent under the 
following requirements: (1) The 
beneficiary’s indigence must be 
determined by the provider, not by the 
beneficiary; that is, a beneficiary’s 
signed declaration of their inability to 
pay their medical bills and/or 
deductibles and coinsurance amounts 
cannot be considered proof of 
indigence; (2) the provider must take 
into account a beneficiary’s total 
resources which include, but are not 
limited to, an analysis of assets (only 
those convertible to cash and 
unnecessary for the beneficiary’s daily 
living), liabilities, and income and 
expenses. While a provider must take 
into account a beneficiary’s total 
resources in determining indigence, any 
extenuating circumstances that would 
affect the determination of the 
beneficiary’s indigence must also be 
considered; and (3) the provider must 
determine that no source other than the 
beneficiary (for example, a legal 
guardian) would be legally responsible 
for the beneficiary’s medical bill. 

We also proposed to amend 
§ 413.89(e)(2) by adding new paragraph 
(e)(2)(ii)(B) to specify that as part of its 
determination of indigence, the provider 
must maintain and furnish, upon 
request to its Medicare contractor, 
documentation (for example, a Policy 
for Determination of Indigence) 
describing the method by which 
indigence or medical indigence is 
determined and the beneficiary-specific 
documentation which supports the 
provider’s documentation of each 
beneficiary’s indigence or medical 
indigence. Once indigence is 
determined and the provider concludes 
that there has been no improvement in 
the beneficiary’s financial status, the 
bad debt may be deemed uncollectible 
without applying a collection effort. 
Unpaid deductible and coinsurance 
amounts without the provider’s 

documentation of its determination of 
indigence will not be considered as 
allowable bad debts. 

We proposed that these revisions 
would be effective for cost reporting 
periods beginning before, on and after 
the effective date of this rule because 
they are clarifications and codifications 
of longstanding Medicare policies. 

Comment: Some commenters were 
supportive of the codification of the 
definition for an indigent non-dual 
eligible beneficiary because it would 
provide clarity to the Medicare bad debt 
policies. Other commenters suggested 
that the codification of the definitions 
for each beneficiary category may cause 
confusion and questioned whether there 
could be an instance when a beneficiary 
moved from a non-indigent beneficiary 
category to an indigent beneficiary 
category. Some commenters suggested 
that the codification of the definition for 
an indigent non-dual eligible 
beneficiary did not serve an important 
interest and should not be applied 
retroactively. 

Response: We appreciate the 
commenters’ comments and 
perspectives. Our longstanding 
Medicare bad debt rules requiring a 
provider’s reasonable collection effort 
are different for the three categories of: 
Beneficiaries who are non-indigent; 
beneficiaries who have been determined 
by the provider to be indigent 
(including medically indigent); or 
beneficiaries enrolled in Medicaid. 
Therefore, we believe that as we clarify 
and codify these longstanding bad debt 
policies, it is important to set forth the 
definition of each of these beneficiary 
categories so that it is clear which bad 
debt collection effort policies applied to 
each. A beneficiary’s status can change 
from non-indigent to ‘‘provider- 
determined indigent’’ status during the 
cost reporting period, or the beneficiary 
could be enrolled in Medicaid; the 
provider’s required reasonable 
collection effort is different for each 
category. We believe that we are 
promoting the public interest with the 
retroactive codification of the definition 
for an indigent non-dual eligible 
beneficiary. This definition serves to 
provide clarity because the definitions 
for this beneficiary category have 
existed implicitly in the longstanding 
bad debt collection effort policies that 
applied to them. We believe that 
providers will not be burdened or 
harmed by the application and 
formalization of a label and definition 
for a non-indigent beneficiary and an 
indigent non-dual eligible beneficiary. 

Comment: Many commenters opposed 
the proposal to codify Medicare’s 
longstanding bad debt policy with 

respect to a provider’s determination of 
a patient’s indigence by the required 
evaluation of a patient’s total resources, 
including a patient’s assets, income, 
expenses and liabilities. Many 
commenters suggested that only a 
patient’s income be considered when 
determining whether a patient is 
indigent and also suggested that an 
evaluation of a patient’s assets, liability 
and expenses requires additional 
resources and burden to the provider. 
Some commenters suggested that an 
evaluation of a patient’s liabilities and 
expenses only serves to further qualify 
a patient as indigent. Some commenters 
questioned why additional parameters 
were required to evaluate a patient’s 
indigence when the PRM sets forth that 
providers should apply its customary 
methods for determining the indigence 
of patients. Other commenters cited 
federal court decisions and objected to 
the proposal to require providers to 
evaluate assets, income, liabilities and 
expenses because some viewed the 
language in the PRM as suggestive 
requirements and not mandatory. Many 
commenters opposed the retroactive 
codification of this policy as proposed. 

Response: We appreciate the 
commenters’ varied views on the 
longstanding Medicare bad debt 
indigence policies. In the proposed rule, 
we proposed to codify Medicare’s 
longstanding bad debt policy that 
requires providers to evaluate a 
beneficiary’s financial status to 
determine whether the beneficiary can 
be deemed to be indigent by the 
provider, permitting the provider to 
forgo the process to collect a 
beneficiary’s unpaid deductible and 
coinsurance amounts. In this regard, a 
provider can deem a beneficiary 
indigent or medically indigent when the 
beneficiary has also been determined 
eligible for Medicaid. If the beneficiary 
has not been determined eligible for 
Medicaid, then the provider applies its 
customary methods for determining 
indigence under certain guidelines. Our 
longstanding policy has been that those 
guidelines require a provider to take 
into account the beneficiary’s total 
resources to include the consideration 
of a beneficiary’s assets, income, 
liabilities and expenses. Upon further 
review and consideration of the 
comments, we understand that 
reviewing a patient’s liabilities and 
expenses may not be beneficial in 
instances when the beneficiary has 
already qualified for indigence upon 
evaluation of the beneficiary’s income 
and assets because an evaluation of a 
beneficiary’s liabilities and expenses 
would only reduce the income and 
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assets, which serves to further ensure a 
beneficiary’s indigence determination. 
However, we do not agree, as some 
commenters suggest, that only a 
beneficiary’s income, but not assets, 
should be evaluated for indigence for 
Medicare bad debt purposes. It is 
possible that a Medicare beneficiary 
may have assets that are convertible to 
cash, unnecessary for the beneficiary’s 
daily living, and that can be used for the 
beneficiary’s care, including medical 
cost sharing expenses. Therefore, we 
believe that evaluating a beneficiary’s 
income and assets yields a more 
appropriate assessment of indigence. In 
circumstances in which a beneficiary 
may not qualify as financially indigent 
based on a review of assets and income 
alone, because their income is too high 
or their assets too great, a further review 
of the beneficiary’s liabilities and 
expenses may serve to qualify them for 
a medical indigence status. Finally, we 
have reviewed the federal court 
decisions cited in some comments and 
do not agree that they prevent us from 
adopting the rules regarding total 
resources that we are finalizing. 

Comment: Some commenters 
suggested that providers be permitted to 
use presumptive eligibility tools, such 
as those used to qualify patients for 
federal, state and local uncompensated 
care or charity care programs, to qualify 
Medicare beneficiaries for indigence 
determinations for Medicare bad debt 
purposes. 

Response: We appreciate the 
commenters’ suggestions to allow 
providers to determine Medicare 
beneficiaries to be indigent by using 
presumptive eligibility tools for 
Medicare bad debt purposes, which 
could also serve to reduce burden to 
providers when evaluating indigence. 
Commenters suggested that many 
presumptive eligibility tools utilize 
various factors to evaluate a patient’s 
ability to pay for medical services, 
including but not limited to, a patient’s 
demographics, zip code, credit score, or 
income, and could also be used to 
determine a Medicare beneficiary to be 
indigent for bad debt purposes. 
Although presumptive eligibility tools 
may reduce a provider’s burden when 
evaluating indigence, we disagree that 
presumptive eligibility tools should be 
used to determine a Medicare 
beneficiary’s indigence status for 
Medicare bad debt purposes. Many of 
the presumptive eligibility tools 
cursorily review a patient’s financial 
status, based either on the patient’s 
declaration or demographic 
presumptions, or income and presume 
one to be indigent. Because we 
understand that an assessment of a 

beneficiary’s liabilities and expenses 
may serve to qualify a beneficiary for 
indigence, we believe that it is 
appropriate to allow a provider 
flexibility to consider a beneficiary’s 
extenuating circumstances that would 
affect the determination of the 
beneficiary’s indigence or medical 
indigence, which may include an 
analysis of the beneficiary’s liabilities 
and expenses, if indigence cannot be 
determined with a review of the 
beneficiary’s income and assets only. 

Comment: Commenters asserted that 
the proposal to codify the Medicare bad 
debt indigence evaluation criteria 
contradicts terms of indigence policies 
from other programs, such as the 
National Health Service Corps program, 
that commenters assert, do not permit 
providers to inquire about a patient’s 
assets, liabilities, or expenses, and 
therefore a provider’s compliance with 
Medicare bad debt indigence policy 
would adversely cause providers to be 
non-compliant with other indigent 
policies. 

Response: We appreciate commenters’ 
concerns, however we respectfully 
disagree that a provider’s compliance 
with Medicare bad debt indigence 
criteria for Medicare beneficiaries 
precludes providers from participating 
in other indigence programs. We believe 
that a provider’s compliance with 
Medicare bad debt indigence policy, in 
order to qualify a Medicare beneficiary 
as indigent and claim a Medicare bad 
debt which is paid from the Medicare 
Trust Fund, is separate and apart from 
a provider participating in, or qualifying 
patients for, other indigence programs 
that may have different indigence 
program criteria. As commenters 
indicate, other Federal, state or local 
indigent programs may have criteria 
different from the Medicare bad debt 
indigence policy, for various reasons or 
program incentives, and permit 
providers to use presumptive eligibility 
tools, to qualify patients for other 
indigent program. The Medicare bad 
debt policy is not an indigence program; 
it is a Medicare policy to pay providers 
for a beneficiary’s unreimbursed 
deductible and coinsurance amounts 
after the provider has met certain 
criteria. The criteria for other indigence 
programs, such as charity care, may 
have different program or policy 
requirements than Medicare bad debt. 
Medicare does not pay providers 
directly for charity care, whereas 
Medicare bad debt amounts may be 
allowable, and directly paid to various 
provider types, without the providers 
performing a reasonable collection effort 
if the beneficiary qualifies for indigence. 
As previously stated, we believe it is 

possible that a Medicare beneficiary 
may have assets that are convertible to 
cash, unnecessary for the beneficiary’s 
daily living expenses, which can be 
used for the beneficiary’s care, 
including medical cost-sharing 
expenses. Therefore, we believe that 
evaluating a beneficiary’s income and 
assets yields a more appropriate 
assessment of indigence for Medicare 
bad debt purposes. As stewards of the 
Medicare Trust Fund, CMS must ensure 
that providers comply with Medicare 
program policy in order to receive 
payment for bad debt for Medicare 
beneficiaries determined to be indigent 
under Medicare’s indigence bad debt 
policy criteria. 

Comment: Some commenters 
questioned what a provider would need 
to do to conclude ‘‘that there has been 
no improvement in the beneficiary’s 
financial status’’ once indigence is 
determined before the bad debt may be 
deemed uncollectible without applying 
a collection effort as proposed in 
§ 413.89(e)(2)(ii)(B). Some commenters 
suggested that this phrase in the 
proposed regulation text requires 
additional actions by providers and is 
vague and burdensome. 

Response: We appreciate commenters’ 
concerns. Longstanding Medicare bad 
debt policy, as published in the PRM 
§ 312, has always required that ‘‘once 
indigence is determined and the 
provider concluded that there had been 
no improvement in the beneficiary’s 
financial condition, the debt may be 
deemed uncollectible without applying 
the § 310 procedures.’’ We agree with 
providers that this proposed 
codification may not be beneficial to 
providers as it requires providers to take 
additional actions which may be 
burdensome, and not produce a 
different result, once the provider has 
determined the beneficiary to be 
indigent under proposed 
§ 413.89(e)(2)(ii)(A). We believe that 
providers should be afforded more 
flexibility when determining a 
beneficiary’s indigence and that an 
analysis of liabilities and expenses 
should be reviewed in situations where 
it is only necessary to do so if the 
beneficiary does not first qualify for 
indigence with an analysis of income 
and assets. We also believe that 
flexibility should be afforded to 
providers so that they do not have to 
continually review a beneficiary’s 
financial condition once indigence is 
determined. However, we recognize that 
a beneficiary’s financial condition may 
improve, resulting in a change in the 
beneficiary’s indigence status from 
indigent to non-indigent. If a provider 
discovers that the beneficiary’s financial 
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517 ‘‘Full Medicaid’’ coverage refers to the package 
of services, beyond coverage of Medicare premiums 
and cost-sharing, that certain individuals are 
entitled to when they qualify under eligibility 
groups covered under a state’s Medicaid program. 

518 The MSP includes the Qualified Medicare 
Beneficiary, Specified Low-Income Medicare 
Beneficiary Qualifying Individual, and Qualified 
Disabled and Working Individual programs. 
Depending upon the MSP group the individual is 
enrolled in, the MSP pays all or some of an 
individual’s Medicare expenses, including Parts A 
and B premiums, deductibles, coinsurance and 
copayments. 

519 ‘‘Crossover’’ claims are initiated when a 
Medicare certified provider submits a claim to its 
Medicare contractor for processing of the Medicare 
covered service and the claim ‘‘crosses over’’ to 
Medicaid for the State to determine and set forth 
the State’s cost sharing liability towards 
beneficiaries’ Medicare cost sharing. This crossover 
claim includes the primary payment amount from 
Medicare. 

520 http://www.medicaid.gov/Federal-Policy- 
Guidance/downloads/CIB-06-07-2013.pdf. 

521 http://www.medicaid.gov/Federal-Policy- 
Guidance/downloads/CIB-06-07-2013.pdf. 

condition has improved following the 
provider’s determination of indigence, 
we expect the provider will no longer 
classify the beneficiary as indigent and 
implement reasonable collection efforts 
for the non-indigent beneficiary. 

After consideration of the public 
comments we received, we are 
finalizing Medicare bad debt indigence 
policies applicable to indigent non-dual 
eligible beneficiaries by amending 
§ 413.89(e)(2) by adding new paragraph 
(e)(2)(ii) to define an indigent non-dual 
eligible beneficiary as a Medicare 
beneficiary who is determined to be 
indigent by the provider and not eligible 
for Medicaid as categorically or 
medically needy. We are not finalizing 
our proposal to add new paragraph 
(e)(2)(ii)(A), which would have required 
a provider to evaluate a beneficiary’s 
liabilities and expenses to determine 
indigence. Instead, new paragraph 
(e)(2)(ii)(A) specifies that in order to 
conclude that a beneficiary is an 
indigent non-dual eligible beneficiary, 
the provider: (1) Must not use a 
beneficiary’s declaration of their 
inability to pay their medical bills or 
deductibles and coinsurance amounts as 
sole proof of indigence or medical 
indigence, (2) Must take into account 
the analysis of both the beneficiary’s 
assets (only those convertible to cash 
and unnecessary for the beneficiary’s 
daily living) and income, (3) May 
consider extenuating circumstances that 
would affect the determination of the 
beneficiary’s indigence or medical 
indigence which may include an 
analysis of both the beneficiary’s 
liabilities and expenses, if indigence is 
unable to be determined under 
(ii)(A)(2), (4) Must determine that no 
source other than the beneficiary would 
be legally responsible for the 
beneficiary’s medical bill, such as a 
legal guardian or State Medicaid 
program, and (5) Must maintain and, 
upon request, furnish its Medicare 
contractor with the provider’s indigence 
determination policy describing the 
method by which indigence or medical 
indigence is determined and all the 
verifiable beneficiary specific 
documentation which supports the 
provider’s determination of each 
beneficiary’s indigence or medical 
indigence. We believe that this policy 
finalization will reduce burden to 
providers when determining a 
beneficiary’s indigence. We will 
evaluate the burden estimates for the 
recordkeeping requirements in all 
applicable cost reports, such as OMB 
Control No. 0938–0050 (Hospitals and 
Health Care Complex Cost Report), and 
if these recordkeeping activities have 

not been accounted for we will revise 
the ICR(s) via a Paperwork Reduction 
Act notice. We are not finalizing our 
proposal to amend § 413.89(e)(2) by 
adding new paragraph (e)(2)(ii)(B), as 
proposed, to require that once indigence 
is determined and the provider 
concludes that there has been no 
improvement in the beneficiary’s 
financial status, the bad debt may be 
deemed uncollectible without applying 
a collection effort. Instead, we are 
amending § 413.89(e)(2) by adding new 
paragraph (e)(2)(ii)(B) to specify that 
once indigence is determined, the bad 
debt may be deemed uncollectible 
without applying a collection effort. 
Unpaid deductible and coinsurance 
amounts without the provider’s 
documentation of its determination of 
indigence will not be considered as 
allowable bad debts. We believe that 
this policy finalization will reduce 
burden to providers when determining 
a beneficiary’s indigence. 

In the proposed rule, we proposed 
that our proposals would be effective for 
cost reporting periods beginning before, 
on and after the effective date of this 
rule because our proposals were 
clarifications and codifications of 
longstanding Medicare policies. 
However, because of the changes to the 
policies we are finalizing after 
consideration of public comments, we 
are finalizing these policies with an 
effective date for cost reporting periods 
beginning on or after October 1, 2020. 

c. Reasonable Collection Effort, Dual 
Eligible Beneficiaries and the Medicaid 
Remittance Advice 

Dual eligible beneficiaries are 
Medicare beneficiaries who are enrolled 
in Medicare (either Part A, Part B, or 
both), and are also enrolled in ‘‘full 
Medicaid’’ coverage and/or the 
Medicare Savings Program (MSP).517 
Authorized under sections 
1902(a)(10)(E) and 1905(p) and (s) of the 
Act, the MSP includes four mandatory 
Medicaid eligibility groups that assist 
low income Medicare beneficiaries with 
their Medicare expenses.518 One 
specific category of MSP is the Qualified 
Medicare Beneficiaries (QMB) program. 

Under 1905(p)(1) of the Act, a QMB is 
an individual who is entitled to hospital 
insurance benefits under Part A of 
Medicare, with income not exceeding 
100 percent of the Federal poverty level, 
and resources not exceeding three times 
the Supplemental Security Income 
limit. 

Section 1902(a)(10)(E) of the Act 
directs State Medicaid Agencies to pay 
providers for QMB cost sharing amounts 
as defined in section 1905(p)(3) of the 
Act. Under section 1905(p)(3) of the Act, 
‘‘Medicare cost sharing’’ includes costs 
incurred with respect to a QMB, 
‘‘without regard to whether the costs 
incurred were for items and services for 
which medical assistance is otherwise 
available under the plan.’’ The 
‘‘Medicare cost sharing’’ includes 
Medicare Part A and B coinsurance and 
deductibles. Section 1902(n)(2) of the 
Act permits the State to limit payment 
for QMB cost sharing to the amount 
necessary to provide a total payment to 
the provider (including Medicare, 
Medicaid, required nominal Medicaid 
copayments, and third party payments) 
equal to the amount a State would have 
paid for the service under the State 
plan. 

State Medicaid Management 
Information Systems (MMIS), funded 
under section 1903(a)(3) of the Act, are 
required, as an express condition of a 
State receiving enhanced federal 
matching funds for the design, 
development, installation and 
administration of their MMIS systems, 
to process Medicare crossover 519 
claims, including QMB cost sharing, for 
adjudication of Medicaid payment of 
Medicare cost sharing amounts, 
including deductibles and coinsurance 
for Medicare services. The MMIS is also 
required to furnish the provider with a 
Medicaid remittance advice (RA), a 
document that outlines the State’s cost 
sharing liability for a particular service 
or set of services for the patient/ 
beneficiary.520 The Medicaid RA will 
also show whether the State has no 
liability for Medicare cost sharing for a 
beneficiary’s service pursuant to the 
State plan.521 The MMIS must process 
all Medicare crossover claims for QMBs, 
including Medicare-adjusted claims that 
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are submitted by Medicaid-enrolled 
providers, even if a service or provider 
category is not currently recognized in 
the Medicaid State Plan. However, we 
recognize that there may be instances 
where the Medicare crossover claim 
process does not occur automatically, 
and providers must instead submit their 
Medicare claims manually to Medicaid 
for adjudication and determination of 
the state’s cost sharing liability. The 
most direct and logical way to know a 
State’s cost sharing liability for a QMB 
is from the Medicaid RA. If a State 
Medicaid program had Medicare cost 
sharing responsibility and refused to 
pay, or failed to process a Medicare 
crossover claim to determine its cost 
sharing liability, it would be out of 
compliance with its Medicaid State plan 
and would be subject to enforcement 
action by CMS. 

A State’s requirement to determine its 
cost sharing liability for QMBs was also 
set forth at section 3490.14(A) of the 
State Medicaid Manual (SMM) (CMS 
Pub. 45); Payment of Medicare Part A 
and Part B Deductibles and 
Coinsurance—State Agency 
Responsibility, when paper claims were 
submitted by Medicare providers to the 
State to determine its cost sharing 
liability. Specifically, section 
3490.14(A)(l) and (2) of the SMM 
required the State Agency to provide, 
through the State Plan, the payment 
rates applicable for services that are 
either covered or not covered by the 
State Plan, in order to determine the 
amount of Medicare coinsurance and 
deductibles that the State was 
responsible to pay. Because a QMB’s 
financial situation and Medicaid 
eligibility status may change over the 
course of a very short period of time and 
the State is required to maintain the 
most current patient eligibility and 
financial information, the State is in the 
best position to fulfill its statutory 
requirement and make the most accurate 
determination of its cost sharing 
liability for any unpaid Medicare 
deductibles and coinsurance. 

Providers are prohibited under 
section 1902(n)(3) of the Act from 
seeking to collect payment from a QMB 
for Medicare deductibles or 
coinsurance, even if the Medicaid State 
plan’s cost sharing liability is less than 
the total amount of the Medicare 
deductibles and coinsurance. Medicare 
may reimburse providers who provide 
Medicare covered services to dual 
eligible beneficiaries the difference 
between beneficiaries’ unpaid Medicare 
cost sharing and the State’s Medicare 
cost sharing liability for the beneficiary, 
up to the allowable Medicare bad debt 
amount if the provider has made a 

reasonable collection effort. To satisfy 
the reasonable collection effort, a 
provider that has furnished services to 
a dual eligible beneficiary must 
determine whether the State’s Title XIX 
Medicaid Program (or a local welfare 
agency, if applicable) is responsible to 
pay all or a portion of the beneficiary’s 
Medicare deductible and/or coinsurance 
amounts. A provider satisfies this by 
billing the State or State designee such 
as a Medicaid managed care 
organization (MCO), to determine any 
Medicare cost sharing amounts for 
which the State may be liable to the 
provider. This is known as the ‘‘must- 
bill policy’’ for dual eligible 
beneficiaries and is outlined in PRM 
§§ 312 and 322. 

In accordance with PRM § 312, 
providers seeking Medicare 
reimbursement for bad debts for dual 
eligible beneficiaries’ cost sharing are 
required to: (1) Bill the State Medicaid 
program to determine that no source 
other than the patient would be legally 
responsible for the patient’s medical 
bill; for example, title XIX, local welfare 
agency and guardian (the ‘‘must bill 
requirement’’); and (2) obtain and 
submit to the Contractor, a Medicaid RA 
from the State Medicaid program (the 
‘‘RA requirement’’). The must-bill 
policy and the RA requirement to 
document the States’ cost sharing 
liability are both longstanding policies 
of CMS, as shown in PRM §§ 312 and 
322 themselves: Administrative 
decisions applying the policies; and 
section 4499, exhibit 15.08 of the 
Medicare Intermediary Manual (CMS 
Pub. 13–4) (December 1985). 

It has always been our position that 
the must-bill policy and the RA 
requirement are necessary to ensure that 
the provider obtains contemporaneous 
documentation that can be maintained 
in the usual course of the provider’s 
business as required by § 413.20(a). The 
historical background of the RA 
requirement is also set forth in PRM 
§ 322, Medicare Bad Debts Under State 
Welfare Programs. 

Thus, when Medicare certified 
providers provide services to QMBs and 
claim bad debt to Medicare for unpaid 
cost sharing amounts, Medicare bad 
debt policy requires providers to bill the 
State and submit to their contractors the 
Medicaid RA as documentation to 
evidence the State’s liability for dual 
eligible beneficiaries’ deductible and/or 
coinsurance amounts. If a provider does 
not bill the State and submit the 
Medicaid RA to Medicare with its claim 
for bad debt reimbursement for dual 
eligible beneficiaries, the result is that 
unpaid deductible and coinsurance 

amounts cannot be included as an 
allowable Medicare bad debt. 

In 2003, the Medicare ‘‘must bill’’ and 
RA requirements were upheld by the 
9th Circuit Court of Appeals in 
Community Hospital of the Monterey 
Peninsula v. Thompson, 323 F.3d 782 
(9th Cir. 2003). In August 2004, CMS 
issued a Joint Signature Memorandum 
(‘‘JSM’’) 370, reiterating the ‘‘must bill’’ 
policy for dual eligible beneficiaries. 
Specifically, the JSM 370 reiterated that 
where the State owes none or only a 
portion of the dual eligible beneficiary’s 
deductible or coinsurance, the unpaid 
cost sharing for the beneficiary is not 
reimbursable to the provider by 
Medicare until the provider bills the 
State, and the State refuses payment by 
producing a Medicaid RA. 

In October 2004, we issued a 
newsletter that reiterated and clarified 
the contents of the JSM by stating that 
in instances where the State owes none 
or only a portion of the dual eligible 
patient’s deductible or copayment, the 
unpaid liability for the bad debt is not 
reimbursable to the provider by 
Medicare until the provider bills the 
State, and the State refuses payment 
(with a State Remittance Advice). 

In order to satisfy the regulatory 
requirement that a bad debt is 
uncollectible, the provider must bill the 
State Medicaid Agency and receive a 
Medicaid RA that contains a formal 
denial from the State or a statement 
setting forth the State’s cost sharing 
liability. A State’s failure to process a 
bill for determination of its cost sharing 
equates to a provider’s failure to 
determine the cost sharing liability of 
the State. The burden remains on the 
provider to work with the State to 
determine the State’s cost sharing 
amounts. This burden is not transferred 
to the Medicare program, and the 
Medicare program has no duty to 
determine a State’s cost sharing liability. 
A provider cannot substitute an estimate 
of the State’s cost sharing liability for 
the Medicaid RA, as this does not satisfy 
the regulatory requirement of 
demonstrating that the bad debt is 
uncollectible. Any amount that the State 
is obligated to pay, either by statute or 
under the terms of its approved 
Medicaid State plan, will not be 
included as an allowable Medicare bad 
debt, regardless of whether the State 
actually pays its obligated amount to the 
provider. However, the deductible and/ 
or coinsurance amount, or any portion 
thereof, that the State is not obligated to 
pay and which remains unpaid by the 
beneficiary can be included as an 
allowable Medicare bad debt. 

Prior to the implementation of 
automated claims processing, section 

VerDate Sep<11>2014 22:38 Sep 17, 2020 Jkt 250001 PO 00000 Frm 00570 Fmt 4701 Sfmt 4700 E:\FR\FM\18SER2.SGM 18SER2jb
el

l o
n 

D
S

K
JL

S
W

7X
2P

R
O

D
 w

ith
 R

U
LE

S
2



59001 Federal Register / Vol. 85, No. 182 / Friday, September 18, 2020 / Rules and Regulations 

522 https://www.medicaid.gov/federal-policy- 
guidance/downloads/cib-06-07-2013.pdf. 

3490.14(B) of the SMM previously 
provided a mechanism whereby 
providers could bill the State for the 
determination of the State’s cost sharing 
amounts without actually being or 
becoming a Medicaid provider. In 
accordance with section 3490.14(B), 
‘‘Subject to State law a provider has the 
right to accept a patient either as private 
pay only, as a QMB only, or (if the 
patient is both a QMB and Medicaid 
eligible) as a full Medicaid patient, but 
the provider must advise the patient, for 
payment purposes, how he/she is 
accepted. Medicaid payment of 
Medicare deductible and coinsurance 
amounts may be made only to Medicaid 
participating providers, even though a 
Medicare service may not be covered by 
the Medicaid State plan. A provider 
agreement necessary for participation 
for this purpose (for example, for 
furnishing the services to the individual 
as a QMB) may be executed through the 
submission of a claim to the Medicaid 
agency requesting Medicaid payment for 
Medicare deductibles and coinsurance 
for QMBs.’’ Although this SMM 
provision is no longer in effect, we 
believe State Medicaid Agencies have a 
statutory obligation to determine any 
Medicare cost sharing for QMBs, 
however some States do not recognize 
certain Medicare provider types or 
services under the State Medicaid 
program and do not process Medicare 
crossover claims and issue a Medicaid 
RA. 

Some States’ noncompliance with the 
statutory requirement to process 
Medicare crossover claims and produce 
a Medicaid RA have resulted in 
numerous appeals filed by providers 
whose claims for reimbursement of 
unpaid Medicare cost sharing from 
services provided to dual eligible 
beneficiaries were denied for Medicare 
bad debt reimbursement because the 
State did not process the Medicare 
crossover claim and issue a Medicaid 
RA to the provider. 

In 2013, CMS attempted to address 
States’ non-compliance with the Federal 
statutory requirements at sections 
1902(a)(10)(E), 1902(n) and 1903(a)(3) of 
the Act, by issuing an Informational 
Bulletin,522 which reminded States of 
the Federal statutory requirement to 
process Medicare cost sharing claims for 
QMBs from Medicare-certified 
providers, and to be able to document 
proper processing of such claims. A 
State’s non-compliance with the Federal 
statutory requirements conflicts with 
Medicare’s must bill policy, resulting in 

the State’s non-compliance and leaving 
providers disadvantaged. 

We continue to believe that the best 
documentation to evidence States’ cost 
sharing liability for a dual eligible 
beneficiary is the Medicaid RA, and that 
the Medicare requirements for the 
provider to bill the State and submit the 
RA to its contractor should remain. 
Where the State processes a Medicare 
crossover claim and issues a Medicaid 
RA to the provider that details the 
State’s Medicare cost sharing liability, 
we believe that providers must continue 
to provide the Medicaid RA in order to 
claim Medicare bad debt. Therefore, we 
proposed that the provider must bill 
that State and submit the Medicaid RA 
to Medicare to evidence the State’s 
Medicare cost sharing liability, so that 
any State Medicare cost sharing liability 
can be deducted from the Medicare bad 
debt reimbursement. 

Consistent with this proposal, we 
proposed to amend § 413.89(e)(2) by 
adding a new paragraph (e)(2)(iii) to 
clarify and codify that that, effective for 
cost reporting periods beginning on and 
before the effective date of this rule, to 
be considered a reasonable collection 
effort, a provider that has furnished 
services to a dual eligible beneficiary 
must determine whether the State’s 
Title XIX Medicaid Program (or a local 
welfare agency, if applicable) is 
responsible to pay all or a portion of the 
beneficiary’s Medicare deductible and/ 
or coinsurance amounts. To make this 
determination, the provider must 
submit a bill to its Medicaid/title XIX 
agency (or to its local welfare agency) to 
determine the State’s cost sharing 
obligation to pay all or a portion of the 
applicable Medicare deductible and 
coinsurance. (This is effectuated by the 
provider submitting a bill to Medicare 
for payment and the MAC administering 
the payment process automatically 
‘crosses over’ the bill to the applicable 
Medicaid/title XIX agency for 
determination of the State’s obligation, 
if any, toward the cost sharing.) The 
provider must then submit to its 
contractor a Medicaid RA reflecting the 
State’s payment decision. Any amount 
that the State is obligated to pay, either 
by statute or under the terms of its 
approved Medicaid State plan, will not 
be included as an allowable Medicare 
bad debt, regardless of whether the State 
actually pays its obligated amount to the 
provider. However, the Medicare 
deductible and/or coinsurance amount, 
or any portion thereof that the State is 
not obligated to pay, can be included as 
an allowable Medicare bad debt. A 
provider’s failure to bill the State and 
produce to its Medicare contractor 
documentation, including the RA 

reflecting the State’s verification that it 
processed a bill to determine its 
liability, will result in unpaid 
deductible and coinsurance amounts 
not being included as an allowable 
Medicare bad debt. Unpaid deductible 
and coinsurance amounts without 
collection effort documentation will not 
be considered as allowable bad debts. 

We proposed that these revisions be 
effective for cost reporting periods 
beginning before, on and after the 
effective date of this rule because they 
clarify and codify our longstanding 
policy to require that the provider 
effectuate a reasonable collection effort 
by billing the party (state) responsible 
for the Medicare cost sharing of the 
beneficiary. The result of the provider 
billing the State and the State 
processing the Medicare crossover claim 
is the provider’s receipt of the Medicaid 
RA which is necessary to evidence the 
State’s Medicare cost sharing liability. 

Although the best documentation to 
evidence a State’s Medicare cost sharing 
liability for a dual eligible beneficiary is 
the Medicaid RA, we acknowledged that 
challenges exist for providers when 
States do not comply with the Federal 
statutory requirements. So as not to 
disadvantage providers in States that are 
not in compliance with the Federal 
statute, we considered alternatives for 
providers to comply with the ‘‘must 
bill’’ policy and still evidence a State’s 
cost sharing liability (or absence thereof) 
for dual eligible beneficiaries when a 
State does not process a Medicare 
crossover claim and issue a Medicaid 
RA to providers that could be finalized 
in the final rule. For example, 
alternative documentation to a Medicaid 
RA could be obtained by providers from 
a State that demonstrates it will not 
enroll the provider in Medicaid, or a 
certain class of a type of provider, for 
the limited purpose of processing a 
claim for determining cost sharing 
liability. Providers could obtain 
alternative documentation to a RA such 
as a State Medicaid notification where 
the State has no legal obligation to pay 
the beneficiary’s Medicare cost sharing. 
In a State that has a Medicare cost 
sharing liability for a beneficiary’s 
service, the Medicaid State Plan may set 
forth the Medicare cost sharing liability 
for particular services. Alternatively, in 
a State that has a Medicare cost sharing 
liability for a beneficiary’s service, the 
provider could obtain alternative 
documentation to a Medicaid RA that 
sets forth the State’s Medicare cost 
sharing liability that would then be 
deducted from the provider’s Medicare 
bad debt reimbursement. In addition to 
verifying the state’s cost sharing 
liability, it will also be important that 
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any alternative documentation to a 
Medicaid RA accurately verifies a 
beneficiary’s eligibility for Medicaid for 
the date of service. We stated that we 
would consider adopting a policy in this 
final rule to the effect that when a State 
does not process a Medicare crossover 
claim and issue a Medicaid RA, the 
provider could obtain, and submit to its 
Medicare contractor, some form of 
alternative documentation to evidence a 
state’s Medicare cost sharing liability (or 
absence thereof). We welcomed 
suggestions from stakeholders regarding 
the best alternative documentation to 
the Medicaid RA that a provider could 
obtain and submit to Medicare to 
evidence a beneficiary’s Medicaid 
eligibility for the date of service and the 
State’s Medicare cost sharing liability 
(or absence thereof) and regarding 
whether we should or could adopt such 
a policy effective for past cost reporting 
periods, including whether doing so 
would serve an important public 
interest by allowing providers with 
cases currently pending before the PRRB 
an avenue for timely and cost-effective 
resolution. 

Comment: Many commenters asserted 
that CMS lacks the statutory authority to 
retroactively codify the Medicare bad 
debt must bill policy applicable to dual 
eligible beneficiaries and also asserted 
that the Bad Debt Moratorium prevents 
retroactive codification. Some 
commenters asserted that applying 
Medicare bad debt policies retroactively 
would create confusion among 
providers causing providers to request 
reopening of prior years’ cost reports. 
Some commenters were supportive of 
the codification of the Medicare bad 
debt must bill policy applicable to dual 
eligible beneficiaries. 

Response: We respectfully disagree 
with commenters’ assertions that CMS 
lacks statutory authority to retroactively 
codify the reasonable collection effort, 
must bill policy, for dual eligible 
beneficiaries. The must bill policy is 
based on a combination of regulatory 
and sub-regulatory rules that existed for 
many years prior to the 1987 Bad Debt 
Moratorium, as explicitly articulated not 
only in those pre-moratorium rules 
themselves but also in final agency 
adjudicatory decisions. We have 
asserted for many years, based on rules 
promulgated prior to the moratorium, 
that Medicare will not reimburse a 
provider for dual eligible beneficiaries’ 
unpaid deductible and coinsurance 
amounts unless the provider has first 
billed the relevant state Medicaid 
agency and obtained from the state a 
determination of the state’s payment 
responsibility for the beneficiary’s 
unpaid deductible and coinsurance 

amounts. Several federal courts have 
agreed with that position, including the 
court in Community Hospital of the 
Monterey Peninsula as previously 
discussed. The court there not only 
upheld both the must-bill and RA 
policies as compliant with the 
moratorium, but indeed struck down 
our attempt to liberalize the RA 
requirement while the moratorium was 
in effect. On several other occasions 
courts have found that our must-bill 
and/or RA requirements predated the 
moratorium. See Mercy Gen’l Hosp. v. 
Price, No.16–99, 2017 WL 4797796 
(D.D.C. 2017) (Mag. Report and 
Recommendation) (must-bill and RA 
requirements predate the moratorium); 
Mercy Gen’l Hosp. v. Azar, 410 F. 
Sup.3d 63 (D.D.C. 2019) (must-bill 
requirement predates the moratorium); 
Select Specialty Hosp.-Denver, Inc. v. 
Azar, 391 F. Supp.3d 53 (D.D.C. 2019) 
(must-bill requirements has been 
consistently articulated since at least 
1983). We reject the commenters’ 
suggestion that we are not now merely 
clarifying and codifying our 
longstanding must-bill and RA 
requirements for the reasons stated in 
these cases. To the extent any of these 
cases suggest the RA requirement did 
not predate the moratorium, we disagree 
with such a characterization. At least 
one agency adjudication involving cost 
years predating the moratorium 
articulates the requirement that a 
provider obtain a state determination of 
its payment obligation before claiming 
bad debt reimbursement from Medicare. 
See Hosp. de Area de Carolina v. Coop. 
de Seguros de Vida de Puerto Rico, 
PRRB No. 93–D23, CCH ¶ 41,411 (HCFA 
Ad. 1993). 

Some commenters cited Bowen v. 
Georgetown Univ. Hosp., 488 U.S. 204, 
208 (1988), as showing that CMS lacked 
statutory authority to retroactively 
codify our longstanding Medicare bad 
debt policies. In Georgetown, the 
Supreme Court of the United States held 
that the APA did not grant federal 
agencies the statutory authority to 
promulgate rules retroactively, but 
noted that Congress could bestow that 
authority in other specific statutory 
provisions. However, we note that 
Georgetown was decided in 1988, prior 
to the promulgation of SSA 1871(e)(1) in 
2003 which Congress granted CMS the 
statutory authority to promulgate rules 
retroactively in certain circumstances, 
one of which is when the failure to do 
so would be contrary to the public 
interest. We believe there is significant 
public interest served by applying these 
Medicare bad debt rules retroactively 
because doing so would provide 

guidance with certainty and clarity, 
yielding timely and cost-effective relief 
to providers with cases currently 
pending before the PRRB. In this regard, 
we believe that our failure to codify 
these rules in a retroactive manner 
would actually harm providers and be 
contrary to public interest. While some 
commenters stated that we 
misunderstood the statutory standard 
for promulgating retroactive rules as 
being whether such promulgation was 
in the public interest, (not whether 
failing to do so would be contrary to the 
public interest), that is not the case. We 
also reject some commenters’ suggestion 
that applying these rules retroactively 
would cause rather than alleviate 
confusion because it might lead to 
provider requests for reopening of 
notices of program reimbursement 
(NPRs). Any such request would only 
apply to an NPR issued within three 
years before the request. Moreover, CMS 
has almost total discretion to deny a 
request for reopening. For all these 
reasons, we believe any additional 
confusion or burden imposed in 
connection with reopening requests 
prompted by retroactive application of 
these rules would be minimal. We 
continue to believe that on balance 
applying these rules retroactively will 
promote rather than impede clarity and 
understanding of the applicable rules by 
providers, beneficiaries, our contractors, 
and other stakeholders. To the extent 
commenters assert that our bad debt 
policies have been subject to varying 
interpretations or the subject of 
litigation, that is a factor in favor of 
clarifying them retroactively, not one 
against it. 

Comment: Some commenters asserted 
that the bad debt must bill policy 
applicable to dual eligible beneficiaries 
did not serve an important interest for 
a dual eligible beneficiary’s Medicare 
cost sharing because they assert that 
states pay little, if anything, toward a 
dual eligible beneficiary’s Medicare cost 
sharing and thus, billing the state 
Medicaid agency was not a worthwhile 
exercise. Some commenters noted that 
the crossover billing process sometimes 
fails for other various reasons. 

Response: We disagree with 
commenters’ conclusions that the 
Medicare bad debt must-bill policy does 
not serve an important interest to 
ascertain the states’ cost sharing liability 
for dual eligible beneficiaries. As noted 
earlier, we continue to believe that the 
best documentation to evidence States’ 
cost sharing liability for a dual eligible 
beneficiary is the Medicaid RA, 
produced by the state following its 
claim by claim adjudication of the 
Medicare crossover billing. Amounts 
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that the State is obligated to pay, either 
by statute or under the terms of its 
approved Medicaid State plan, will not 
be included as an allowable Medicare 
bad debt and thus are amounts that are 
not paid from the taxpayer funded 
Medicare Trust Fund. As stewards of 
the Medicare Trust Fund, CMS is 
obligated to manage the Medicare Trust 
Fund in a fiscally prudent manner 
which entails ensuring accurate 
amounts are paid therefrom. If the 
Medicare crossover billing fails or is not 
completed in certain instances when 
submitted as a matter of course in the 
crossover claims process, the provider 
has opportunity to work with the 
Contractor to identify and resolve the 
issue. 

Comment: Many commenters were 
supportive of a policy whereby 
providers can submit alternate 
documentation to a Medicaid RA in 
instances where the State fails to issue 
the provider a Medicaid RA that 
evidences the State’s Medicare cost 
sharing liability for a dual eligible 
beneficiary, however some commenters 
expressed disappointment that a 
specific proposal for alternate 
documentation was not set forth in the 
proposed rule. Some commenters were 
not supportive of a resolution that 
would be applied retroactively. Some 
commenters suggested that submission 
of alternate documentation be 
permitted, similar to what was 
previously set forth in the now obsolete 
section 1102.3L of the PRM, Part 2 
manual provision, that required 
submission of evidence the beneficiary 
was eligible for Medicaid on the date of 
service, copies of billing for the 
Medicare cost sharing amounts that 
were sent to the State Medicaid Agency, 
and copies of the Medicaid RA showing 
the denial and the amounts of the 
Medicare cost sharing. Other 
commenters suggested that providers 
should be allowed to submit, as 
alternate documentation to the 
Medicaid RA, the State Medicaid 
notification evidencing that the State 
has no legal obligation to pay the 
beneficiary’s Medicare cost sharing, 
documentation setting forth the State’s 
liability for the Medicare cost sharing, 
and documentation verifying the 
beneficiary’s eligibility for Medicaid for 
the date of service. Some commenters 
suggested that Medicare contractors 
assist providers in ascertaining the 
State’s Medicare cost sharing liability. 

Response: We appreciate commenters’ 
support of the adoption of a policy 
whereby providers can submit alternate 
documentation to a Medicaid RA. As 
previously mentioned, we considered 
adopting a policy in this final rule to the 

effect that when a State does not process 
a Medicare crossover claim and issue a 
Medicaid RA, the provider could obtain, 
and submit to its Medicare contractor, 
some form of alternative documentation 
to evidence a state’s Medicare cost 
sharing liability (or absence thereof). We 
welcomed suggestions from 
stakeholders regarding the best 
alternative verifiable documentation to 
the Medicaid RA that would set forth 
the State’s Medicare cost sharing 
liability. We agree with many 
commenters’ suggestions and believe 
that the vital items needed to substitute 
a Medicaid RA must contain all of the 
following: (1) The State Medicaid 
notification stating that the State has no 
obligation to pay the beneficiary’s 
Medicare cost sharing or notification 
evidencing the provider’s inability to 
enroll in Medicaid for purposes of 
processing a crossover cost sharing 
claim, (2) documentation setting forth 
the State’s liability, or lack thereof, for 
the Medicare cost sharing, and (3) 
documentation verifying the 
beneficiary’s eligibility for Medicaid for 
the date of service. 

We believe that under (1), as 
previously detailed, the State’s 
Medicaid notification stating that the 
State has no legal obligation to pay the 
provider for the beneficiary’s Medicare 
cost sharing, or documentation 
evidencing the provider’s inability to 
enroll in Medicaid for purposes of 
processing a Medicare crossover cost 
sharing claim, must be through no fault 
or deficiency of the provider. This 
means that if the provider could have 
enrolled as a Medicaid provider, but 
chose not to do so for reasons such as 
inconvenience or a business decision, 
the evidence of non-enrollment would 
be an impermissible document to accept 
as an alternate to the Medicaid RA 
acceptance. However, if the provider 
was not recognized by the State 
Medicaid Agency as a Medicaid 
provider type, then documentation 
evidencing that the State Medicaid 
Agency does not recognize the provider 
as a Medicaid provider type for 
purposes of processing a Medicare 
crossover cost sharing claim would be 
sufficient to evidence the State’s 
notification of no obligation to pay the 
beneficiary’s Medicare cost sharing. We 
understand that in some states it may be 
difficult to supply evidence that the 
state will not enroll a specific provider 
type. Medicare contractors will have to 
afford providers flexibility in producing 
acceptable evidence. We encourage 
states to consider separate enrollment 
pathways for Medicare providers that 
seek to enroll in Medicaid solely for the 

purposes of processing Medicare 
crossover claims for dually eligible 
beneficiaries. 

We also believe that under (2), as 
previously detailed, documentation 
setting forth the State’s liability for the 
Medicare cost sharing, or lack thereof, 
can be produced by the provider, in 
part, from the State Plan documents and 
may also include other documents such 
as state and state contractor fee 
schedules or payment rates, or other 
documents the provider produces that 
can be verified by the contractor. We 
note that the process of documenting 
the State’s liability for Medicare cost 
sharing may entail a comparison of the 
Medicare and Medicaid rates for certain 
services, as well as documentation from 
the Medicaid State plan on whether the 
state uses a lesser-of methodology for 
that service type. We believe that 
ascertaining the State’s cost sharing 
liability amount may result from a 
collaborative effort between the 
provider, state, and the Medicare 
contractor. Medicare contractors will 
afford providers flexibility in producing 
documentation acceptable to evidence 
the State’s Medicare cost sharing in the 
absence of a Medicaid RA. 

Regarding (3), as previously detailed 
and noted by some commenters, 
documentation verifying the 
beneficiary’s eligibility for Medicaid for 
the date of service could take the form 
of an eligibility report from a state’s 
eligibility verification system. For 
example, for QMBs the provider can 
query the CMS HIPAA Eligibility 
Transaction System (HETS), or for 
Medicare claims processed on or after 
October 2, 2017, provide a Medicare 
remittance advice showing the QMB 
status. 

Medicare contractors will afford 
providers flexibility in producing 
acceptable evidence of the beneficiary’s 
eligibility for Medicaid for the date of 
service. We will work with the 
providers, states, and Medicare 
contractors on guidelines for acceptable 
alternative documentation to the 
Medicaid RA. We believe that codifying 
an alternate documentation policy and 
applying it retroactively will serve an 
important public policy interest by 
providing clarity, cost effective relief 
and burden reduction to providers with 
cases currently pending before the 
PRRB. 

After consideration of the public 
comments we received, we are 
finalizing our proposal to codify our 
longstanding Medicare must bill bad 
debt policy with respect to QMB dual 
eligible beneficiaries to require that the 
provider must bill the State for the 
QMB’s Medicare cost sharing and 
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submit the resulting Medicaid RA the 
provider receives to Medicare to 
evidence the State’s Medicare cost 
sharing liability, so that any State 
Medicare cost sharing liability can be 
deducted from the Medicare bad debt 
reimbursement. We are also codifying 
an alternate Medicaid RA 
documentation policy so that, in limited 
circumstances, providers can comply 
with the must bill policy and still 
evidence a State’s cost sharing liability 
(or absence thereof) for dual eligible 
beneficiaries when a State does not 
process a Medicare crossover claim and 
issue a Medicaid RA to providers. In 
this regard, we are codifying that to be 
considered a reasonable collection effort 
for dual eligible beneficiaries when 
alternative documentation to the 
Medicaid remittance advice is 
submitted, a provider must submit all of 
the following: (1) The State Medicaid 
notification evidencing that the State 
has no obligation to pay the 
beneficiary’s Medicare cost sharing or 
notification evidencing the provider’s 
inability to enroll in Medicaid for 
purposes of processing a crossover cost 
sharing claim, (2) documentation setting 
forth the State’s liability, or lack thereof, 
for the Medicare cost sharing, and (3) 
documentation verifying the 
beneficiary’s eligibility for Medicaid for 
the date of service. These policies are 
effective for cost reporting periods 
beginning before, on and after the 
effective date of this final rule. We will 
continue to evaluate our alternative 
Medicaid RA documentation policy so 
that any policy refinements can be 
addressed in future rulemaking, if 
needed. We will instruct contractors to 
commence a process to work with 
providers to resolve cases pending 
before the PRRB so that providers may 
experience relief and burden reduction 
through the application of this rule to 
their existing cases. 

d. Accounting Standard Update Topic 
606 and Accounting for Medicare Bad 
Debt 

(1) Accounting Standard Update Topic 
606 

The principles of cost reimbursement 
require that providers maintain 
sufficient financial records and 
statistical data for proper determination 
of costs payable under the program (see 
§ 413.20(a)). Additionally, providers 
must use standardized definitions and 
follow accounting, statistical, and 
reporting practices that are widely 
accepted in the hospital and related 
fields (see § 413.20(a)). Medicare 
accounting standards follow the general 
accounting standards unless the 

Secretary declares otherwise on a 
particular matter (see § 413.20(a)). The 
regulations at § 413.89(c) provide that 
the normal accounting treatment for bad 
debts, charity, and courtesy allowances 
represent reductions in revenue. The 
failure to collect charges for services 
furnished does not add to the cost of 
providing the services. Such costs have 
already been incurred in the production 
of the services. In this regard, providers 
are required to record bad debts and 
uncollectible accounts as a direct 
reduction of net patient revenue rather 
than an operating expense in their 
financial records. 

Additionally, PRM § 314, 
‘‘Accounting Period for Bad Debts’’, 
provides further guidance to providers 
for the accounting treatment of 
Medicare bad debts and sets forth that 
‘‘Uncollectible deductibles and 
coinsurance amounts are recognized as 
allowable bad debts in the reporting 
period in which the debts are 
determined to be worthless. Allowable 
bad debts must be related to specific 
amounts which have been determined 
to be uncollectible. Since bad debts are 
uncollectible accounts receivable and 
notes receivable, the provider should 
have the usual accounts receivable 
records-ledger cards and source 
documents to support its claim for a bad 
debt for each account included’’ (PRM 
§ 314). PRM § 320 sets forth methods of 
determining bad debt expense, where 
‘‘accounts receivable are analyzed and a 
determination made as to specific 
accounts which are deemed 
uncollectible. The amounts deemed to 
be uncollectible are charged to an 
expense account for uncollectible 
accounts. The amounts charged to the 
expense account for bad debts should be 
adequately identified as to those which 
represent deductible and coinsurance 
amounts applicable to beneficiaries and 
those which are applicable to other than 
beneficiaries or which are for other than 
covered services. Those bad debts 
which are applicable to beneficiaries for 
uncollectible deductible and 
coinsurance amounts are included in 
the calculation of reimbursable bad 
debts.’’ 

The Financial Accounting Standards 
Board’s (FASB) Accounting Standards 
Update (ASU) 2014–09, Revenue from 
Contracts with Customers (Topic 606), 
(hereinafter ‘‘ASU Topic 606’’), was 
published in May 2014 with the first 
implementation period in 2018. Under 
the ASU Topic 606, there are changes in 
the national accounting standard for 
revenue recognition of patient-related 
bad debts and uncollectible accounts, as 
well as changes to terminology 
regarding bad debts. These changes are 

for all industries and organizations 
nationwide, including the healthcare 
sector and providers. Under the ASU 
Topic 606, an amount representing a 
bad debt would generally no longer be 
reported separately as an operating 
expense in the provider’s financial 
statements, but would generally be 
treated as an ‘‘implicit price 
concession,’’ and included as a 
reduction in patient revenue. 
Additionally, under the ASU Topic 606 
standards, bad debts treated as ‘‘implicit 
price concessions’’ are now considered 
to be ‘‘reductions in patient revenue’’ 
instead of ‘‘uncollectible accounts 
receivable and notes receivable’’ in 
accordance with the current language in 
PRM § 316. Additionally, under the 
ASU Topic 606 standards, the provider 
should have the usual ‘‘accounting 
recordations for the reductions in 
revenue’’ instead of ‘‘accounts 
receivable records ledger cards’’ as set 
forth in the current language in PRM 
§ 316. 

Although ASU Topic 606 requires 
different reporting for providers and 
terminology for bad debts (also known 
as implicit price concessions), there is 
no change in the required criteria a 
provider must meet to qualify a 
beneficiary’s bad debt account for 
Medicare bad debt reimbursement 
under § 413.89. Therefore, we proposed 
to recognize the ASU Topic 606 
terminology in § 413.89. Specifically, 
we proposed to recognize that bad 
debts, also known as ‘‘implicit price 
concessions,’’ are amounts considered 
to be uncollectible from accounts that 
were created or acquired in providing 
services. ‘‘Implicit price concessions’’ 
are designations for uncollectible claims 
arising from the furnishing of services, 
and may be collectible in money in the 
relatively near future and are recorded 
in the provider’s accounting records as 
a component of net patient revenue. 

We proposed to amend § 413.89(b)(1) 
by adding new paragraph (b)(1)(i) to 
specify that for cost reporting periods 
beginning before October 1, 2020, bad 
debts are amounts considered to be 
uncollectible from accounts and notes 
receivable that were created or acquired 
in providing services. ‘‘Accounts 
receivable’’ and ‘‘notes receivable’’ are 
designations for claims arising from the 
furnishing of services, and are 
collectible in money in the relatively 
near future. Consistent with this 
proposal, we are also proposing to 
amend § 413.89(b)(1) by adding new 
paragraph (b)(1)(ii) to specify that for 
cost reporting periods beginning on or 
after October 1, 2020, bad debts, also 
known as ‘‘implicit price concessions,’’ 
are amounts considered to be 
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uncollectible from accounts that were 
created or acquired in providing 
services. ‘‘Implicit price concessions’’ 
are designations for uncollectible claims 
arising from the furnishing of services, 
and may be collectible in money in the 
relatively near future and are recorded 
in the provider’s accounting records as 
a component of net patient revenue. We 
also proposed to amend § 413.89(c) by 
adding new paragraph (c)(1) to specify 
that effective for cost reporting periods 
beginning before October 1, 2020 bad 
debts, charity, and courtesy allowances 
represent reductions in revenue. We 
also proposed to amend § 413.89(c) by 
adding new paragraph (c)(2) to specify 
that, effective for cost reporting periods 
beginning on or after October 1, 2020, 
bad debts, also known as ‘‘implicit price 
concessions,’’ charity, and courtesy 
allowances represent reductions in 
revenue. 

Comment: Many commenters were 
supportive of our proposal to adopt the 
ASU Topic 606 terminology for bad debt 
to be recognized as an implicit price 
concession. Some commenters 
suggested that many of our ASU Topic 
606 terminology adoptions have already 
been adopted by hospitals on their 
financial statements but have not been 
incorporated for purposes of the 
Medicare cost report. Other commenters 
suggested that the implicit price 
concession terminology should be 
incorporated into the Worksheet S–10 
for incorporation into uncompensated 
care calculations. Some commenters 
suggested a retroactive effective date to 
coincide with the effective date of ASU 
Topic 606. 

Response: We appreciate commenters’ 
support of our proposals to adopt the 
ASU Topic 606 terminology for bad debt 
to be recognized as an implicit price 
concession, a reduction in revenue. We 
recognize that under the ASU Topic 606 
standards, the provider should have the 
usual ‘‘accounting recordations for the 
reductions in revenue.’’ We believe that 
our proposals to include this 
terminology in the regulatory definition 
of bad debt are responsive to 
stakeholders’ requests. We agree with 
commenters’ suggestions that the 
implicit price concession terminology 
should be incorporated into the 
Worksheet S–10 for incorporation into 
uncompensated care calculations. We 
believe that it is most appropriate to 
adopt this policy with a future effective 
date. 

We note that we did not propose to 
adopt this policy retroactively and that 
providers might or might not have 
already changed their accounting 
terminology to coincide with the ASU 
Topic 606 standards. Nor is the policy 

we are finalizing a longstanding 
Medicare policy that we are merely 
clarifying. As a result, we have not 
determined that failing to apply this 
provision retroactively would be 
contrary to the public interest. 

After consideration of the public 
comments we received, we are 
finalizing our proposal to amend 
§ 413.89(c) by adding new paragraph 
(c)(1) to specify that effective for cost 
reporting periods beginning before 
October 1, 2020 bad debts, charity, and 
courtesy allowances represent 
reductions in revenue. We also 
finalizing our proposal to amend 
§ 413.89(c) by adding new paragraph 
(c)(2) to specify that, effective for cost 
reporting periods beginning on or after 
October 1, 2020, bad debts (also known 
as ‘‘implicit price concessions)’’ charity, 
and courtesy allowances represent 
reductions in revenue. 

(2) Medicare Bad Debt and Contractual 
Allowances 

Medicare regulations require 
providers to follow standardized 
definitions, accounting, statistics, and 
reporting practices that are widely 
accepted in the hospital and related 
fields. PRM § 320 sets forth methods of 
determining bad debt expense, where 
accounts receivable are analyzed and a 
determination made as to specific 
accounts which are deemed 
uncollectible. The amounts deemed to 
be uncollectible are charged to an 
expense account for uncollectible 
accounts. The amounts charged to the 
expense account for bad debts should be 
adequately identified as amounts that 
represent deductible and coinsurance 
amounts applicable to Medicare 
beneficiaries, including QMBs, amounts 
that are applicable to non-beneficiaries, 
or amounts that are for other than 
covered services. Those bad debts 
which are applicable to Medicare 
beneficiaries, including QMBs, for 
uncollectible deductible and 
coinsurance amounts are included in 
the calculation of reimbursable bad 
debts.’’ 

Based on recent questions received, it 
appears that many providers are not 
accurate in their accounting 
classification method of writing-off a 
beneficiary’s deductible and 
coinsurance amounts for Medicare- 
Medicaid crossover claims, by 
incorrectly writing off Medicare- 
Medicaid crossover bad debts to a 
contractual allowance account. 
Contractual allowances, also known as 
contractual adjustments, are the 
difference between what a healthcare 
provider bills for the service rendered 
versus what it will contractually be paid 

(or should be paid) based on the terms 
of its contracts with third-party insurers 
and/or government programs.523 Some 
providers have been writing Medicare- 
Medicaid crossover bad debt amounts 
off to a contractual allowance account 
because they are unable to bill the 
beneficiary for the difference between 
the billed amount and the Medicaid 
claim payment amount. Other providers 
are writing these amounts off to a 
contractual allowance account because 
the Medicaid remittance advice 
referenced the unpaid amount as a 
‘‘Medicaid contractual allowance.’’ 
These Medicare-Medicaid crossover 
claim amounts do not meet the 
classification requirements for a 
Medicare bad debt as set forth in PRM 
§ 320 and are not compliant with 
§ 413.20 when these amounts are 
written off to a contractual adjustment 
or allowance account instead of a bad 
debt expense account. 

The April 4, 2019 Medicare Learning 
Network Special Edition (MLN SE) 
article served to remind providers of 
Medicare’s longstanding policy with 
regard to the provider’s proper reporting 
of Medicare bad debts for cost reporting 
periods beginning before October 1, 
2019. The MLN SE also served as a 
notification to providers but also 
provided flexibility by allowing 
providers to report contractual 
allowance amounts as a bad debt, as 
long as 413.89 requirements are met, for 
cost reporting periods beginning before 
October 1, 2019. The MLN SE also 
served to remind providers of the 
expectation for proper reporting of 
Medicare bad debts and that following 
the flexibility notice period, reporting 
Medicare bad debts as a contractual 
allowance was no longer permissible for 
cost reporting periods on or after 
October 1, 2019. 

In the proposed rule, we proposed to 
clarify that Medicare bad debts must not 
be written off to a contractual allowance 
account but must be charged to an 
expense account for uncollectible 
accounts (bad debt or implicit price 
concession). Consistent with this 
proposal, we proposed to amend 
§ 413.89(c) by adding paragraph (c)(3) to 
specify that, effective for cost reporting 
periods beginning on or after October 1, 
2020, Medicare bad debts must not be 
written off to a contractual allowance 
account but must be charged to an 
expense account for uncollectible 
accounts (bad debt or implicit price 
concession). 

Comment: Many commenters were 
not supportive of the proposed 
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regulation text in § 413.89(c)(3) that 
‘‘Effective for cost reporting periods 
beginning on or after October 1, 2020, 
Medicare bad debts must not be written 
off to a contractual allowance account 
but must be charged to an expense 
account for uncollectible accounts.’’ 
Many commenters suggested that the 
language refer to implicit price 
concessions instead of bad debt and also 
that the accounts be charged to ‘‘a 
reduction in revenue expense account 
for uncollectible accounts’’ instead of 
‘‘an expense account for uncollectible 
accounts.’’ Many commenters suggested 
that the proposal would increase burden 
to providers by requiring them to 
change accounting practices and that 
providers have recorded bad debts in 
their accounting records as contractual 
allowances for years citing the Generally 
Accepted Accounting Principles 
(GAAP) as the permissive authority to 
do so. Another commenter indicated 
that providers classify their Medicare- 
Medicaid crossover bad debt as 
contractual allowances and contractors 
reimburse them for a portion of these 
contractual allowance amounts. Other 
commenters suggested a retroactive date 
to coincide with the effective date of 
ASU Topic 606, while other 
commenters did not favor a retroactive 
effective date. Some commenters 
questioned whether the effective date 
for this provision should be October 1, 
2019, pursuant to the effective date for 
which we issued guidance to 
contractors in a technical direction 
letter issued in March 2019, regarding 
the treatment of contractual allowances 
on the Medicare cost report. 

Response: We appreciate the 
commenters’ suggestions. We believe it 
is necessary to reiterate that it is never 
appropriate for a provider to write off 
Medicare-Medicaid crossover bad debt 
amounts to a contractual allowance 
account simply because they are unable 
to bill the beneficiary for the difference 
between the billed amount and the 
Medicaid claim payment amount. It is 
likewise inappropriate to present these 
amounts to Medicare for reimbursement 
as Medicare bad debts. We agree with 
commenters that the proposal to amend 
§ 413.89(c) by adding paragraph (c)(3) to 
specify that, ‘‘effective for cost reporting 
periods beginning on or after October 1, 
2020, Medicare bad debts must not be 
written off to a contractual allowance 
account but must be charged to an 
expense account for uncollectible 
accounts (bad debt or implicit price 
concession),’’ incorrectly refers to an 
‘‘expense account’’ and should instead 
more clearly refer to as a ‘‘component of 

net patient revenue’’ or a ‘‘reduction in 
revenue’’ account. 

We believe the April 4, 2019 MLN SE 
article served as a notification to 
providers and provided flexibility by 
allowing providers to report contractual 
allowance amounts as a bad debt, as 
long as 413.89 requirements are met, for 
cost reporting periods beginning before 
October 1, 2019. The MLN SE 
notification also served to remind 
providers that compliance with the 
longstanding Medicare bad debt policy 
in § 320 of the PRM for cost reporting 
periods beginning on or after October 1, 
2019 is required, so that bad debts are 
written off to an expense account, and 
not a contractual allowance account. 
Because we are now adopting the 
implicit price concession terminology 
effective for cost reporting periods 
beginning on or after October 1, 2020, 
for Medicare bad debt purposes, the bad 
debt must be recorded in the provider’s 
accounting records as a component of 
net patient revenue. We are not 
codifying this retroactively because we 
believe that all providers should have 
equal understanding and footing as we 
move forward with the standardized 
definitions, accounting and reporting 
practices and the intersection with the 
new implicit price concession 
standards. 

After consideration of the public 
comments we received, we are revising 
our proposal to amend § 413.89(c) by 
adding paragraph (c)(3)(i) to specify 
that, for cost reporting periods 
beginning before October 1, 2020, 
Medicare bad debts must not be written 
off to a contractual allowance account 
but must be charged to an expense 
account for uncollectible accounts. We 
are also revising our proposal to amend 
§ 413.89(c) by adding paragraph (c)(3)(ii) 
to specify that, for cost reporting periods 
beginning on or after October 1, 2020, 
Medicare bad debts must not be written 
off to a contractual allowance account 
but must be charged to an uncollectible 
receivables account that results in a 
reduction in revenue. We are not 
applying a retroactive effective date to 
this proposal for the same reasons as 
previously discussed regarding the 
effective date of ASU Topic 606. 

e. Technical Corrections in 42 CFR Parts 
412 and 417 

A technical correction is required for 
42 CFR 412.622(b)(2)(i) which 
incorrectly refers to 42 CFR 413.80 
instead of the correct citation of 
§ 413.89, which is the regulation that 
sets forth rules pertaining to the bad 
debts of Medicare beneficiaries. 

A technical correction is also required 
for 42 CFR 417.536(g) which incorrectly 

refers to § 413.80 instead of the correct 
citation of § 413.89, which sets forth 
that bad debts, charity, and courtesy 
allowances are deductions from revenue 
and are not to be included in allowable 
costs. 

We received no comments on the 
proposal to make technical corrections 
to the citations in § 412.622(b)(2)(i) and 
§ 417.536(g), and therefore are finalizing 
these citation corrections without 
modification. 

X. MedPAC Recommendations 
Under section 1886(e)(4)(B) of the 

Act, the Secretary must consider 
MedPAC’s recommendations regarding 
hospital inpatient payments. Under 
section 1886(e)(5) of the Act, the 
Secretary must publish in the annual 
proposed and final IPPS rules the 
Secretary’s recommendations regarding 
MedPAC’s recommendations. We have 
reviewed MedPAC’s March 2020 
‘‘Report to the Congress: Medicare 
Payment Policy’’ and have given the 
recommendations in the report 
consideration in conjunction with the 
policies set forth in this final rule. 
MedPAC recommendations for the IPPS 
for FY 2021 are addressed in Appendix 
B to this final rule. 

For further information relating 
specifically to the MedPAC reports or to 
obtain a copy of the reports, contact 
MedPAC at (202) 653–7226, or visit 
MedPAC’s website at: http://
www.medpac.gov. 

XI. Other Required Information 

A. Publicly Available Files 
IPPS-related data are available on the 

internet for public use. The data can be 
found on the CMS website at: https://
www.cms.gov/Medicare/Medicare-Fee- 
for-Service-Payment/ 
AcuteInpatientPPS/index. We listed the 
data files available in the FY 2021 IPPS/ 
LTCH PPS proposed rule (85 FR 32876 
through 32878). 

Commenters interested in discussing 
any data files used in construction of 
this final rule should contact Michael 
Treitel at (410) 786–4552. 

B. Collection of Information 
Requirements 

1. Statutory Requirement for Solicitation 
of Comments 

Under the Paperwork Reduction Act 
(PRA) of 1995, we are required to 
provide 60-day notice in the Federal 
Register and solicit public comment 
before a collection of information 
requirement is submitted to the Office of 
Management and Budget (OMB) for 
review and approval. In order to fairly 
evaluate whether an information 
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collection should be approved by OMB, 
section 3506(c)(2)(A) of the PRA of 1995 
requires that we solicit comment on the 
following issues: 

• The need for the information 
collection and its usefulness in carrying 
out the proper functions of our agency. 

• The accuracy of our estimate of the 
information collection burden. 

• The quality, utility, and clarity of 
the information to be collected. 

• Recommendations to minimize the 
information collection burden on the 
affected public, including automated 
collection techniques. 

In the FY 2021 IPPS/LTCH PPS 
proposed rule, we solicited public 
comment on each of these issues for the 
following sections of this document that 
contain information collection 
requirements (ICRs). 

2. ICRs Regarding PRRB Electronic 
Filing (§§ 405.1801 Through 405.1889) 

As stated earlier in section IX.B.3 of 
the preamble of this final rule, we are 
finalizing our proposal to amend the 
regulations at 42 CFR 405.1801 through 
405.1889 to allow the PRRB to make use 
of the system mandatory in PRRB 
appeals. Proposed § 405.1801 states that 
except for subpoena requests being sent 
to a nonparty pursuant to § 405.1857(c), 
the reviewing entity may prescribe the 
method(s) by which a party must make 
a submission, including the requirement 
to use an electronic filing system for 
submission of documents. Proposed 
amendments to the regulations at 42 
CFR 405.1843 make clear that parties to 
a Board appeal must familiarize 
themselves with the instructions for 
handling a PRRB appeal, including any 
and all requirements related to the 
electronic or online filing of documents 
for future mandatory filing. 

The burden associated with the 
requirements as discussed in this 
section is the time and effort necessary 
to review instructions and register for 
the electronic submission system as 
well as the time and effort to gather 
develop and submit various documents 
associated with a PRRB appeal. While 
these requirements impose burden, we 
believe the requirements are exempt 
from the PRA in accordance with the 
implementing regulations of the PRA at 
5 1320.4(a)(2). Information collected 
during the conduct of a criminal 
investigation or civil action or during 
the conduct of an administrative action, 
investigation, or audit involving an 
agency against specific individuals or 
entities is not subject to the PRA. 

3. ICRs for Requests for Changes to the 
Medicare Severity Diagnosis-Related 
Group (MS–DRG) Classifications 

As discussed in section II.D. of the 
preamble of this final rule, the public 
may request changes to the MS–DRG 
classifications to reflect changes in 
treatment patterns, technology, and any 
other factors that may change the 
relative use of hospital resources. The 
burden associated with requesting 
changes to the MS–DRG classifications 
will be discussed in a forthcoming 
information collection request, which is 
currently under development. However, 
upon completion of the ICR, we will 
publish the required 60-day and 30-day 
notices to solicit public comments in 
accordance with the requirements of the 
PRA. 

4. ICRs Relating to the Hospital 
Readmissions Reduction Program 

In section IV.K. of the preamble of 
this final rule, we note that we did not 
propose the removal or adoption of any 
new measures into the Hospital 
Readmissions Reduction Program. All 
six of the Hospital Readmissions 
Reduction Program’s measures are 
claims-based measures. We do not 
believe that continuing to use these 
claims-based measures creates or 
reduces any burden for hospitals 
because they will continue to be 
collected using Medicare FFS claims 
that hospitals are already submitting to 
the Medicare program for payment 
purposes. We did not receive any 
comments regarding the ICRs for the 
Hospital Readmissions Reduction 
Program and therefore are finalizing 
without modification. 

5. ICRs for the Hospital Value-Based 
Purchasing (VBP) Program 

In section IV.L. of the preamble of this 
final rule, we provide newly established 
performance standards for the Hospital 
VBP Program for certain measures for 
the FY 2023, FY 2024, FY 2025, and FY 
2026 program years. We do not believe 
that updating program performance 
standards will create or reduce any 
burden for hospitals. Data submissions 
for the Hospital VBP Program are 
associated with the Hospital Inpatient 
Quality Reporting Program under OMB 
control number 0938–1022, the National 
Healthcare Safety Network under OMB 
control number 0920–0666, and the 
Hospital Consumer Assessment of 
Healthcare Providers and Systems 
(HCAHPS) survey under OMB control 
number 0938–0981. Because the FY 
2023 Hospital VBP Program will use 
data that are also used to calculate 
quality measures in other programs and 

Medicare fee-for-service claims data that 
hospitals are already submitting to CMS 
for payment purposes, the program does 
not anticipate any change in burden 
associated with this final rule. 

Comment: A few commenters 
expressed their support for the newly 
established performance standards for 
certain measures for the FY 2023 
through FY 2026 program years. 

Response: We thank commenters for 
their support. 

After consideration of the public 
comments we received, we are 
finalizing this provision without 
modification. 

6. ICRs Relating to the Hospital- 
Acquired Condition (HAC) Reduction 
Program 

In section IV.M. of the preamble of 
this final rule, we discuss proposed 
requirements for the HAC Reduction 
Program. In this final rule, we are not 
removing any measures or adopting any 
new measures into the HAC Reduction 
Program. The HAC Reduction Program 
has adopted six measures. We do not 
believe that the claims-based CMS PSI 
90 measure in the HAC Reduction 
Program creates or reduces any burden 
for hospitals because it is collected 
using Medicare FFS claims hospitals are 
already submitting to the Medicare 
program for payment purposes. We note 
the burden associated with collecting 
and submitting data for the HAI 
measures (CAUTI, CLABSI, Colon and 
Abdominal Hysterectomy SSI, MRSA 
bactermia, and CDI) via the NHSN 
system is captured under a separate 
OMB control number, 0920–0666 
(expiration November 30, 2021), and 
therefore will not impact our burden 
estimates. 

In the FY 2019 IPPS/LTCH PPS final 
rule (83 FR 41478 through 41484), we 
finalized our policy to validate NHSN 
HAI measures under the HAC Reduction 
Program, which will require hospitals to 
submit validation templates for the 
NHSN HAI measures beginning with Q3 
CY 2020 discharges. OMB has currently 
approved these 43,200 hours of burden 
and approximately $1.6 million under 
OMB control number 0938–1352 
(expiration date January 31, 2021), 
accounting for information collection 
burden experienced by up to 600 IPPS 
hospitals selected for validation under 
the HAC Reduction Program for the FY 
2023 program year and each subsequent 
year. 

In section IV.M.6. of the preamble of 
this final rule, we finalized changing the 
pool of hospitals selected for validation 
under the HAC Reduction Program from 
up to 600 hospitals to up to 400 
hospitals, as similarly proposed under 
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the Hospital IQR Program, as discussed 
in section VIII.A. of the preamble of this 
final rule. In this FY 2021 IPPS/LTCH 
PPS final rule, we updated our burden 
calculation to reflect the reduction in 
the number of hospitals selected for 
validation each year along with using 
the most recent data from the Bureau of 
Labor Statistics that reflects a median 
hourly wage of $19.40 524 per hour for 
a Medical Records and Health 
Information Technician professional. 
We calculate the cost of overhead, 
including fringe benefits, at 100 percent 
of the hourly wage estimate. This is 
necessarily a rough adjustment, both 
because fringe benefits and overhead 
costs vary significantly from employer- 
to-employer and because methods of 
estimating these costs vary widely from 
study-to-study. Nonetheless, we believe 
that doubling the hourly wage rate 
($19.40 × 2 = $38.80) to estimate total 
cost is a reasonably accurate estimation 
method. Accordingly, we calculate cost 
burden to hospitals using a wage plus 
benefits estimate of $38.80 per hour. 

We previously estimated a reporting 
burden of 80 hours (20 hours per record 
× 1 record per hospital per quarter × 4 
quarters) per hospital selected for 
validation per year to submit the 
CLABSI and CAUTI templates, and 64 
hours (16 hours per record × 1 record 
per hospital per quarter × 4 quarters) per 
hospital selected for validation per year 
to submit the MRSA and CDI templates 
for a total of 43,200 hours ([80 hours × 
300 hospitals] + [64 hours × 300 
hospitals]). We estimate a new total 
burden of 28,800 hours ([80 hours per 
hospital to submit CLABSI and CAUTI 
templates × 200 hospitals selected for 
validation] + [64 hours per hospital to 
submit MRSA and CDI templates × 200 
hospitals selected for validation]), 
reflecting a total burden decrease of 
14,400 hours (43,200 hours ¥ 28,800 
hours), and a new total burden cost of 
approximately $1,117,440 (28,800 hours 
× $38.80 per hour 525). We will submit 
the revised information collection 
estimates to OMB for approval under 
OMB control number 0938–1352. We 
did not receive any comments regarding 
the ICRs for the HAC Reduction 
Program and are therefore finalizing 
these ICRs without modification. 

7. ICRs for the Hospital Inpatient 
Quality Reporting (IQR) Program 

a. Background 
The Hospital IQR Program (formerly 

referred to as the Reporting Hospital 

Quality Data for Annual Payment 
Update (RHQDAPU) Program) was 
originally established to implement 
section 501(b) of the MMA, Public Law 
108–173. OMB has currently approved 
1,612,710 hours of burden and 
approximately $60.7 million under 
OMB control number 0938–1022, 
accounting for information collection 
burden experienced by approximately 
3,300 IPPS hospitals and 1,100 non- 
IPPS hospitals for the FY 2022 payment 
determination. In this final rule, we 
describe the burden changes with regard 
to collection of information under OMB 
control number 0938–1022 (expiration 
date December 31, 2022) for IPPS 
hospitals due to the finalized proposals 
in this final rule. 

In section VIII.A.5.b. of the preamble 
to this final rule, we are finalizing a 
policy to progressively increase the 
numbers of quarters of eCQM data 
reported, from one self-selected quarter 
of data to four quarters of data over a 3- 
year period, by requiring hospitals to 
report two quarters of data for the CY 
2021 reporting period/FY 2023 payment 
determination, three quarters of data for 
the CY 2022 reporting period/FY 2024 
payment determination, and four 
quarters of data beginning with the CY 
2023 reporting period/FY 2025 payment 
determination and for subsequent years. 
We expect these policies will increase 
our collection of information burden 
estimates. Details on these policies as 
well as the expected burden changes are 
discussed further in this section of this 
rule. 

In section VIII.A. of the preamble to 
this final rule, we are finalizing the 
proposal to begin public display of 
eCQM data beginning with data 
reported by hospitals for the CY 2021 
reporting period and for subsequent 
years. As discussed further in this final 
rule, we do not expect this policy to 
affect our information collection burden 
estimates. 

In section VIII.A.11. of the preamble 
to this final rule, we also are finalizing 
proposals to streamline validation 
processes under the Hospital IQR 
Program. We are finalizing proposals to: 
(1) Update the quarters of data required 
for validation for both chart-abstracted 
measures and eCQMs; (2) expand 
targeting criteria to include hospital 
selection for eCQMs; (3) change the 
validation pool from 800 hospitals to 
400 hospitals; (4) remove the current 
exclusions for eCQM validation 
selection, (5) require electronic file 
submissions for chart-abstracted 
measure data; (6) align the eCQM and 
chart-abstracted measure scoring 
processes; and (7) update the 
educational review process to address 

eCQM validation results. As discussed 
further in this final rule, we expect our 
finalized proposal to align the hospital 
selection process will increase our 
information collection burden estimates. 
We do not expect the other finalized 
validation proposals to affect our 
information collection burden estimates. 
Details on these policies as well as the 
expected burden changes are discussed 
further in this section of this rule. 

In the FY 2020 IPPS/LTCH PPS final 
rule (84 FR 42602 through 42605), we 
estimated that reporting measures for 
the Hospital IQR Program could be 
accomplished by staff with a median 
hourly wage of $18.83 per hour. We 
note that since then, more recent wage 
data have become available, and we are 
updating the wage rate used in these 
calculations in this final rule. The most 
recent data from the Bureau of Labor 
Statistics reflects a median hourly wage 
of $19.40 per hour for a Medical 
Records and Health Information 
Technician professional.526 We 
calculated the cost of overhead, 
including fringe benefits, at 100 percent 
of the median hourly wage, consistent 
with previous years. This is necessarily 
a rough adjustment, both because fringe 
benefits and overhead costs vary 
significantly by employer and methods 
of estimating these costs vary widely in 
the literature. Nonetheless, we believe 
that doubling the hourly wage rate 
($19.40 × 2 = $38.80) to estimate total 
cost is a reasonably accurate estimation 
method. Accordingly, we will calculate 
cost burden to hospitals using a wage 
plus benefits estimate of $38.80 per 
hour throughout the discussion in this 
section of this rule for the Hospital IQR 
Program. 

b. Information Collection Burden 
Estimates for Proposed Policies Related 
to eCQM Reporting and Submission 
Requirements for the CY 2021 Reporting 
Period/FY 2023 Payment Determination, 
the CY 2022 Reporting Period/FY 2024 
Payment Determination, and the CY 
2023 Reporting Period/FY 2025 
Payment Determination and Subsequent 
Years 

In the FY 2020 IPPS/LTCH PPS final 
rule, we finalized eCQM reporting and 
submission requirements such that 
hospitals submit one, self-selected 
calendar quarter of data for four eCQMs 
for the CYs 2020 and 2021 reporting 
periods/FYs 2022 and 2023 payment 
determinations (84 FR 42503) and one, 
self-selected calendar quarter of data for 
three self-selected eCQMs and the Safe 
Use of Opioids—Concurrent Prescribing 
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eCQM for the CY 2022 reporting period/ 
FY 2024 payment determination (84 FR 
42505). Our related information 
collection estimates were discussed at 
(84 FR 42604). 

In sections VIII.A.10.e.(1). through (4). 
of the preamble to this final rule, we are 
finalizing our proposal to progressively 
increase the number of quarters of 
eCQM data reported, from one self- 
selected quarter of data to four quarters 
of data over a 3-year period, by 
requiring hospitals to report: (1) Two 
quarters of data for the CY 2021 
reporting period/FY 2023 payment 
determination, while continuing to 
require hospitals to report four self- 
selected eCQMs; (2) three quarters of 
data for the CY 2022 reporting period/ 
FY 2024 payment determination, while 
continuing to report three self-selected 
eCQMs and the Safe Use of Opioids— 
Concurrent Prescribing eCQM ; and (3) 
four quarters of data beginning with the 
CY 2023 reporting period/FY 2025 
payment determination and for 
subsequent years, while continuing to 
require hospitals to report three self- 
selected eCQMs and the Safe Use of 
Opioids—Concurrent Prescribing 
eCQM. We believe there would be a 
progressive increase to the burden 
estimate over the 3-year period due to 
these proposed policies. 

We previously estimated the 
information collection burden 
associated with the eCQM reporting and 
submission requirements to be 40 
minutes per hospital per year (10 
minutes × 4 eCQMs × 1 quarter = 40 
minutes), or 0.67 hours per hospital per 
year (40 minutes/60). We estimated a 
total annual burden of 2,200 hours 
across all IPPS hospitals (0.67 hours × 
3,300 IPPS hospitals). Using the 
updated wage estimate as described 
previously, we estimate this to represent 
a total annual cost of $85,360 ($38.80 
hourly wage × 2,200 annual hours) 
across all IPPS hospitals. Based on our 
proposal to progressively increase the 
number of quarters of data reported, 
from one self-selected quarter of data to 
four quarters of data over a 3-year 
period, we estimate an annual burden 
increase of 2,200 hours and $85,360 for 
all participating IPPS hospitals for each 
of the CY 2021 reporting period/FY 
2023 payment determination, CY 2022 
reporting period/FY 2024 payment 
determination, and CY 2023 reporting 
period/FY 2025 payment determination. 
By increasing the number of quarters of 
eCQM data required to be reported by 
hospitals from one self-selected quarter 
of data to two quarters of data, then to 
three quarters of data, and finally to four 
quarters of data, respectively, we 
estimate a total increase of 6,600 hours 

(2,200 hours + 2,200 hours + 2,200 
hours) and $256,080 ($85,360 + $85,360 
+ $85,360) across a 3-year period for all 
participating IPPS hospitals. 

c. Information Collection Burden 
Estimate for Proposed eCQM Public 
Display Requirements Beginning With 
the CY 2021 Reporting Period/FY 2023 
Payment Determination 

In section VIII.A.13.b. of the preamble 
to this final rule, we are finalizing a 
policy to begin public display of eCQM 
data beginning with data reported by 
hospitals for the CY 2021 reporting 
period and for subsequent years. 
Because hospitals would not have any 
additional information collection 
requirements, we believe there would be 
no change to the information collection 
burden estimate due to this policy, but 
acknowledge that there are other types 
of burden associated with this proposal. 
For example, there is burden associated 
with the optional reviewing of hospital- 
specific reports during the public 
reporting preview period; however, we 
believe this burden is nominal because 
hospitals already review these reports 
with respect to other types of measures 
for the Hospital IQR Program. 

d. Information Collection Burden 
Estimate for Proposed Updates to the 
Processes for Validation of Hospital IQR 
Program Measure Data 

In section VIII.A.11. of the preamble 
to this final rule, we are finalizing 
proposals to make several changes to 
streamline the validation process. We 
are finalizing our proposals to: (1) 
Require the use of electronic file 
submissions via a CMS-approved secure 
file transmission process and no longer 
allow the submission of paper copies of 
medical records or copies on digital 
portable media such as CD, DVD, or 
flash drive, beginning with validation of 
Q1 2021 data affecting the FY 2024 
payment determination; (2) combine the 
validation processes for chart-abstracted 
measures and eCQMs by: (a) Aligning 
data submission quarters, with the 
validation quarters affecting the FY 
2023 payment determination serving as 
a transition year before being fully 
aligned as to validation quarters 
affecting the FY 2024 payment 
determination; (b) combining hospital 
selection, including: (i) Reducing the 
pool of hospitals randomly selected for 
chart-abstracted measure validation, and 
(ii) integrating and applying targeting 
criteria for eCQM validation, beginning 
with validation affecting the FY 2024 
payment determination; (c) removing 
previous exclusion criteria; and (d) 
combining scoring processes by 
providing one combined validation 

score for the validation of chart- 
abstracted measures and eCQMs with 
the eCQM portion of the combined score 
weighted at zero, beginning with 
validation affecting the FY 2024 
payment determination; and (3) 
formalize the process for conducting 
educational reviews for eCQM 
validation in alignment with current 
processes for providing feedback for 
chart-abstracted validation results, 
beginning with eCQM validation 
affecting the FY 2023 payment 
determination. 

As noted in the FY 2017 IPPS/LTCH 
IPPS final rule (81 FR 57261), we have 
been reimbursing hospitals directly for 
expenses associated with submission of 
medical records for data validation; 
specifically, we reimburse hospitals at 
12 cents per photocopied page; for 
hospitals providing medical records 
digitally via a rewritable disc, such as 
encrypted CD–ROMs, DVDs, or flash 
drives, we reimburse hospitals at a rate 
of 40 cents per disc, along with $3.00 
per record; and for hospitals providing 
medical records as electronic files 
submitted via secure file transmission, 
we reimburse hospitals at $3.00 per 
record. In addition, in the FY 2017 
IPPS/LTCH IPPS final rule (81 FR 
57261), we finalized that for eCQM 
validation, we reimburse hospitals at 
$3.00 per record for providing medical 
records as electronic files submitted via 
secure file transmission (paper copies 
and digital portable media are not 
accepted for eCQM validation). Because 
we directly reimburse, we do not 
anticipate any net change in information 
collection burden associated with our 
finalized proposal to require electronic 
file submissions of medical records via 
secure file transmission for hospitals 
selected for chart-abstracted measures 
validation; hospitals would continue to 
be reimbursed at $3.00 per record. 

We do not anticipate any net change 
in information collection burden 
associated with our finalized proposals 
to align the data submission quarters, to 
combine the hospital selection process 
by reducing the pool of hospitals 
randomly selected for validation for 
chart-abstracted measures from 400 
hospitals to up to 200 hospitals, or to 
combine the scoring processes to 
provide one combined validation score 
for the validation of chart-abstracted 
measures and eCQMs. However, we 
refer readers to section I.K. of Appendix 
A of this final rule for a discussion of 
how our finalized proposals to align the 
validation processes for chart-abstracted 
measures and eCQMs may have the 
potential to reduce burden other than 
information collection burden. In 
addition, we do not anticipate any 
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information collection burden 
associated with our finalized proposal 
to formalize the process for conducting 
educational reviews for eCQM 
validation. As discussed in section 
VIII.A.11.b.(3). of the preamble to this 
final rule, this process would allow any 
validated hospital to request an 
educational review of their eCQM 
validation results with CMS. 

We previously estimated the 
information collection burden 
associated with eCQM validation to be 
80 minutes per record, or approximately 
11 hours per hospital per year (80 
minutes per record × 8 records × 1 
quarter/60 = 10.67 hours) (81 FR 57261). 
We estimated a total annual burden of 
approximately 2,200 hours across 200 
IPPS hospitals selected for eCQM 
validation each year (11 hours × 200 
IPPS hospitals). Using the updated wage 
estimate as described previously, we 
estimate this to represent a total annual 
cost of $85,360 (2,200 hours × $38.80) 
across 200 hospitals. 

The previous estimate of 80 minutes 
per record was based on our limited 
experience working with voluntary 
hospital participants during the eCQM 
validation pilot conducted in 2015 (79 
FR 50269 through 50272). For the 
validation pilot, participating hospitals 
attended a 30-minute pre-briefing 
session and had to install CMS- 
approved software that allowed our 
Clinical Data Abstraction Center (CDAC) 
contractor to remotely view isolated 
records in real-time under hospital 
supervision in order to compare all 
abstracted data with QRDA Category I 
file data and summarize the results of 
the real-time session (79 FR 50270). 
Since this 2015 pilot, the eCQM 
validation process that we have 
implemented under the Hospital IQR 
Program has been significantly 
streamlined so that we no longer need 
hospitals to allow remote access to the 
CDAC contractor to view records in real- 
time under each hospital’s supervision 
nor for them to engage in discussions 
with our contractor during the process. 
Instead, hospitals selected for eCQM 
validation are required to submit timely 
and complete copies of medical records 
on eCQMs selected for validation to 
CMS by submitting records in PDF file 
format within 30 calendar days 
following the medical records request 

date listed on the CDAC request form 
via the QualityNet secure file 
transmission process (81 FR 57179). 

Based on this updated process, as 
well as hospitals having gained several 
years of experience using EHRs, we are 
revising our previous estimate from 80 
minutes per record to 10 minutes per 
record. This is the amount of time we 
estimate is needed for hospitals to create 
PDF files and to electronically submit 
each medical record to us via the CMS- 
approved secure file transmission 
process. The estimate of 10 minutes per 
record is similar to our estimate of 10 
minutes per eCQM per quarter in 
submitting QRDA Category I files via the 
QualityNet secure portal (81 FR 57260). 
We note that as mentioned previously, 
hospitals will still be reimbursed at 
$3.00 per record (81 FR 57261). 

In addition, we anticipate that our 
finalized proposal to progressively 
increase the number of quarters of 
eCQM data reported, from one self- 
selected quarter of data to four quarters 
of data over a 3-year period, would 
similarly increase the total number of 
quarters of data from which cases would 
be selected for eCQM validation over a 
3-year period. We also anticipate that 
our finalized proposal to combine the 
hospital selection process such that the 
Hospital IQR Program would validate a 
pool of up to 400 hospitals across 
measure types (up to 200 hospitals 
would be randomly selected and up to 
200 hospitals would be selected using 
targeting criteria) would increase the 
number of hospitals selected for eCQM 
validation from up to 200 hospitals to 
up to 400 hospitals. Therefore, we 
estimate the following burden changes 
over a 3-year period using the revised 
estimate of 10 minutes (0.1667 hours) 
per record as discussed previously. For 
eCQM validation of CY 2021 data 
affecting the FY 2024 payment 
determination, we estimate a total 
burden of 1,067 hours across 400 IPPS 
hospitals selected for eCQM validation 
(0.1667 hours × 2 quarters × 8 cases × 
400 IPPS hospitals) and $41,400 (1,067 
hours × 38.80). This reflects a total 
burden decrease of 1,133 hours (2,200 
hours ¥ 1,067 hours) and $43,960 
($85,360 ¥ $41,400) compared to our 
previous burden estimate for eCQM 
validation affecting the FY 2024 
payment determination. For eCQM 

validation of CY 2022 data affecting the 
FY 2025 payment determination, we 
estimate a total burden of 1,600 hours 
across 400 IPPS hospitals selected for 
eCQM validation (0.1667 hours × 3 
quarters × 8 cases × 400 IPPS hospitals) 
and $62,080 (1,600 hours × $38.80). 
This reflects a total burden decrease of 
600 hours (2,200 hours ¥ 1,600 hours) 
and $23,280 ($85,360 ¥ $62,080) 
compared to our previous burden 
estimate for eCQM validation affecting 
the FY 2025 payment determination. 
For eCQM validation of CY 2023 data 
affecting the FY 2026 payment 
determination, and for subsequent 
years, we estimate a total burden of 
2,133 hours across 400 IPPS hospitals 
selected for eCQM validation (0.1667 
hours × 4 quarters × 8 cases × 400 IPPS 
hospitals) and $82,760 (2,133 hours × 
$38.80). This reflects a total burden 
decrease of 67 hours (2,200 hours ¥ 

2,133 hours) and $2,600 ($85,360 ¥ 

$82,760) compared to our previous 
burden estimate for eCQM validation 
affecting the FY 2026 payment 
determination and subsequent years. 

e. Summary of Information Collection 
Burden Estimates for the Hospital IQR 
Program 

In summary, under OMB control 
number 0938–1022, we estimate that the 
policies finalized in this final rule will 
result in an increase of 6,533 hours 
(6,660 ¥ 67 hours) for 3,300 IPPS 
hospitals across a 4-year period from the 
CY 2021 reporting period/FY 2023 
payment determination through the CY 
2024 reporting period/FY 2026 payment 
determination. The total cost increase 
related to this information collection is 
approximately $253,480 (6,533 hours × 
$38.80) (which also reflects use of an 
updated hourly wage rate as previously 
discussed). The tables summarize the 
total burden changes for each respective 
FY payment determination compared to 
our currently approved information 
collection burden estimates (the table 
for the FY 2026 payment determination 
reflects the cumulative burden changes). 
We will submit the revised information 
collection estimates to OMB for 
approval under OMB control number 
0938–1022. 
BILLING CODE 4120–01–P 
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527 Occupational Employment and Wages. 
Available at: https://www.bls.gov/ooh/healthcare/ 
medical-records-and-health-information- 
technicians.htm. 

528 FY 2020 IPPS/LTCH PPS Final Rule PRA 
Revision Submission. OMB Control Number 0938– 
1175: ‘‘Supporting Statement-A’’ Accessed on 1/8/ 
2020. Available at: https://protect2.fireeye.com/ 
url?k=f221f793-ae75deb8-f221c6ac-0cc47a6d17cc- 
43510bdd6105db67&u= https://www.reginfo.gov/ 
public/do/PRAViewDocument?ref_nbr=201910- 
0938-003. 

A number of commenters expressed 
concern about an increase in burden 
related to our eCQM related proposals to 
increase the number of required 
reporting quarters for eCQM data and 
our proposal to begin publicly reporting 
eCQM data. 

We believe the long-term benefits 
associated with reporting a full year of 
electronic data will outweigh the 
burdens and that increasing the number 
of quarters for which hospitals are 
required to report eCQM data will 
produce more comprehensive and 
reliable quality information for patients 
and providers. We stated our intention 
in the FY 2018 IPPS/LTCH PPS final 
rule to gradually transition toward more 
robust eCQM reporting (82 FR 38356). 
We reiterated this stated goal to 
incrementally increase the use of EHR 
data for quality measurement in a 
subsequent final rule (84 FR 42502). We 
believe that taking an incremental 
approach to increasing eCQM reporting 
over a 3-year period will help to ease 
the burdens associated with reporting 
larger amounts of data and will provide 
hospitals and vendors with additional 
time to plan and sufficiently allocate 
resources for more robust eCQM 
reporting. For a detailed discussion of 
comments we received on the 
information collection burden 
associated with the finalization of these 
proposals, please see section VIII.A.10 
of the preamble of this final rule. We 
believe the finalization of these 
proposals effectively balances the 
burdens associated with increased 
reporting of eCQM data and the benefits 
of providing that quality data to patients 
and consumers. 

8. ICRs for the PPS-Exempt Cancer 
Hospital Quality Reporting (PCHQR) 
Program 

As discussed in section VIII.B. of the 
preamble of this final rule, section 
1866(k)(1) of the Act requires, for 
purposes of FY 2014 and each 
subsequent fiscal year, that a hospital 
described in section 1886(d)(1)(B)(v) of 
the Act (a PPS-exempt cancer hospital, 
or a PCH) submit data in accordance 
with section 1866(k)(2) of the Act with 
respect to such fiscal year. There is no 
financial impact to PCH Medicare 
payment if a PCH does not participate. 

As discussed in section VIII.B.3. of 
the preamble of this final rule, we are 
finalizing our proposal to adopt refined 
versions of two existing measures: 
Catheter-associated Urinary Tract 
Infection (CAUTI) and Central Line- 
associated Bloodstream Infection 
(CLABSI), beginning with the FY 2023 
program year. The refined versions of 
the measure incorporate an updated SIR 

calculation methodology developed by 
the Centers for Disease Control and 
Prevention (CDC) that calculates rates 
stratified by patient care locations 
within PCHs, without the use of 
predictive models or comparisons in the 
rate calculations. We do not estimate 
any net change in burden hours for the 
PCHQR Program for the FY 2023 
program year because there would be no 
change in the data submission 
requirements for PCHs. We note that 
burden estimates for these CDC NHSN 
measures are submitted separately 
under OMB control number 0920–0666. 

The PCHQR Program measure set 
would continue to consist of 15 
measures for the FY 2023 program year. 
The most recent data from the Bureau of 
Labor Statistics reflects a median hourly 
wage of $19.40 (previously $18.83).527 
Consequently, while our finalized 
policy will not yield a net change in 
burden hours, the change in labor wage 
will cause an increase in burden cost for 
the PCHQR Program. Therefore, using 
the previously finalized 528 hourly 
burden estimate of 75,779 burden hours 
across the 11 PCHs for data collection 
and submission of all 15 measures, we 
estimate a total annual labor cost of 
$2,940,225 (75,779 hours × $38.80 per 
hour) for all 11 PCHs for the FY 2023 
program year. The burden hours 
associated with these reporting 
requirements is currently approved 
under OMB control number 0938–1175. 
The updated burden cost, based on the 
increase in the labor wage, will be 
submitted to OMB. 

We received no comments in response 
to the burden estimates specifically 
discussed above. Thus, we are finalizing 
them without modification. 

9. ICRs for the Promoting 
Interoperability Programs 

In section VIII.D. of the preamble of 
this final rule, we discuss several 
finalized proposals for the Medicare and 
Medicaid Promoting Interoperability 
Programs. OMB has currently approved 
623,562 total burden hours and 
approximately $61 million under OMB 
control number 0938–1278, accounting 
for information collection burden 
experienced by approximately 3,300 
eligible hospitals and CAHs (serving 

Medicare-only and dual eligible 
beneficiaries) that attest to CMS under 
the Medicare Promoting Interoperability 
Program. The collection of information 
burden analysis in this final rule focuses 
on eligible hospitals and CAHs that 
attest to the objectives and measures, 
and report CQMs, under the Medicare 
Promoting Interoperability Program for 
the reporting period in CY 2021. 

b. Summary of Policies for Eligible 
Hospitals and CAHs That Attest to CMS 
Under the Medicare Promoting 
Interoperability Program 

In section VIII.D.3.b. of the preamble 
of this final rule, we are finalizing the 
following changes for eligible hospitals 
and CAHs that attest to CMS under the 
Medicare Promoting Interoperability 
Program: (1) An EHR reporting period of 
a minimum of any continuous 90-day 
period in CY 2022 for new and 
returning participants (eligible hospitals 
and CAHs); (2) to maintain the 
Electronic Prescribing Objective’s Query 
of PDMP measure as optional and worth 
5 bonus points in CY 2021; (3) to modify 
the name of the Support Electronic 
Referral Loops by Receiving and 
Incorporating Health Information 
measure; (4) to progressively increase 
the number of quarters for which 
hospitals are required to report eCQM 
data, from the current requirement of 
one self-selected calendar quarter of 
data, to four calendar quarters of data, 
over a 3-year period. Specifically, we 
propose to require: (a) 2 self-selected 
calendar quarters of data for the CY 
2021 reporting period; (b) 3 self-selected 
calendar quarters of data for the CY 
2022 reporting period; and (c) 4 
calendar quarters of data beginning with 
the CY 2023 reporting period, where the 
submission period for the Medicare 
Promoting Interoperability Program will 
be the 2 months following the close of 
the respective calendar year; (5) to begin 
publicly reporting eCQM performance 
data beginning with the eCQM data 
reported by eligible hospitals and CAHs 
for the reporting period in CY 2021 on 
the Hospital Compare and/or 
data.medicare.gov websites or successor 
websites; (6) to correct errors and amend 
regulation text under 
§ 495.104(c)(5)(viii)(B) through (D) 
regarding transition factors under 
section 1886(n)(2)(E)(i) of the Act for the 
incentive payments for Puerto Rico 
eligible hospitals; and (7) to correct 
errors and amend regulation text under 
§ 495.20(e)(5)(iii) and (l)(11)(ii)(C)(1) for 
regulatory citations for the ONC 
certification criteria. We are finalizing 
the amendments to the regulations to 
incorporate the proposed changes. 

VerDate Sep<11>2014 22:38 Sep 17, 2020 Jkt 250001 PO 00000 Frm 00583 Fmt 4701 Sfmt 4700 E:\FR\FM\18SER2.SGM 18SER2jb
el

l o
n 

D
S

K
JL

S
W

7X
2P

R
O

D
 w

ith
 R

U
LE

S
2

https://www.bls.gov/ooh/healthcare/medical-records-and-health-information-technicians.htm
https://www.bls.gov/ooh/healthcare/medical-records-and-health-information-technicians.htm
https://www.bls.gov/ooh/healthcare/medical-records-and-health-information-technicians.htm
https://www.reginfo.gov/public/do/PRAViewDocument?ref_nbr=201910-0938-003
https://protect2.fireeye.com/url?k=f221f793-ae75deb8-f221c6ac-0cc47a6d17cc-43510bdd6105db67&u=
https://protect2.fireeye.com/url?k=f221f793-ae75deb8-f221c6ac-0cc47a6d17cc-43510bdd6105db67&u=
https://protect2.fireeye.com/url?k=f221f793-ae75deb8-f221c6ac-0cc47a6d17cc-43510bdd6105db67&u=
https://www.reginfo.gov/public/do/PRAViewDocument?ref_nbr=201910-0938-003
https://www.reginfo.gov/public/do/PRAViewDocument?ref_nbr=201910-0938-003


59014 Federal Register / Vol. 85, No. 182 / Friday, September 18, 2020 / Rules and Regulations 

529 https://www.bls.gov/oes/current/ 
oes231011.htm. 

c. Summary of Collection of Information 
Burden Estimates 

(1) Summary of Estimates Used To 
Calculate the Collection of Information 
Burden 

In the Medicare and Medicaid 
Programs; Electronic Health Record 
Incentive Program—Stage 3 and 
Modifications to Meaningful Use in 
2015 Through 2017 final rule (80 FR 
62917), we estimated it will take an 
individual provider or designee 

approximately 10 minutes to attest to 
each objective and associated measure 
that requires a numerator and 
denominator to be generated. The 
measures that require a ‘‘yes/no’’ 
response will take approximately one 
minute to complete. We estimated that 
the Security Risk Analysis measure will 
take approximately 6 hours for an 
individual provider or designee to 
complete (we note this measure is still 
part of the program, but is not subject 
to performance-based scoring). We 

continue to believe these are 
appropriate burden estimates for 
reporting and have used this 
methodology in our collection of 
information burden estimates for this 
final rule. 

Given the proposals, we estimated a 
total burden estimate of 6 hours 31 
minutes per respondent (6.5 hours) 
which remains unchanged from the FY 
2020 IPPS/LTCH PPS final rule (84 FR 
42044). 

(2) Hourly Labor Costs 

In the Medicare and Medicaid 
Programs; Electronic Health Record 
Incentive Program—Stage 3 and 
Modifications to Meaningful Use in 
2015 Through 2017 final rule (80 FR 
62917), we estimated a mean hourly rate 
of $63.46 for the staff involved in 
attesting to EHR technology, meaningful 
use objectives and associated measures, 
and electronically submitting the 
clinical quality measures. We had 
previously used the mean hourly rate of 
$68.22 for the necessary staff involved 
in attesting to the objectives and 
measures under 42 CFR 495.24(e) in the 
FY 2020 IPPS/LTCH PPS final rule (84 
FR 42609), however, this rate has since 
been updated to $69.34 for the FY 2021 
final rule based upon recently-released 
2018 data from the Bureau of Labor 
Statistics (BLS).529 

We are finalizing these provisions as 
proposed, therefore, we do not estimate 
any net change in burden hours for the 
Medicare Promoting Interoperability 
Program for CY 2021, as there is no 
substantive change in measures or data 
submission requirements for eligible 
hospitals and CAHs in our proposals. 
However, we discovered an incorrect 
mathematical calculation in last year’s 
final rule and are correcting it in the 
table that follows. The correction we are 
providing in following table is that 
3,300 responses multiplied by 6.5 
burden hours equals 21,450 total annual 
burden hours (a decrease in 44 hours 
from what was mistakenly reported last 
year). While we reiterate that the 
provisions included in this rule do not 
contribute to additional or reduced 
burden hours, please note that the 
correction of this error will update 
subsequent burden calculations detailed 
later in this section. 

As previously stated, recent data from 
the BLS reflects a median hourly staff 
wage of $69.34 (previously $68.22). 
Consequently, while our proposal will 
not yield a net change in burden hours, 
the change in labor wage will cause an 
increase in burden cost for the program. 
Therefore, using the updated estimate of 
total annual burden hours of 21,450 
burden hours across 3,300 responses to 
data collection and submissions for the 
program objectives’ measures, we 
estimate a total annual labor cost of 
$1,487,343 (21,450 hours × $69.34 per 
hour) for the CY 2021 EHR reporting 
period. The burden hours associated 
with these reporting requirements is 
currently approved under OMB control 
number 0938–1278. The updated 
burden cost, based solely on the 
increase in labor wages, will be revised 
and submitted to OMB. 
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As no measures have been removed 
nor introduced since last year’s final 
rule, but are mainly continuations of 
current policies, we do not consider the 
finalized proposals included in this 
section to change the program. That 
being said, the numerical-correction of 
the total annual burden hours and an 
updated BLS hourly labor cost of 
reporting will impact the program’s total 
cost. Thus, the Collection Burden’s 
Total Cost for CY 2021 of $1,487,343 is 
an increase of $24,024 from last year’s 
final rule. 

We did not receive comments on to 
the information collection requirement 
discussed in this section. 

10. ICR for the Submission of Electronic 
Medical Records to Quality 
Improvement Organizations (QIOs) 

In section IX.A. of this final rule, we 
discuss the changes we are finalizing 
relating to the submission of patient 
records to the QIOs in an electronic 
format by providers and practitioners in 
accordance with § 476.78 and by 
institutions and practitioners in 
accordance with § 480.111. These 
patient records must be submitted to the 
QIOs for purposes of one or more QIO 
functions. As a result, the collection and 
review of such records by the QIOs 
constitutes an audit, investigation or 
administrative action as specified in 
section 1154(a) of the Act. Therefore, we 
believe these collection requirements 
are not subject to the PRA as stipulated 
under 5 CFR 1320.4(a)(2). 

11. ICR for Payer-Specific Negotiated 
Charges Data Collection 

Section IV.P. of the preamble of this 
final rule discusses the collection of 
market-based payment rate information 
by MS–DRG on the Medicare cost report 
for cost reporting periods ending on or 
after January 1, 2021. Hospitals would 
report the median payer-specific 
negotiated charge by MS–DRG for 
payers that are MA organizations. We 
proposed to collect this market-based 
information on new form CMS–2552– 
10, Worksheet S–12. The required cost 
report reporting changes to accomplish 
this will be in more detail in the 
Information Collection Request 

approved under OMB No. 0938–0050, 
which is subject to a separate comment 
solicitation. 

We believe reporting this market 
based information will be less 
burdensome for hospitals given that 
hospitals are required, beginning in CY 
2021, to make public their payer- 
specific negotiated charges for the same 
service packages under the requirements 
we finalized in the Hospital Price 
Transparency final rule. The market- 
based rate information we are finalizing 
to collect on the Medicare cost report 
would be the median of the payer- 
specific negotiated charges for every 
MS–DRG, that the hospital has 
negotiated with its MA organizations. 
We believe that because hospitals are 
already required to publically report the 
payer-specific negotiated charge 
information that they will use to 
calculate these medians, the additional 
calculation and reporting of the median 
payer-specific negotiated charge will be 
less burdensome for hospitals. 

Burden hours estimate the time 
(number of hours) required for each 
IPPS hospital to complete ongoing data 
gathering and recordkeeping tasks, 
search existing data resources, review 
instructions, and complete the Form 
CMS–2552–10, Worksheet S–12. The 
most recent data from the System for 
Tracking Audit and Reimbursement, an 
internal CMS data system maintained by 
the Office of Financial Management 
(OFM), reports that 3,189 hospitals, the 
current number of Medicare certified 
IPPS hospitals, file Form CMS–2552–10 
annually. 

In section IV.P.2.c. of the preamble to 
this final rule, we finalized that 
subsection (d) hospitals in the 50 states 
and DC, as defined at section 
1886(d)(1)(B) of the Act, and subsection 
(d) Puerto Rico hospitals, as defined 
under section 1886(d)(9)(A) of the Act, 
would be required to report the median 
payer-specific negotiated charge 
information, as proposed. Hospitals that 
do not negotiate payment rates and only 
receive non-negotiated payments for 
service would be exempted from this 
definition. Hospitals that are exempted 
from this policy include, Critical Access 
Hospitals (CAHs), hospitals in 

Maryland, which are currently paid 
under the Maryland Total Cost of Care 
Model, during the performance period 
of that Model, hospitals operated by an 
Indian Health Program as defined in 
section 4(12) of the Indian Health Care 
Improvement Act, and federally owned 
and operated facilities, and non- 
subsection (d) hospitals. Based on this 
policy, we estimate that 3,189 hospitals 
would be required to comply with this 
market-based data collection 
requirement. 

Based on our understanding of the 
resources necessary to report this 
information, we estimate an average 
annual burden per hospital of 20 hours 
(5 hours for recordkeeping and 15 hours 
for reporting) for the Worksheet S–12. 
This represents an increase of 5 hours 
over the burden estimate provided 
within the proposed rule, based on 
feedback from commenters that 
additional effort would be necessary to 
crosswalk inpatient discharges to an 
MS–DRG, specifically if a hospital is not 
familiar with the MS–DRG classification 
system, for use in calculating the 
median payer-specific negotiated 
charges. The burden is minimized 
because the median payer-specific 
negotiated charge data collected on the 
Worksheet S–12 is based on payer- 
specific data already maintained by the 
hospital. We believe that since hospitals 
assign the underlying ICD–10–CM 
principal diagnosis, and any other 
secondary diagnosis codes and ICD–10– 
PCS procedure codes, which determine 
how patients are assigned to an MS– 
DRG, that hospitals are able to associate 
those items and services to MS–DRGs 
for each discharge. Additionally, 
hospitals that are not as familiar with 
MS–DRGs have access to the most 
current publically available version of 
the CMS Grouper used to group ICD–10 
codes to MS–DRGs, and are able to use 
this software to uniformly group 
inpatient items and services to MS– 
DRGs, either initially by proactively 
using the same Grouper version used by 
CMS, or retrospectively after an 
inpatient hospital stay, but prior to 
submitting this information on the 
hospital cost report. 
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530 The estimated hourly cost for each labor 
category used in this analysis were referencing the 
Bureau of Labor Statistics report on Occupational 

Employment and Wages, May 2018 (Bureau of 
Labor Statistics report on Occupational 
Employment and Wages, May 2018 Available at: 
https://www.bls.gov/oes/2018/may/oes_nat.htm). 
We also have calculated the cost of overhead at 100 
percent of the mean hourly wage, in line with the 
Hospital Inpatient and Hospital Outpatient Quality 
Reporting programs (81 FR 57260 and 82 FR 59477, 
respectively). 

We estimated the total annual burden 
hours as follows: 3,189 hospitals times 
20 hours per hospital equals 63,780 
annual burden hours. 

The 5 hours for recordkeeping include 
hours for bookkeeping, accounting and 
auditing clerks; the 15 hours for 
reporting include accounting and audit 
professionals’ activities. We believe the 
basic median calculation would be 
captured within the recordkeeping 
portion of this assessment. 

Based on the most recent Bureau of 
Labor Statistics (BLS) in its 2019 
Occupation Outlook Handbook, the 

mean hourly wage for Category 43–3031 
(bookkeeping, accounting and auditing 
clerks) is $20.65 (https://www.bls.gov/ 
oes/current/oes433031.htm). We added 
100 percent of the mean hourly wage to 
account for fringe and overhead 
benefits, which calculates to $41.30 
($20.65 + $20.65) and multiplied it by 
5 hours, to determine the annual 
recordkeeping costs per hospital to be 
$206.50 ($41.30 × 5 hours). 

The mean hourly wage for Category 
13–2011 (accounting and audit 
professionals) is $38.23 (www.bls.gov/ 
oes/current/oes132011.htm). We added 

100 percent of the mean hourly wage to 
account for fringe and overhead 
benefits, which calculates to $76.46 
($38.23 + $38.23) and multiplied it by 
15 hours, to determine the annual 
reporting costs per hospital to be 
$1,146.90 ($76.46 × 15 hours). We have 
calculated the total annual cost per 
hospital of $1,353.40 by adding the 
recordkeeping costs of $206.50 plus the 
reporting costs of $1,146.90 (see Table 
K1). We estimated the total annual cost 
to be $4,315,993 ($1,353.40 × 3,189 IPPS 
hospitals) (see Table K2). 

We believe that because hospitals are 
already required to publically report the 
payer-specific negotiated charge 
information that they will use to 
calculate these medians, the additional 
calculation and reporting of the median 
payer-specific negotiated charge will be 
less burdensome for hospitals than if 
hospitals did not already have this 
information compiled. The Hospital 
Price Transparency final rule required 
that hospitals establish, update, and 
make public via the internet standard 
charges in two different ways: (1) A 
single machine-readable file with a list 
of standard charges (including gross 
charges, payer-specific negotiated 
charges, de-identified minimum 
negotiated charges, de-identified 
maximum negotiated charges, and 
discounted cash prices) for all items and 
services including service packages 
identified by MS–DRG; and (2) standard 
charges (including payer-specific 

negotiated charges, discounted cash 
prices, de-identified minimum 
negotiated charges, de-identified 
maximum negotiated charges) in a 
consumer-friendly manner for as many 
of the 70 CMS-specified shoppable 
services that are provided by the 
hospital, and as many additional 
hospital-selected shoppable services as 
is necessary for a combined total of at 
least 300 shoppable services. We note 
that the data collection requirement in 
this final rule would apply to a smaller 
subset of hospitals as compared to the 
public reporting requirements under the 
Hospital Price Transparency final rule. 

In total, the Hospital Price 
Transparency final rule estimated in the 
first year of public reporting, it would 
take a hospital an estimated 150 hours 
at a cost of $11,898.60 per hospital 530 

to implement and comply with the 
requirements, as specified at 45 CFR 
part 180. The estimated 150 hours of 
burden for the first year includes 10 
total hours for a lawyer ($138.68/hour) 
and general operations manager 
($119.12/hour) to read and review the 
rule; 80 hours for a business operations 
specialist ($74.00/hour) to gather and 
compile the required information and 
post it in the form and manner specified 
in the Hospital Price Transparency final 
rule; 30 hours for a network and 
computer system administrator ($83.72/ 
hour) to comply with the form and 
manner standards set forth in the 
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Hospital Price Transparency final rule; 
30 hours for a registered nurse ($72.60/ 
hour) to capture the necessary clinical 
input to comply with reporting the 
CMS-specified and hospital-selected 
shoppable services. (150 hours = 5 
hours + 5 hours + 80 hours + 30 hours 
+ 30 hours; totaling a cost of $11,898.60 
($693.40 + $595.60 + $5,920 + $2,511.60 
+ $2,178) per hospital.) 

In this final rule, we finalized the 
requirement for hospitals to calculate 
and report on the Medicare cost report 
the median payer-specific negotiated 
charge by MS–DRG using the payer- 
specific negotiated charge data that 
hospitals are required to make public 
under the Hospital Price Transparency 
final rule. Therefore, the burden 
associated with establishing and 
updating the payer-specific negotiated 
charges has already been assumed. 
Specifically, given that the payer- 
specific negotiated charge is one of the 
five types of standard charges (gross 
charges, payer-specific negotiated 
charges, de-identified minimum 
negotiated charges, de-identified 
maximum negotiated charges, and 
discounted cash prices) that the 

Hospital Price Transparency final rule 
requires that hospitals estimate, update 
and make public, we believe that a 
fraction of the estimated 80 hours of 
burden associated with gathering, 
compiling, and posting, that required 
information in the form and manner 
specified in the Hospital Price 
Transparency final rule, would support 
the reporting efforts in this final rule. 
We heard from commenters that 
additional effort would be necessary to 
crosswalk discharges to an MS–DRG, 
specifically if a hospital is not familiar 
with the MS–DRG classification system, 
for use in calculating the median payer- 
specific negotiated charges. In 
recognition of this additional effort, we 
have increased the burden hours 
associated with reporting the median 
payer-specific negotiated charge. 
However, we note that much of the 
burden associated with gathering and 
compiling the payer-specific negotiated 
charge is captured initially in the 
Hospital Price Transparency burden 
estimate provided in that final rule. We 
refer readers to the Hospital Price 
Transparency final rule for the full 
burden assessment analysis for the 

requirements set forth within that final 
rule (84 FR 65524). 

We maintain that the estimated 
burden associated with completing the 
Worksheet S–12 would be 20 hours (5 
hours for recordkeeping and 15 hours 
for reporting), given the minimized 
burden since hospitals would already 
have collected the payer-specific 
negotiated charge data and would only 
then need to calculate the median 
payer-specific negotiated charge by MS– 
DRG for payers that are MA 
organizations. 

Further instructions for the reporting 
and complying with this market-based 
data collection requirement on the 
Medicare cost report will be discussed 
in a forthcoming revision of the ICR 
request currently approved under OMB 
control number 0938–0050, expiration 
date March 31, 2022. 

12. Summary of All Burden in This 
Final Rule 

The following chart reflects the total 
burden and associated costs for the 
provisions included in this final rule. 

C. Waiver of the 60-Day Delay in 
Effective Date for the Final Rule 

We are committed to ensuring that we 
fulfill our statutory obligation to update 
the IPPS and LTCH PPS as required by 
law and we have worked diligently in 
that regard. We ordinarily provide a 60- 
day delay in the effective date of final 
rules after the date they are issued in 
accord with the Congressional Review 
Act (CRA) (5 U.S.C. 801(a)(3)). However, 
section 808(2) of the CRA provides that, 
if an agency finds good cause that notice 

and public procedure are impracticable, 
unnecessary, or contrary to the public 
interest, the rule shall take effect at such 
time as the agency determines. In 
addition, the Administrative Procedure 
Act, (5 U.S.C. 553(d)), ordinarily 
requires a 30-day delay in the effective 
date of a final rule from the date of its 
public availability in the Federal 
Register. This 30-day delay in effective 
date can be waived, however, if an 
agency finds good cause to support an 
earlier effective date. Section 

1871(e)(1)(B)(ii) of the Act, also permits 
a substantive rule to take effect less than 
30 days after its publication if the 
Secretary finds that waiver of the 30-day 
period is necessary to comply with 
statutory requirements or that the 30- 
day delay would be contrary to the 
public interest. 

The United States is responding to an 
outbreak of respiratory disease caused 
by a novel (new) coronavirus that has 
now been detected in more than 190 
locations internationally, including in 
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all 50 States and the District of 
Columbia. The virus has been named 
‘‘SARS–CoV–2’’ and the disease it 
causes has been named ‘‘coronavirus 
disease 2019’’ (abbreviated ‘‘COVID– 
19’’). 

On January 30, 2020, the International 
Health Regulations Emergency 
Committee of the World Health 
Organization (WHO) declared the 
outbreak a ‘‘Public Health Emergency of 
international concern’’ (PHEIC). On 
January 31, 2020, Health and Human 
Services Secretary, Alex M. Azar II, 
declared a PHE for the United States to 
aid the nation’s healthcare community 
in responding to COVID–19. On March 
11, 2020, the WHO publicly 
characterized COVID–19 as a pandemic. 
On March 13, 2020, the President of the 
United States declared the COVID–19 
outbreak a national emergency. 

The COVID–19 PHE has required the 
agency to divert energy and personnel 
resources that would otherwise have 
been used to complete this IPPS and 
LTCH PPS payment rule to other 
priority matters, including three interim 
final rules necessary because of the 
PHE. (See 85 FR 19230 (April 6, 2020); 
85 FR 27550 (May 8, 2020); and the 
interim final rule scheduled to appear in 
the September 2, 2020 Federal 
Register.) Although we have devoted 
significant resources to completing the 
IPPS and LTCH PPS payment rule, it 
was impracticable for CMS to complete 
the work needed on the rule in 
accordance with our usual schedule for 
this rulemaking or in sufficient time to 
ensure a full 60-day period of public 
notice prior to the next fiscal year that 
begins on October 1, 2020. The IPPS and 
LTCH PPS payment rule is necessary to 
annually review and update the 
payment systems, and it is critical to 
ensure that the payment policies for 
these systems are effective on the first 
day of the fiscal year to which they are 
intended to apply. Therefore, in light of 
the COVID–19 PHE, and the resulting 
strain on CMS’s resources, it was 
impracticable for CMS to publish this 
final rule either 30 or 60 days prior to 
the beginning of the upcoming fiscal 
year, and CMS has determined that, for 
good cause, it would be contrary to the 
public interest to delay the effective 
date of this final rule for any longer than 
28 days. 

List of Subjects 

42 CFR Part 405 

Administrative practice and 
procedure, Health facilities, Health 
professions, Kidney diseases, Medical 
devices, Medicare, Reporting and 

recordkeeping requirements, Rural 
areas, X-rays. 

42 CFR Part 412 
Administrative practice and 

procedure, Health facilities, Medicare, 
Puerto Rico, Reporting and 
recordkeeping requirements. 

42 CFR Part 413 
Health facilities, Kidney diseases, 

Medicare, Puerto Rico, Reporting and 
recordkeeping requirements. 

42 CFR Part 417 
Administrative practice and 

procedure, Grant programs—health, 
Health care, Health insurance, Health 
maintenance organizations (HMO), Loan 
programs—health, Medicare, Reporting 
and recordkeeping requirements. 

42 CFR Part 476 
Grant programs—health, Health care, 

Health facilities, Health professions, 
Quality Improvement Organizations 
(QIOs), Reporting and recordkeeping 
requirements. 

42 CFR Part 480 
Health care, Health professions, 

Health records, Penalties, Privacy, 
Quality Improvement Organizations 
(QIOs), Reporting and recordkeeping 
requirements. 

42 CFR Part 484 
Health facilities, Health professions, 

Medicare, Reporting and recordkeeping 
requirements. 

42 CFR Part 495 
Administrative practice and 

procedure, Health facilities, Health 
maintenance organizations (HMO), 
Health professions, Health records, 
Medicaid, Medicare, Penalties, Privacy, 
Reporting and recordkeeping 
requirements. 

For the reasons set forth in the 
preamble, the Centers for Medicare and 
Medicaid Services amends 42 CFR 
chapter IV as set forth below: 

PART 405—FEDERAL HEALTH 
INSURANCE FOR THE AGED AND 
DISABLED 

■ 1. The authority citation for part 405 
continues to read as follows: 

Authority: 42 U.S.C. 263a, 405(a), 1302, 
1320b-12, 1395x, 1395y(a), 1395ff, 1395hh, 
1395kk, 1395rr, and 1395ww(k). 

■ 2. Section 405.1801 is amended— 
■ a. In paragraph (a), in the definition of 
‘‘Date of receipt’’— 
■ i. By revising paragraphs (1)(ii) and (2) 
introductory text; 
■ ii. In paragraph (2)(i) by removing ‘‘; 
or’’ and adding a period in its place; and 

■ iii. By adding paragraph (2)(iii); and 
■ b. By revising paragraph (d) 
introductory text. 

The revisions and addition read as 
follows: 

§ 405.1801 Introduction. 
(a) * * * 

Date of receipt * * * 

(1) * * * 
(ii) For purposes of a contractor 

hearing, if no contractor hearing officer 
is appointed (or none is currently 
presiding), the date of receipt of 
materials sent to the contractor hearing 
officer (as permitted under paragraph 
(d) of this section) is presumed to be, as 
applicable, the date that the contractor 
stamps ‘‘Received’’ on the materials, or 
the date of electronic delivery. 
* * * * * 

(2) A reviewing entity. For purposes of 
this definition, a reviewing entity is 
deemed to include the Office of the 
Attorney Advisor. The determination as 
to the date of receipt by the reviewing 
entity to which the document or other 
material was submitted (as permitted 
under paragraph (d) of this section) is 
final and binding as to all parties to the 
appeal. The date of receipt of 
documents by a reviewing entity is 
presumed to be, as applicable, one of 
the following dates: 
* * * * * 

(iii) Of electronic delivery. In writing 
or written means a hard copy or 
electronic submission (subject to the 
restrictions in paragraph (d) of this 
section), as applicable throughout this 
subpart. 
* * * * * 

(d) Method for submissions and 
calculating time periods and deadlines. 
Except for subpoena requests being sent 
to a nonparty under § 405.1857(c), the 
reviewing entity may prescribe the 
method(s) by which a party must make 
a submission, including the requirement 
to use an electronic filing system for 
submission of documents. Such 
methods or instructions apply to any 
period of time or deadline prescribed or 
allowed under this subpart (for 
example, requests for appeal under 
§§ 405.1811(b), 405.1835(b), and 
405.1837(c) and (e)) or authorized by a 
reviewing entity. In computing any 
period of time or deadline prescribed or 
allowed under this subpart or 
authorized by a reviewing entity the 
following principles are applicable: 
* * * * * 

§ 405.1811 [Amended] 

■ 3. Section 405.1811 is amended in 
paragraph (c)(1) by removing the phrase 
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‘‘the date the contractor stamped’’ and 
adding in its place is the phrase ‘‘the 
date of electronic delivery, or the date 
the contractor stamped’’. 

§ 405.1813 [Amended] 

■ 4. Section 405.1813 is amended— 
■ a. In paragraph (d) by removing the 
phrase ‘‘must give prompt written 
notice to the provider, and mail a copy’’ 
and adding in its place is the phrase 
‘‘must send prompt written notice to the 
provider, and send a copy’’; and 
■ b. In paragraph (e)(1) by removing the 
phrase ‘‘promptly mails the decision’’ 
and adding in its place is the phrase 
‘‘promptly sends the decision’’. 

§ 405.1814 [Amended] 

■ 5. Section 405.1814 is amended in 
paragraph (c)(2) by removing the phrase 
‘‘must be mailed promptly’’ and adding 
in its place is the phrase ‘‘must be sent 
promptly’’. 

§ 405.1819 [Amended] 

■ 6. Section 405.1819 is amended by 
removing the phrase ‘‘prior to the 
mailing of notice’’ and adding in its 
place is the phrase ‘‘prior to the sending 
of notice’’. 

§ 405.1821 [Amended] 

■ 7. Section 405.1821 is amended— 
■ a. In paragraph (c)(1) by removing the 
phrase ‘‘be mailed promptly’’ and 
adding in its place is the phrase ‘‘be sent 
promptly’’; and 
■ b. In paragraph (c)(3)(iii)(B) by 
removing the phrase ‘‘Issue and mail’’ 
and adding in its place is the phrase 
‘‘Issue and send’’. 

§ 405.1831 [Amended] 

■ 8. Section 405.1831 is amended in 
paragraph (d) by removing the phrase 
‘‘must be mailed’’ and adding in its 
place is the phrase ‘‘must be sent’’. 

§ 405.1834 [Amended] 

■ 9. Section 405.1834 is amended in 
paragraph (e)(3) by removing the phrase 
‘‘must be mailed’’ and adding in its 
place is the phrase ‘‘must be sent’’. 

§ 405.1835 [Amended] 

■ 10. Section 405.1835 is amended— 
■ a. In paragraph (b) introductory text 
by removing ‘‘in writing to the Board’’, 
‘‘(b)(1) through (b)(4)’’, and ‘‘(b)(1), 
(b)(2), or (b)(3)’’ and adding in their 
places ‘‘in writing in the manner 
prescribed by the Board’’, ‘‘(b)(1) 
through (4)’’, and ‘‘(b)(1), (2), or (3)’’, 
respectively. 
■ b. In paragraph (d) introductory text 
by removing ‘‘in writing to the Board’’, 
‘‘(d)(1) through (d)(4)’’, and ‘‘(d)(1), 
(d)(2), or (d)(3)’’ and adding in their 

places ‘‘in writing in the manner 
prescribed by the Board’’, ‘‘(d)(1) 
through (4)’’, and ‘‘(d)(1), (2), or (3)’’, 
respectively. 

§ 405.1836 [Amended] 

■ 11. Section 405.1836 is amended— 
■ a. In paragraph (d) by removing the 
phrase ‘‘and mail a copy’’ and adding in 
its place is the phrase ‘‘and send a 
copy’’; and 
■ b. In paragraph (e)(1) by removing the 
phrase ‘‘of this subpart’’ in two places 
and removing the phrase ‘‘must be 
mailed’’ and adding in its place is the 
phrase ‘‘must be sent’’. 

§ 405.1840 [Amended] 

■ 12. Section 405.1840 is amended 
paragraph (c)(2) by removing the phrase 
‘‘of this subpart’’ in two places and 
removing the phrase ‘‘must be mailed’’ 
and adding in its place is the phrase 
‘‘must be sent’’. 
■ 13. Section 405.1843 is amended— 
■ a. By redesignating paragraph (a) as 
paragraph (a)(1); 
■ b. In newly redesignated paragraph 
(a)(1) by removing the phrase ‘‘of this 
subpart’’; 
■ c. By adding paragraph (a)(2); and 
■ d. In paragraph (d)(2) by removing the 
phrase ‘‘promptly mail copies’’ and 
adding in its place is the phrase 
‘‘promptly send copies’’. 

The addition reads as follows: 

§ 405.1843 Parties to proceedings in a 
Board appeal. 

(a) * * * 
(2) All parties to a Board appeal are 

to familiarize themselves with the 
instructions for handling a Provider 
Reimbursement Review Board (PRRB) 
appeal, including any and all 
requirements related to the electronic/ 
online filing of documents. 
* * * * * 

§ 405.1845 [Amended] 

■ 14. Section 405.1845 is amended in 
paragraph (h)(2)(iii) by removing the 
phrase ‘‘Mail the remand’’ and adding 
in its place is the phrase ‘‘Send the 
remand’’. 

§ 405.1849 [Amended] 

■ 15. Section 405.1849 is amended by 
removing the phrase ‘‘mail written 
notice thereof to the parties at their last 
known addresses,’’ and adding in its 
place is the phrase ‘‘send notice thereof 
to the parties’ contact information on 
file,’’. 

§ 405.1851 [Amended] 

■ 16. Section 405.1851 is amended by 
removing the phrase ‘‘mailing of notice’’ 

and adding in its place is the phrase 
‘‘issuing of the notice’’. 

§ 405.1853 [Amended] 

■ 17. Section 405.1853 is amended in 
paragraph (e)(5)(vi)(A) by removing the 
phrase ‘‘issue and mail’’ and adding in 
its place is the phrase ‘‘issue and send’’. 
■ 18. Section 405.1857 is amended— 
■ a. By revising paragraph (c)(1) 
introductory text; and 
■ b. In paragraph (c)(4)(iii)(A) by 
removing the phrase ‘‘mail promptly to 
each party’’ and adding in its place is 
the phrase ‘‘send promptly to each 
party’’. 

The revision reads as follows: 

§ 405.1857 Subpoenas. 

* * * * * 
(c) * * * 
(1) Subpoena requests. The requesting 

party must send any subpoena request 
submitted to the Board promptly to the 
party or nonparty subject to the 
subpoena, and to any other party to the 
Board appeal. If the subpoena request is 
being sent to a nonparty subject to the 
subpoena, then the subpoena request 
must be sent by certified mail. The 
request must— 
* * * * * 

§ 405.1868 [Amended] 

■ 19. Section 405.1868 is amended in 
paragraph (d)(1) by removing the phrase 
‘‘must be mailed’’ and adding in its 
place is the phrase ‘‘must be sent’’. 

§ 405.1871 [Amended] 

■ 20. Section 405.1871 is amended in 
paragraph (a)(5) by removing the phrase 
‘‘must be mailed’’ and adding in its 
place is the phrase ‘‘must be sent’’. 

§ 405.1875 [Amended] 

■ 21. Section 405.1875 is amended— 
■ a. In paragraph (c)(1)(iv) by removing 
the phrase ‘‘must be mailed’’ and adding 
in its place is the phrase ‘‘must be sent’’; 
and 
■ b. In paragraph (e)(2) by removing the 
phrase ‘‘mail a copy’’ and adding in its 
place is the phrase ‘‘send a copy’’. 

§ 405.1885 [Amended] 

■ 22. Section 405.1885 is amended— 
■ a. In paragraph (b)(1) by removing the 
phrase ‘‘of this subpart’’ and by 
removing the term ‘‘mailed’’ and adding 
in its place the term ‘‘sent’’ each time it 
appears; and 
■ b. In paragraph (b)(2)(i) by removing 
the phrase ‘‘request to reopen is 
conclusively presumed to be the date of 
delivery by a nationally-recognized 
next-day courier, or the date stamped 
‘‘Received’’ by CMS, the contractor or 
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the reviewing entity (where a 
nationally-recognized next-day courier 
is not employed),’’ and adding in its 
place the phrase ‘‘request to reopen is 
determined by applying the date of 
receipt presumption criteria for 
reviewing entities defined in 
§ 405.1801(a),’’. 

PART 412—PROSPECTIVE PAYMENT 
SYSTEMS FOR INPATIENT HOSPITAL 
SERVICES 

■ 23. The authority citation for part 412 
continues to read as follows: 

Authority: 42 U.S.C. 1302 and 1395hh. 

■ 24. Section 412.1 is amended by 
revising paragraph (a)(1) to read as 
follows: 

§ 412.1 Scope of part. 
(a) * * * 
(1) This part implements sections 

1886(d) and (g) of the Act by 
establishing a prospective payment 
system for the operating costs of 
inpatient hospital services furnished to 
Medicare beneficiaries in cost reporting 
periods beginning on or after October 1, 
1983, and a prospective payment system 
for the capital-related costs of inpatient 
hospital services furnished to Medicare 
beneficiaries in cost reporting periods 
beginning on or after October 1, 1991. 

(i) Under these prospective payment 
systems, payment for the operating and 
capital-related costs of inpatient 
hospital services furnished by hospitals 
subject to the systems (generally, short- 
term, acute-care hospitals) is made on 
the basis of prospectively determined 
rates and applied on a per discharge 
basis. 

(ii) Payment for other costs related to 
inpatient hospital services (organ 
acquisition costs incurred by hospitals 
with approved organ transplantation 
centers, the costs of qualified 
nonphysician anesthetist’s services, as 
described in § 412.113(c), direct costs of 
approved nursing and allied health 
educational programs, costs related to 
hematopoietic stem cell acquisition for 
the purpose of an allogeneic 
hematopoietic stem cell transplant as 
described in § 412.113(e)) is made on a 
reasonable cost basis. 

(iii) Payment for the direct costs of 
graduate medical education is made on 
a per resident amount basis in 
accordance with §§ 413.75 through 
413.83 of this chapter. 

(iv) Additional payments are made for 
outlier cases, bad debts, indirect 
medical education costs, and for serving 
a disproportionate share of low-income 
patients. 

(v) Under either prospective payment 
system, a hospital may keep the 

difference between its prospective 
payment rate and its operating or 
capital-related costs incurred in 
furnishing inpatient services, and the 
hospital is at risk for inpatient operating 
or inpatient capital-related costs that 
exceed its payment rate. 
* * * * * 
■ 25. Section 412.2 is amended by 
adding paragraph (e)(6) to read as 
follows: 

§ 412.2 Basis of payment. 

* * * * * 
(e) * * * 
(6) For cost reporting periods 

beginning on or after October 1, 2020, 
the costs of allogenic hematopoietic 
stem cell acquisition, as described in 
§ 412.113(e), for the purpose of an 
allogeneic hematopoietic stem cell 
transplant. 
* * * * * 
■ 26. Section 412.64 is amended by 
adding paragraph (e)(5) to read as 
follows: 

§ 412.64 Federal rates for inpatient 
operating costs for Federal fiscal year 2005 
and subsequent fiscal years. 

* * * * * 
(e) * * * 
(5) CMS makes an adjustment to the 

standardized amount to ensure that the 
reasonable cost based payments for 
allogeneic hematopoietic stem cell 
acquisition costs are made in a manner 
so that aggregate payments to hospitals 
are not affected. 
* * * * * 

§ 412.82 [Amended] 

■ 27. Section 412.82 is amended in 
paragraph (c) by removing the reference 
‘‘§ 412.86’’ and adding in its place 
‘‘§ 412.83’’. 
■ 28. Section 412.85 and an 
undesignated center heading preceding 
the section are added to read as follows: 

Payment Adjustment for Certain 
Clinical Trial Cases and Expanded 
Access Use Immunotherapy 

§ 412.85 Payment adjustment for certain 
clinical trial and expanded access use 
immunotherapy cases. 

(a) General rule. For discharges 
occurring on or after October 1, 2020, 
the amount of payment for a discharge 
described in paragraph (b) of this 
section is adjusted as described in 
paragraph (c) of this section. 

(b) Discharges subject to payment 
adjustment. Payment is adjusted in 
accordance with paragraph (c) of this 
section for discharges assigned to MS– 
DRG 018 involving expanded access use 
of immunotherapy, or that are part of an 

applicable clinical trial as determined 
by CMS based on the reporting of a 
diagnosis code indicating the encounter 
is part of a clinical research program on 
the claim for the discharge. 

(c) Adjustment. The DRG weighting 
factor determined under § 412.60(b) is 
adjusted by a factor that reflects the 
average cost for cases to be assigned to 
MS–DRG 018 that involve expanded 
access use of immunotherapy, or are 
part of an applicable clinical trial, to the 
average cost for cases to be assigned to 
MS–DRG 018 that do not involve 
expanded access use of immunotherapy 
and are not part of an applicable clinical 
trial. 

§ 412.86 [Redesignated as § 412.83] 

■ 29. Section 412.86 is redesignated as 
§ 412.83. 

§ 412.86 [Added and Reserved] 

■ 30. New reserved § 412.86 is added. 
■ 31. Section 412.87 is amended by 
revising paragraphs (c)(1), (d) 
introductory text, (d)(1), the paragraph 
(e) subject heading, and (e)(2) and by 
adding paragraph (e)(3) to read as 
follows: 

§ 412.87 Additional payment for new 
medical services and technologies: General 
provisions. 

* * * * * 
(c) * * * 
(1) A new medical device is part of 

the Food and Drug Administration’s 
(FDA) Breakthrough Devices Program 
and has received marketing 
authorization for the indication covered 
by the Breakthrough Device designation. 
* * * * * 

(d) Eligibility criteria for alternative 
pathway for certain antimicrobial 
products. (1)(i) A new medical product 
is designated by FDA as a Qualified 
Infectious Disease Product and has 
received marketing authorization for the 
indication covered by the Qualified 
Infectious Disease Product designation; 
or 

(ii) For discharges occurring on or 
after October 1, 2021, a new medical 
product is approved under FDA’s 
Limited Population Pathway for 
Antibacterial and Antifungal Drugs 
(LPAD) and used for the indication 
approved under the LPAD pathway. 
* * * * * 

(e) Announcement of determinations 
and deadline for consideration of new 
medical service or technology 
applications, and conditional approval 
for certain antimicrobial products. 
* * * 

(2) Except as provided for in 
paragraph (e)(3) of this section, CMS 
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only considers, for add-on payments for 
a particular fiscal year, an application 
for which the new medical service or 
technology has received FDA marketing 
authorization by July 1 prior to the 
particular fiscal year. 

(3) A technology for which an 
application is submitted under an 
alternative pathway for certain 
antimicrobial products under paragraph 
(d) of this section that does not receive 
FDA marketing authorization by the July 
1 deadline specified in paragraph (e)(2) 
of this section may be conditionally 
approved for the new technology add-on 
payment for a particular fiscal year, 
effective for discharges beginning in the 
first quarter after FDA marketing 
authorization is granted, provided that 
FDA marketing authorization is granted 
before July 1 of the fiscal year for which 
the applicant applied for new 
technology add-on payments. 
■ 32. Section 412.88 is amended— 
■ a. In paragraph (a)(2)(ii)(A) 
introductory text by removing the 
reference ‘‘paragraph (a)(2)(ii)(2) of this 
section’’ and adding in its place 
‘‘paragraph (a)(2)(ii)(B) of this section’’; 
■ b. By revising paragraphs (a)(2)(ii)(B) 
introductory text and (b)(2). 

The revisions read as follows: 

§ 412.88 Additional payment for new 
medical service or technology. 

(a) * * * 
(2) * * * 
(ii) * * * 
(B) For a medical product designated 

by FDA as a Qualified Infectious Disease 
Product or, for discharges occurring on 
or after October 1, 2020, for a product 
approved under FDA’s Limited 
Population Pathway for Antibacterial 
and Antifungal Drugs, if the costs of the 
discharge (determined by applying the 
operating cost-to-charge ratios as 
described in § 412.84(h)) exceed the full 
DRG payment, an additional amount 
equal to the lesser of— 
* * * * * 

(b) * * * 
(2) For discharges occurring on or 

after October 1, 2019. Unless a 
discharge case qualifies for outlier 
payment under § 412.84, Medicare will 
not pay any additional amount beyond 
the DRG payment plus— 

(i) 65 percent of the estimated costs of 
the new medical service or technology; 

(ii) For a medical product designated 
by FDA as a Qualified Infectious Disease 
Product, 75 percent of the estimated 
costs of the new medical service or 
technology; or 

(iii) For discharges occurring on or 
after October 1, 2020, for a product 
approved under FDA’s Limited 
Population Pathway for Antibacterial 

and Antifungal Drugs, 75 percent of the 
estimated costs of the new medical 
service or technology. 
■ 32. Section 412.92 is amended by 
revising paragraph (c)(3) to read as 
follows: 

§ 412.92 Special treatment: Sole 
community hospitals. 

* * * * * 
(c)* * * 
(3) The term service area means the 

area from which a hospital draws at 
least 75 percent of its inpatients during 
the most recent 12-month cost reporting 
period ending before it applies for 
classification as a sole community 
hospital. If the most recent cost 
reporting period ending before the 
hospital applies for classification as a 
sole community hospital is for less than 
12 months, the hospital’s most recent 
12-month or longer cost reporting 
period before the short period is used. 
* * * * * 
■ 33. Section 412.96 is amended by 
adding paragraph (c)(2)(iii) to read as 
follows: 

§ 412.96 Special treatment: Referral 
centers. 

* * * * * 
(c) * * * 
(2) * * * 
(iii) If the hospital’s cost reporting 

period that began during the same fiscal 
year as the cost reporting periods used 
to compute the regional median 
discharges under paragraph (i) of this 
section is for less than 12 months or 
longer than 12 months, the hospital’s 
number of discharges for that cost 
reporting period will be annualized to 
estimate the total number of discharges 
for a 12-month cost reporting period. 
* * * * * 
■ 34. Section 412.104 is amended by 
revising paragraph (a) to read as follows: 

§ 412.104 Special treatment: Hospitals 
with high percentage of ESRD discharges. 

(a) Criteria for classification. CMS 
provides an additional payment to a 
hospital for inpatient services provided 
to ESRD beneficiaries who receive a 
dialysis treatment during a hospital 
stay, if the hospital has established that 
ESRD beneficiary discharges, excluding 
discharges classified into any of the 
following MS–DRGs, where the 
beneficiary received dialysis services 
during the inpatient stay, constitute 10 
percent or more of its total Medicare 
discharges: 

(1) MS–DRG 019 (Simultaneous 
Pancreas/Kidney Transplant with 
Hemodialysis). 

(2) MS–DRGs 650 and 651 (Kidney 
Transplant with Hemodialysis with 
MCC, without MCC, respectively). 

(3) MS–DRGs 682, 683, and 684 
(Renal Failure with MCC, with CC, 
without CC/MCC, respectively). 
* * * * * 

§ 412.105 [Amended] 

■ 35. Section 412.105 is amended in 
paragraph (f)(1)(ix)(A)— 
■ a. By removing the phrase ‘‘to reflect 
residents added because’’ and adding in 
its place the phrase ‘‘to reflect displaced 
residents added because’’ each time it 
appears. 
■ b. By removing the citations 
‘‘§§ 413.79(h)(1) and (h)(2)’’, 
‘‘§§ 413.79(h)(1) and (h)(3)(ii)’’, and 
‘‘§§ 413.79(h)(1) and (h)(3)(i)’’ and 
adding in their places the citations 
‘‘§ 413.79(h)(1) and (2)’’, ‘‘§ 413.79(h)(1) 
and (h)(3)(ii)’’, and ‘‘§ 413.79(h)(1) and 
(h)(3)(i)’’, respectively. 
■ 36. Section 412.106 is amended by 
removing the semicolon at the end of 
paragraph (g)(1)(iii)(C)(6) and adding a 
period in its place and adding 
paragraphs (g)(1)(iii)(C)(7) and (8). 

The additions read as follows: 

§ 412.106 Special treatment: Hospitals that 
serve a disproportionate share of low- 
income patients. 

* * * * * 
(g) * * * 
(1) * * * 
(iii) * * * 
(C) * * * 
(7) For fiscal year 2021, CMS will base 

its estimates of the amount of hospital 
uncompensated care on data on 
uncompensated care costs, defined as 
charity care costs plus non-Medicare 
and non-reimbursable Medicare bad 
debt costs from 2017 cost reports from 
the most recent Hospital Cost Report 
Information System (HCRIS) database 
extract, except that, for Puerto Rico 
hospitals and Indian Health Service or 
Tribal hospitals, CMS will base its 
estimates on utilization data for 
Medicaid and Medicare Supplemental 
Security Income (SSI) patients, as 
determined by CMS in accordance with 
paragraphs (b)(2)(i) and (b)(4) of this 
section, using data on Medicaid 
utilization from 2013 cost reports from 
the most recent HCRIS database extract 
and the most recent available year of 
data on Medicare SSI utilization (or, for 
Puerto Rico hospitals, a proxy for 
Medicare SSI utilization data). 

(8) For each subsequent fiscal year, for 
all eligible hospitals, except Indian 
Health Service and Tribal hospitals and 
Puerto Rico hospitals, CMS will base its 
estimates of the amount of hospital 
uncompensated care on data on 
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uncompensated care costs, defined as 
charity care costs plus non-Medicare 
and non-reimbursable Medicare bad 
debt costs from cost reports from the 
most recent cost reporting year for 
which audits have been conducted. 
* * * * * 
■ 37. Section 412.113 is amended by 
adding paragraph (e) to read as follows: 

§ 412.113 Other payments. 
* * * * * 

(e) Allogeneic hematopoietic stem cell 
acquisition. For cost reporting periods 
beginning on or after October 1, 2020, in 
the case of a subsection (d) hospital that 
furnishes an allogeneic hematopoietic 
stem cell transplant to an individual, 
payment to such hospital for 
hematopoietic stem cell acquisition 
costs is made on a reasonable cost basis. 

(1) An allogeneic hematopoietic stem 
cell transplant is the intravenous 
infusion of hematopoietic cells derived 
from bone marrow, peripheral blood 
stem cells, or cord blood, but not 
including embryonic stem cells, of a 
donor to an individual that are or may 
be used to restore hematopoietic 
function in such individual having an 
inherited or acquired deficiency or 
defect. 

(2) Allogeneic hematopoietic stem cell 
acquisition costs recognized under this 
paragraph (e) are costs of acquiring 
hematopoietic stem cells from a donor. 
These costs are as follows: 

(i) Registry fees from a national donor 
registry described in 42 U.S.C. 274k, if 
applicable, for stem cells from an 
unrelated donor. 

(ii) Tissue typing of donor and 
recipient. 

(iii) Donor evaluation. 
(iv) Physician pre-admission/pre- 

procedure donor evaluation services. 
(v) Costs associated with the 

collection procedure (for example, 
general routine and special care 
services, procedure/operating room and 
other ancillary services, apheresis 
services), and transportation costs of 
stem cells if the recipient hospital 
incurred or paid such costs. 

(vi) Post-operative/post-procedure 
evaluation of donor. 

(vii) Preparation and processing of 
stem cells derived from bone marrow, 
peripheral blood stem cells, or cord 
blood (but not including embryonic 
stem cells). 

(3) A subsection (d) hospital that 
furnishes inpatient allogeneic 
hematopoietic stem cell transplants is 
required to hold all allogeneic 
hematopoietic stem cell acquisition 
charges and bill them to Medicare using 
the appropriate revenue code, when the 
transplant occurs. 

(4) A subsection (d) hospital must 
maintain an itemized statement that 
identifies, for all costs defined in 
paragraph (e)(2) of this section, the 
services furnished in collecting 
hematopoietic stem cells including all 
invoices or statements for purchased 
services for all donors and their service 
charges. Records must be for the person 
receiving the services (donor or 
recipient; for all donor sources, the 
hospital must identify the prospective 
recipient), and the recipient’s Medicare 
beneficiary identification number. 

■ 38. Section 412.115 is amended by 
revising paragraph (c) to read as follows: 

§ 412.115 Additional payments. 

* * * * * 
(c) QIO reimbursement for cost of 

sending requested patient records to the 
QIO. An additional payment is made to 
a hospital in accordance with § 476.78 
of this chapter for the costs of sending 
requested patient records to the QIO in 
electronic format, by facsimile, or by 
photocopying and mailing. 
■ 39. Section 412.152 is amended by 
revising the definitions of ‘‘Applicable 
period’’ and ‘‘Applicable period for dual 
eligibility’’ to read as follows: 

§ 412.152 Definitions for the Hospital 
Readmissions Reduction Program. 

* * * * * 
Applicable period is, with respect to 

a fiscal year, the 3-year period (specified 
by the Secretary) from which data are 
collected in order to calculate excess 
readmission ratios and adjustments 
under the Hospital Readmissions 
Reduction Program. 

(1) The applicable period for FY 2022 
is the 3-year period from July 1, 2017 
through June 30, 2020; and 

(2) Beginning with the FY 2023 
program year, the applicable period is 
the 3-year period advanced by 1-year 
from the prior year’s period from which 
data are collected in order to calculate 
excess readmission ratios and 
adjustments under the Hospital 
Readmissions Reduction Program, 
unless otherwise specified by the 
Secretary. 

Applicable period for dual eligibility 
is the 3-year data period corresponding 
to the applicable period for the Hospital 
Readmissions Reduction Program, 
unless otherwise established by the 
Secretary. 
* * * * * 
■ 40. Section 412.170 is amended by 
revising the definition of ‘‘Applicable 
period’’ and adding definitions for 
‘‘CDC NHSN HAI’’ and ‘‘CMS PSI 90’’ 
in alphabetical order to read as follows: 

§ 412.170 Definitions for the Hospital- 
Acquired Condition Reduction Program. 

* * * * * 
Applicable period is, unless otherwise 

specified by the Secretary, with respect 
to a fiscal year, the 2-year period 
(specified by the Secretary) from which 
data are collected in order to calculate 
the total hospital-acquired condition 
score under the Hospital-Acquired 
Condition Reduction Program. 

(1) The applicable period for FY 
2022— 

(i) For the CMS PSI 90 measure, is the 
24-month period from July 1, 2018 
through June 30, 2020; and 

(ii) For the CDC NHSN HAI measures, 
is the 24-month period from January 1, 
2019 through December 31, 2020. 

(2) Beginning with the FY 2023 
program year, the applicable period is 
the 24-month period advanced by 1-year 
from the prior fiscal year’s period from 
which data are collected in order to 
calculate the total hospital-acquired 
condition score under the Hospital- 
Acquired Condition Reduction Program, 
unless otherwise specified by the 
Secretary. 

CDC NHSN HAI stands for Centers for 
Disease Control and Prevention National 
Healthcare Safety Network healthcare- 
associated infection measures. 

CMS PSI 90 stands for Patient Safety 
and Adverse Events Composite for 
Selected Indicators (modified version of 
PSI 90). 
* * * * * 
■ 41. Section 412.230 is amended by 
revising paragraph (d)(2)(ii)(A) to read 
as follows: 

§ 412.230 Criteria for an individual hospital 
seeking redesignation to another rural area 
or an urban area. 

* * * * * 
(d) * * * 
(2) * * * 
(ii) * * * 
(A) For hospital-specific data, the 

hospital must provide a weighted 3-year 
average of its average hourly wages 
using data from the CMS hospital wage 
survey used to construct the wage index 
in effect for prospective payment 
purposes. 

(1) For the limited purpose of 
qualifying for geographic 
reclassification based on wage data from 
cost reporting periods beginning prior to 
FY 2000, a hospital may request that its 
wage data be revised if the hospital is 
in an urban area that was subject to the 
rural floor for the period during which 
the wage data the hospital wishes to 
revise were used to calculate its wage 
index. 

(2) Once a hospital has accumulated 
at least 1 year of wage data in the 
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applicable 3-year average hourly wage 
period used by the MGCRB, the hospital 
is eligible to apply for reclassification 
based on those data. 
* * * * * 
■ 42. Section 412.278 is amended by 
revising paragraph (b)(1) to read as 
follows: 

§ 412.278 Administrator’s review. 

* * * * * 
(b) * * * 
(1) The hospital’s request for review 

must be in writing and sent to the 
Administrator, in care of the Office of 
the Attorney Advisor. The request must 
be received by the Administrator within 
15 days after the date the MGCRB issues 
its decision. The hospital must also 
submit an electronic copy of its request 
for review to CMS’s Hospital and 
Ambulatory Policy Group. 
* * * * * 
■ 43. Section 412.312 is amended by 
adding paragraph (f) to read as follows: 

§ 412.312 Payment based on the Federal 
rate. 

* * * * * 
(f) Payment adjustment for certain 

clinical trial or expanded access use 
immunotherapy cases. For discharges 
occurring on or after October 1, 2020, in 
determining the payment amount under 
this section for certain clinical trial or 
expanded access use immunotherapy 
cases as described in § 412.85(b), the 
DRG weighting factor described in 
paragraph (b)(1) of this section is 
adjusted as described in § 412.85(c). 
■ 44. Section 412.523 is amended by 
adding paragraph (c)(3)(xvii) to read as 
follows: 

§ 412.523 Methodology for calculating the 
Federal prospective payment rates. 

* * * * * 
(c) * * * 
(3) * * * 
(xvii) For long-term care prospective 

payment system fiscal year 2021 and 
subsequent fiscal years. The long-term 
care hospital prospective payment 
system standard Federal payment rate 
for a long-term care hospital prospective 
payment system fiscal year is the 
standard Federal payment rate for the 
previous long-term care prospective 
payment system fiscal year updated by 
the percentage increase in the market 
basket index (as determined by CMS) 
less a multifactor productivity 
adjustment (as determined by CMS), 
and further adjusted, as appropriate, as 
described in paragraph (d) of this 
section. 
* * * * * 

■ 45. Section 412.622 is amended by 
revising paragraph (b)(2)(i) to read as 
follows: 

§ 412.622 Basis of payment. 
* * * * * 

(b) * * * 
(2) * * * 
(i) Bad debts of Medicare 

beneficiaries, as provided in § 413.89 of 
this chapter; and 
* * * * * 

PART 413—PRINCIPLES OF 
REASONABLE COST 
REIMBURSEMENT; PAYMENT FOR 
END–STAGE RENAL DISEASE 
SERVICES; PROSPECTIVELY 
DETERMINED PAYMENT RATES FOR 
SKILLED NURSING FACILITIES; 
PAYMENT FOR ACUTE KIDNEY 
INJURY DIALYSIS 

■ 46. The authority citation for part 413 
continues to read as follows: 

Authority: 42 U.S.C. 1302, 1395d(d), 
1395f(b), 1395g, 1395l(a), (i), and (n), 
1395x(v), 1395hh, 1395rr, 1395tt, and 
1395ww. 

■ 47. Section 413.20 is amended by 
revising paragraph (d)(3) to read as 
follows: 

§ 413.20 Financial data and reports. 
* * * * * 

(d) * * * 
(3)(i) The provider must furnish the 

contractor— 
(A) Upon request, copies of patient 

service charge schedules and changes 
thereto as they are put into effect; and 

(B) Its median payer-specific 
negotiated charge by MS–DRG for 
payers that are Medicare Advantage 
(MA) organizations, as applicable, and 
changes thereto as they are put into 
effect. 

(ii) The contractor evaluates the 
charge schedules as specified in 
paragraph (d)(3)(i) of this section to 
determine the extent to which they may 
be used for determining program 
payment. 
* * * * * 
■ 48. Section 413.79 is amended by 
adding paragraph (h)(1)(iii) to read as 
follows: 

§ 413.79 Direct GME payments: 
Determination of the weighted number of 
FTE residents. 
* * * * * 

(h) * * * 
(1) * * * 
(iii) Displaced resident means a 

resident who— 
(A) Leaves a program after the 

hospital or program closure is publicly 
announced, but before the actual 
hospital or program closure; 

(B) Is assigned to and training at 
planned rotations at another hospital 
who will be unable to return to his/her 
rotation at the closing hospital or 
program; 

(C) Is accepted into a GME program at 
the closing hospital or program but has 
not yet started training at the closing 
hospital or program; 

(D) Is physically training in the 
hospital on the day prior to or day of 
program or hospital closure; or 

(E) Is on approved leave at the time 
of the announcement of closure or 
actual closure, and therefore, cannot 
return to his/her rotation at the closing 
hospital or program. 
* * * * * 
■ 49. Section 413.89 is amended by 
revising paragraphs (b)(1), (c), (e)(2), and 
(f) to read as follows: 

§ 413.89 Bad debts, charity, and courtesy 
allowances. 

* * * * * 
(b) Definitions—(1) Bad debts. (i) For 

cost reporting periods beginning before 
October 1, 2020: 

(A) ‘‘Bad debts’’ are amounts 
considered to be uncollectible from 
accounts and notes receivable that were 
created or acquired in providing 
services. 

(B) ‘‘Accounts receivable’’ and ‘‘notes 
receivable’’ are designations for claims 
arising from the furnishing of services, 
and are collectible in money in the 
relatively near future. 

(ii) For cost reporting periods 
beginning on or after October 1, 2020, 
‘‘bad debts’’ are amounts considered to 
be uncollectible from patient accounts 
that were created or acquired in 
providing services and are categorized 
as implicit price concessions for cost 
reporting purposes and are recorded in 
the provider’s accounting records as a 
component of net patient revenue. 
* * * * * 

(c) Normal accounting treatment: 
Reduction in revenue. (1) For cost 
reporting periods beginning before 
October 1, 2020: 

(i) Bad debts, charity, and courtesy 
allowances represent reductions in 
revenue. The failure to collect charges 
for services furnished does not add to 
the cost of providing the services as 
these costs have already been incurred 
in the production of the services. 

(ii) Medicare bad debts must not be 
written off to a contractual allowance 
account but must be charged to an 
expense account for uncollectible 
accounts. 

(2) For cost reporting periods 
beginning on or after October 1, 2020: 

(i) Bad debts, also known as ‘‘implicit 
price concessions,’’ charity, and 
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courtesy allowances represent 
reductions in revenue. The failure to 
collect charges for services furnished 
does not add to the cost of providing the 
services as these costs have already been 
incurred in the production of the 
services. 

(ii) Medicare bad debts must not be 
written off to a contractual allowance 
account but must be recorded as an 
implicit price concession that results in 
a reduction in revenue. 
* * * * * 

(e) * * * 
(2) The provider must be able to 

establish that reasonable collection 
efforts were made. 

(i) Non-indigent beneficiary. A non- 
indigent beneficiary is a beneficiary 
who has not been determined to be 
categorically or medically needy by a 
State Medicaid Agency to receive 
medical assistance from Medicaid, nor 
have they been determined to be 
indigent by the provider for Medicare 
bad debt purposes. To be considered a 
reasonable collection effort for non- 
indigent beneficiaries, all of the 
following are applicable: 

(A) A provider’s collection effort or 
the effort of a collection agency acting 
on the provider’s behalf, or both, to 
collect Medicare deductible or 
coinsurance amounts must consist of all 
of the following: 

(1) Be similar to the collection effort 
put forth to collect comparable amounts 
from non-Medicare patients. 

(2) For cost reporting periods 
beginning before October 1, 2020, 
involve the issuance of a bill to the 
beneficiary or the party responsible for 
the beneficiary’s personal financial 
obligations on or shortly after discharge 
or death of the beneficiary. 

(3) For cost reporting periods 
beginning on or after October 1, 2020, 
involve the issuance of a bill to the 
beneficiary or the party responsible for 
the beneficiary’s personal financial 
obligations on or before 120 days after 
the latter of one of the following: 

(i) The date of the Medicare 
remittance advice that results from 
processing the claim for services 
furnished to the beneficiary and 
generates the beneficiary’s cost sharing 
amounts. 

(ii) The date of the remittance advice 
from the beneficiary’s secondary payer, 
if any. 

(iii) The date of the notification that 
the beneficiary’s secondary payer does 
not cover the service furnished to the 
beneficiary. 

(4) Include other actions such as 
subsequent billings, collection letters, 
and telephone calls, emails, text 

messages, or personal contacts with this 
party. 

(5)(i) Last at least 120 days after 
paragraph (e)(2)(i)(A)(2) or (3) of this 
section is met before being written off as 
uncollectible under paragraph (e)(3) of 
this section. 

(ii) Start a new 120-day collection 
period each time a payment is received 
within a 120-day collection period. 

(6) Maintaining and, upon request, 
furnishing verifiable documentation to 
its contractor that includes all of the 
following: 

(i) The provider’s bad debt collection 
policy which describes the collection 
process for Medicare and non-Medicare 
patients. 

(ii) The patient account history 
documents which show the dates of 
various collection actions such as the 
issuance of bills to the beneficiary, 
follow-up collection letters, reports of 
telephone calls and personal contact, 
etc. 

(iii) The beneficiary’s file with copies 
of the bill(s) and follow-up notices. 

(B) A provider that uses a collection 
agency to perform its collection effort 
must do all of the following: 

(1) Reduce the beneficiary’s account 
receivable by the gross amount 
collected. 

(2) Include any fee charged by the 
collection agency as an administrative 
cost. 

(3) Before claiming the unpaid 
amounts as a Medicare bad debt, cease 
all collection efforts, including the 
collection agency efforts, and ensure 
that the collection accounts have been 
returned to the provider from the 
agency. 

(ii) Indigent non-dual eligible 
beneficiary. An indigent non-dual 
eligible beneficiary is a beneficiary who 
is determined to be indigent or 
medically indigent by the provider and 
is not eligible for Medicaid as 
categorically or medically needy. 

(A) To determine a beneficiary to be 
an indigent non-dual eligible 
beneficiary, the provider— 

(1) Must not use a beneficiary’s 
declaration of their inability to pay their 
medical bills or deductibles and 
coinsurance amounts as sole proof of 
indigence or medical indigence; 

(2) Must take into account the 
analysis of both the beneficiary’s assets 
(only those convertible to cash and 
unnecessary for the beneficiary’s daily 
living) and income; 

(3) May consider extenuating 
circumstances that would affect the 
determination of the beneficiary’s 
indigence or medical indigence which 
may include an analysis of both the 
beneficiary’s liabilities and expenses, if 

indigence is unable to be determined 
under paragraph (e)(ii)(A)(2) of this 
section; 

(4) Must determine that no source 
other than the beneficiary would be 
legally responsible for the beneficiary’s 
medical bill, such as a legal guardian or 
State Medicaid program; and 

(5) Must maintain and, upon request, 
furnish its contractor its indigence 
policy describing the method by which 
indigence or medical indigence is 
determined and all the verifiable 
beneficiary specific documentation 
which supports the provider’s 
determination of each beneficiary’s 
indigence or medical indigence. 

(B) Once indigence is determined the 
bad debt may be deemed uncollectible 
without applying a collection effort 
under paragraph (e)(2)(i)(A) or (B) of 
this section. 

(iii) Indigent dual-eligible 
beneficiaries (including qualified 
Medicare beneficiaries). Providers may 
deem Medicare beneficiaries indigent or 
medically indigent when such 
individuals have also been determined 
eligible for Medicaid under a State’s 
Title XIX Medicaid program as either 
categorically needy individuals or 
medically needy individuals. To be 
considered a reasonable collection effort 
for dual-eligible beneficiaries: 

(A) When a State permits a Medicare 
provider’s Medicaid enrollment for the 
purposes of processing a beneficiary’s 
claim, to determine the State’s liability 
for the beneficiary’s Medicare cost 
sharing, the provider— 

(1) Must determine whether the 
State’s Title XIX Medicaid Program (or 
a local welfare agency, if applicable) is 
responsible to pay all or a portion of the 
beneficiary’s Medicare deductible or 
coinsurance amounts; 

(2) Must submit a bill to its Medicaid/ 
Title XIX agency (or to its local welfare 
agency) to determine the State’s cost 
sharing obligation to pay all or a portion 
of the applicable Medicare deductible 
and coinsurance; 

(3) Must submit the Medicaid 
remittance advice received from the 
State to its Medicare contractor; 

(4) Must reduce allowable Medicare 
bad debt by any amount that the State 
is obligated to pay, either by statute or 
under the terms of its approved 
Medicaid State plan, regardless of 
whether the State actually pays its 
obligated amount to the provider; and 

(5) May include the Medicare 
deductible or coinsurance amount, or 
any portion thereof that the State is not 
obligated to pay, and which remains 
unpaid by the beneficiary, as an 
allowable Medicare bad debt. 

VerDate Sep<11>2014 22:38 Sep 17, 2020 Jkt 250001 PO 00000 Frm 00594 Fmt 4701 Sfmt 4700 E:\FR\FM\18SER2.SGM 18SER2jb
el

l o
n 

D
S

K
JL

S
W

7X
2P

R
O

D
 w

ith
 R

U
LE

S
2



59025 Federal Register / Vol. 85, No. 182 / Friday, September 18, 2020 / Rules and Regulations 

(B) When, through no fault of the 
provider, a provider does not receive a 
Medicaid remittance advice because the 
State does not permit a Medicare 
provider’s Medicaid enrollment for the 
purposes of processing a beneficiary’s 
claim, or because the State does not 
generate a Medicaid remittance advice, 
the provider— 

(1) Must submit to its contractor, all 
of the following auditable and verifiable 
documentation: 

(i) The State’s Medicaid notification 
stating that the State has no legal 
obligation to pay the provider for the 
beneficiary’s Medicare cost sharing. 

(ii) A calculation of the amount the 
State owes the provider for Medicare 
cost sharing. 

(iii) Verification of the beneficiary’s 
eligibility for Medicaid for the date of 
service; 

(2) Must reduce allowable Medicare 
bad debt by any amount the State is 
obligated to pay, regardless of whether 
the State actually pays its obligated 
amount to the provider; and 

(3) May include the Medicare 
deductible or coinsurance amount, or 
any portion thereof that the State is not 
obligated to pay, and which remains 
unpaid by the beneficiary, as an 
allowable Medicare bad debt. 
* * * * * 

(f) Reporting period for writing off bad 
debts and reporting of recoveries of bad 
debts reimbursed in prior periods. For 
cost reporting periods beginning before, 
on, or after October 1, 2020, the 
deductible and coinsurance amounts 
uncollected from beneficiaries are to be 
written off and recognized as allowable 
bad debts in the cost reporting period in 
which the accounts are deemed to be 
worthless. 

(1) Any payment on the account made 
by the beneficiary or a responsible 
party, after the write-off date but before 
the end of the cost reporting period, 
must be used to reduce the final bad 
debt for the account claimed in that cost 
report. 

(2) In some cases an amount written 
off as a bad debt and reimbursed by the 
program in a prior cost reporting period 
may be recovered in a subsequent 
period. 

(i) In situations described in this 
paragraph (f)(2), the recovered amount 
must be used to reduce the provider’s 
reimbursable costs in the period in 
which the amount is recovered. 

(ii) The amount of reduction in the 
period of recovery (as specified in 
paragraph (f)(2)(i) of this section) must 
not exceed the actual amount 
reimbursed by the program for the 

related bad debt in the applicable prior 
cost reporting period. 
* * * * * 
■ 50. Section 413.355 is revised to read 
as follows: 

§ 413.355 Additional payment: QIO 
reimbursement for cost of sending records 
electronically or by photocopy and mailing. 

An additional payment is made to a 
skilled nursing facility in accordance 
with § 476.78 of this chapter for the 
costs of sending requested patient 
records to the QIO in electronic format, 
by facsimile, or by photocopying and 
mailing. 

PART 417—HEALTH MAINTENANCE 
ORGANIZATIONS, COMPETITIVE 
MEDICAL PLANS, AND HEALTH CARE 
PREPAYMENT PLANS 

■ 51. The authority citation for part 417 
is revised to read as follows: 

Authority: 42 U.S.C. 300e, 300e-5, 300e- 
91302 and 1395hh), and 31 U.S.C. 9701. 

■ 52. Section 417.536 is amended by 
revising paragraph (g) to read as follows: 

§ 417.536 Cost payment principles. 

* * * * * 
(g) Charity and courtesy allowances. 

As specified in § 413.89 of this chapter, 
charity and courtesy allowances are 
deductions from revenue and may not 
be included as allowable costs. 
* * * * * 

PART 476—QUALITY IMPROVEMENT 
ORGANIZATION REVIEW 

■ 53. The authority citation for part 476 
is revised to read as follows: 

Authority: 42 U.S.C. 1302 and 1395hh. 

■ 54. Section 476.78 is amended— 
■ a. In paragraph (b)(2)(i) by removing 
the phrase ‘‘photocopy and deliver to 
the QIO’’ and adding in its place 
‘‘deliver to the QIO’’; 
■ b. By revising paragraphs (b)(2)(ii) and 
(c); 
■ c. By redesignating paragraph (d) as 
paragraph (f); 
■ d. By adding new paragraph (d) and 
paragraph (e); and 
■ e. By revising newly redesignated 
paragraph (f). 

The revisions and additions read as 
follows: 

§ 476.78 Responsibilities of providers and 
practitioners. 

* * * * * 
(b) * * * 
(2) * * * 
(ii) Except if granted a waiver as 

described in paragraph (d) of this 
section, send secure transmission of an 

electronic version of each requested 
patient record to the QIO. 

(A) Providers and practitioners must 
deliver electronic versions of patient 
records within 14 calendar days of the 
request. 

(B) A QIO is authorized to require the 
receipt of the patient records earlier 
than the 14-day timeframe if the QIO 
makes a preliminary determination that 
the review involves a potential gross 
and flagrant or substantial violation as 
specified in part 1004 of this title and 
circumstances warrant earlier receipt of 
the patient records. 

(C) A practitioner’s or provider’s 
failure to comply with the request for 
patient records within the established 
timeframe may result in the QIO taking 
action in accordance with § 476.90. 
* * * * * 

(c) Submission of patient records in 
electronic format. Except as specified in 
paragraph (d) of this section, a provider 
or practitioner must deliver patient 
records requested by a QIO for the 
purpose of fulfilling one or more QIO 
functions, in an electronic format, using 
the mechanism specified by the QIO. In 
the absence of any mechanism specified 
by the requesting QIO, the requested 
patient records must be submitted using 
any CMS-approved mechanism. 

(d) Waiver from the requirement to 
submit patient records in an electronic 
format. (1) A provider or practitioner 
that lacks the capability to submit 
requested patient records to the 
requesting QIO in an electronic format 
may request a waiver from the 
requirements in paragraph (c) of this 
section. 

(i) For providers that are required to 
execute a written agreement with the 
QIO, a request for a waiver must be 
made during execution of the written 
agreement with the QIO. 

(ii) Providers that are required to 
execute a written agreement with the 
QIO must request a waiver by notifying 
the QIO that they lack the capability to 
submit patient records in electronic 
format, if their lack of capability arises 
after the written agreement is executed. 

(iii) Upon approval of the waiver, the 
waiver becomes part of the written 
agreement with the QIO. 

(iv) A provider with an approved 
waiver may submit patient records by 
facsimile or by photocopying and 
mailing to the QIO. 

(v) A provider with an approved 
waiver may be reimbursed by the QIO 
for patient records submitted by 
facsimile or by photocopying and 
mailing in accordance with paragraph 
(e)(2) of this section. 

(vi) A QIO may not reimburse for any 
patient record submitted to the QIO by 
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facsimile or by photocopying and 
mailing if the provider does not have an 
approved waiver. 

(2) Providers and practitioners that 
are not required to execute a written 
agreement with the QIO may request a 
waiver to be exempted from submitting 
patient records in an electronic format. 

(i) Such providers and practitioners 
may request a waiver by notifying the 
QIO that they lack the capability to 
submit patient records in electronic 
format. 

(ii) Upon approval of the waiver, a 
provider or practitioner may submit 
patient records by facsimile or by 
photocopying and mailing to the QIO. 

(iii) Providers and practitioners with 
approved waivers may be reimbursed by 
the QIO for patient records submitted by 
facsimile or by photocopying and 
mailing in accordance with paragraph 
(e)(2) of this section. 

(iv) A QIO may not reimburse for any 
patient records submitted to the QIO by 
facsimile or by photocopying and 
mailing, if the provider or practitioner 
does not have an approved waiver. 

(e) Reimbursement for submitting 
patient records to the QIO. (1) For 
purposes of this paragraph (e), a patient 
record means all patient care data and 
other pertinent data or information 
relating to care or services provided to 
an individual patient in the possession 
of the provider or practitioner, as 
requested by a QIO for the purpose of 
performing one or more QIO functions. 

(2) A QIO may reimburse a provider 
or practitioner for requested patient 
records submitted in an electronic 
format, at the rate of $3.00 per patient 
record. 

(3) For a provider or practitioner that 
has an approved waiver under 
paragraph (d) of this section, a QIO may 
reimburse the provider or practitioner 
for requested records submitted by— 

(i) Facsimile at the rate of $0.15 per 
page; or 

(ii) Photocopying and mailing at the 
rate of $0.15 per page, plus the cost of 
first class postage. 

(4) A QIO may only reimburse a 
provider or practitioner once for each 
patient record submitted, per request, 
even if a patient record is submitted 
using multiple formats, in fragments, or 
more than once in response to a single 
request by the QIO. 

(f) Appeals. Reimbursement for the 
costs of submitting requested patient 
records to the QIO in electronic format, 
by facsimile or by photocopying and 
mailing is an additional payment to 
providers under the prospective 
payment system, as specified in 
§§ 412.115, 413.355, and 484.265 of this 
chapter. Appeals concerning these costs 

are subject to the review process 
specified in part 405, subpart R, of this 
chapter. 

PART 480—ACQUISITION, 
PROTECTION, AND DISCLOSURE OF 
QUALITY IMPROVEMENT 
ORGANIZATION INFORMATION 

■ 55. The authority citation for part 480 
is revised to read as follows: 

Authority: 42 U.S.C. 1302 and 1395hh. 

■ 56. Section 480.111 is amended by 
revising paragraph (d) to read as 
follows: 

§ 480.111 QIO access to records and 
information of institutions and 
practitioners. 

* * * * * 
(d)(1) When submitting patient 

records to the QIO under this section, 
the institution or practitioner must do 
so consistent with the requirements in 
§ 476.78(c) and (d) of this chapter. 

(2) Reimbursement to an institution or 
practitioner for the cost of providing 
patient records is paid in accordance 
with § 476.78(e) of this chapter. 

PART 484—HOME HEALTH SERVICES 

■ 57. The authority citation for part 484 
continues to read as follows: 

Authority: 42 U.S.C. 1302 and 1395hh. 

■ 58. Section 484.265 is revised to read 
as follows: 

§ 484.265 Additional payment. 
An additional payment is made to a 

home health agency in accordance with 
§ 476.78 of this chapter for the costs of 
sending requested patient records to the 
QIO in electronic format, by facsimile, 
or by photocopying and mailing. 

PART 495—STANDARDS FOR THE 
ELECTRONIC HEALTH RECORD 
TECHNOLOGY INCENTIVE PROGRAM 

■ 59. The authority citation for part 495 
continues to read as follows: 

Authority: 42 U.S.C. 1302 and 1395hh. 

■ 60. Section 495.4 is amended in the 
definition of ‘‘EHR reporting period for 
a payment adjustment year’’ by adding 
paragraphs (2)(vi) and (3)(vi) to read as 
follows: 

§ 495.4 Definitions. 

* * * * * 
EHR reporting period for a payment 

adjustment year. * * * 
(2) * * * 
(vi) The following are applicable for 

2022: 
(A) If an eligible hospital has not 

successfully demonstrated it is a 
meaningful EHR user in a prior year, the 

EHR reporting period is any continuous 
90-day period within CY 2022 and 
applies for the FY 2023 and 2024 
payment adjustment years. For the FY 
2023 payment adjustment year, the EHR 
reporting period must end before and 
the eligible hospital must successfully 
register for and attest to meaningful use 
no later than October 1, 2022. 

(B) If in a prior year an eligible 
hospital has successfully demonstrated 
it is a meaningful EHR user, the EHR 
reporting period is any continuous 90- 
day period within CY 2022 and applies 
for the FY 2024 payment adjustment 
year. 

(3) * * * 
(vi) The following are applicable for 

2022: 
(A) If a CAH has not successfully 

demonstrated it is a meaningful EHR 
user in a prior year, the EHR reporting 
period is any continuous 90-day period 
within CY 2022 and applies for the FY 
2022 payment adjustment year. 

(B) If in a prior year a CAH has 
successfully demonstrated it is a 
meaningful EHR user, the EHR reporting 
period is any continuous 90-day period 
within CY 2022 and applies for the FY 
2022 payment adjustment year. 
* * * * * 

§ 495.20 [Amended] 

■ 61. Section 495.20 is amended— 
■ a. In paragraph (e)(5)(iii) by removing 
the reference ‘‘45 CFR 170.304(g)’’ and 
adding in its place the reference ‘‘45 
CFR 170.314(g)’’; and 
■ b. In paragraph (l)(11)(ii)(C)(1) by 
removing the reference ‘‘45 CFR 
107.314(b)(2)’’ and adding in its place 
the reference ‘‘45 CFR 170.314(b)(2)’’. 
■ 62. Section 495.24 to be amended by 
revising paragraph (e)(5)(iii)(B) and the 
paragraph (e)(6)(ii)(B) subject heading to 
read as follows: 

§ 495.24 Stage 3 meaningful use 
objectives and measures for EPs, eligible 
hospitals and CAHs for 2019 and 
subsequent years. 

* * * * * 
(e) * * * 
(5) * * * 
(iii) * * * 
(B) Query of prescription drug 

monitoring program (PDMP) measure. 
Subject to paragraph (e)(3) of this 
section, for at least one Schedule II 
opioid electronically prescribed using 
CEHRT during the EHR reporting 
period, the eligible hospital or CAH uses 
data from CEHRT to conduct a query of 
a Prescription Drug Monitoring Program 
(PDMP) for prescription drug history, 
except where prohibited and in 
accordance with applicable law. This 
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measure is worth 5 bonus points in CYs 
2019, 2020, and 2021. 
* * * * * 

(6) * * * 
(ii) * * * 
(B) Support electronic referral loops 

by receiving and reconciling health 
information measure. * * * 
* * * * * 
■ 63. Section 495.104 is amended by 
revising paragraphs (c)(5)(viii)(B) 
through (D) to read as follows: 

§ 495.104 Incentive payments to eligible 
hospitals. 

* * * * * 
(c) * * * 
(5) * * * 
(viii) * * * 
(B) 3⁄4 for FY 2019; 
(C) 1⁄2 for FY 2020; and 
(D) 1⁄4 for FY 2021. 

* * * * * 
Dated: August 31, 2020 

Seema Verma, 
Administrator, Centers for Medicare and 
Medicaid Services. 

Dated: September 1, 2020. 
Alex M. Azar II, 
Secretary, Department of Health and Human 
Services. 

Note: The following Addendum and 
Appendixes will not appear in the Code of 
Federal Regulations. 

Addendum—Schedule of Standardized 
Amounts, Update Factors, Rate of 
Increase- Percentages Effective With 
Cost Reporting Periods Beginning on or 
After October 1, 2020, and Payment 
Rates for LTCHs Effective for 
Discharges Occurring on or After 
October 1, 2020 

I. Summary and Background 

In this Addendum, we are setting forth a 
description of the methods and data we used 
to determine the prospective payment rates 
for Medicare hospital inpatient operating 
costs and Medicare hospital inpatient capital- 
related costs for FY 2021 for acute care 
hospitals. We also are setting forth the rate- 
of-increase percentage for updating the target 
amounts for certain hospitals excluded from 
the IPPS for FY 2021. We note that, because 
certain hospitals excluded from the IPPS are 
paid on a reasonable cost basis subject to a 
rate-of-increase ceiling (and not by the IPPS), 
these hospitals are not affected by the figures 
for the standardized amounts, offsets, and 
budget neutrality factors. Therefore, in this 
final rule, we are setting forth the rate-of- 
increase percentage for updating the target 
amounts for certain hospitals excluded from 
the IPPS that will be effective for cost 
reporting periods beginning on or after 
October 1, 2020. 

In addition, we are setting forth a 
description of the methods and data we used 
to determine the LTCH PPS standard Federal 
payment rate that will be applicable to 
Medicare LTCHs for FY 2021. 

In general, except for SCHs and MDHs, for 
FY 2021, each hospital’s payment per 
discharge under the IPPS is based on 100 
percent of the Federal national rate, also 
known as the national adjusted standardized 
amount. This amount reflects the national 
average hospital cost per case from a base 
year, updated for inflation. 

SCHs are paid based on whichever of the 
following rates yields the greatest aggregate 
payment: the Federal national rate 
(including, as discussed in section IV.G. of 
the preamble of this final rule, 
uncompensated care payments under section 
1886(r)(2) of the Act); the updated hospital- 
specific rate based on FY 1982 costs per 
discharge; the updated hospital-specific rate 
based on FY 1987 costs per discharge; the 
updated hospital-specific rate based on FY 
1996 costs per discharge; or the updated 
hospital-specific rate based on FY 2006 costs 
per discharge. 

Under section 1886(d)(5)(G) of the Act, 
MDHs historically were paid based on the 
Federal national rate or, if higher, the Federal 
national rate plus 50 percent of the difference 
between the Federal national rate and the 
updated hospital-specific rate based on FY 
1982 or FY 1987 costs per discharge, 
whichever was higher. However, section 
5003(a)(1) of Public Law 109–171 extended 
and modified the MDH special payment 
provision that was previously set to expire on 
October 1, 2006, to include discharges 
occurring on or after October 1, 2006, but 
before October 1, 2011. Under section 
5003(b) of Public Law 109–171, if the change 
results in an increase to an MDH’s target 
amount, we must rebase an MDH’s hospital 
specific rates based on its FY 2002 cost 
report. Section 5003(c) of Public Law 109– 
171 further required that MDHs be paid 
based on the Federal national rate or, if 
higher, the Federal national rate plus 75 
percent of the difference between the Federal 
national rate and the updated hospital 
specific rate. Further, based on the provisions 
of section 5003(d) of Public Law 109–171, 
MDHs are no longer subject to the 12-percent 
cap on their DSH payment adjustment factor. 
Section 50205 of the Bipartisan Budget Act 
of 2018 extended the MDH program for 
discharges on or after October 1, 2017 
through September 30, 2022. 

As discussed in section IV.B. of the 
preamble of this final rule, in accordance 
with section 1886(d)(9)(E) of the Act as 
amended by section 601 of the Consolidated 
Appropriations Act, 2016 (Pub. L. 114–113), 
for FY 2021, subsection (d) Puerto Rico 
hospitals will continue to be paid based on 
100 percent of the national standardized 
amount. Because Puerto Rico hospitals are 
paid 100 percent of the national standardized 
amount and are subject to the same national 
standardized amount as subsection (d) 
hospitals that receive the full update, our 
discussion later in this section does not 

include references to the Puerto Rico 
standardized amount or the Puerto Rico- 
specific wage index. 

As discussed in section II. of this 
Addendum, as we proposed, we are making 
we changes in the determination of the 
prospective payment rates for Medicare 
inpatient operating costs for acute care 
hospitals for FY 2021. In section III. of this 
Addendum, we discuss our policy changes 
for determining the prospective payment 
rates for Medicare inpatient capital-related 
costs for FY 2021. In section IV. of this 
Addendum, we are setting forth the rate-of- 
increase percentage for determining the rate- 
of-increase limits for certain hospitals 
excluded from the IPPS for FY 2021. In 
section V. of this Addendum, we discuss 
policy changes for determining the LTCH 
PPS standard Federal rate for LTCHs paid 
under the LTCH PPS for FY 2021. The tables 
to which we refer in the preamble of this 
final rule are listed in section VI. of this 
Addendum and are available via the internet 
on the CMS website. 

II. Changes to Prospective Payment Rates for 
Hospital Inpatient Operating Costs for Acute 
Care Hospitals for FY 2021 

The basic methodology for determining 
prospective payment rates for hospital 
inpatient operating costs for acute care 
hospitals for FY 2005 and subsequent fiscal 
years is set forth under § 412.64. The basic 
methodology for determining the prospective 
payment rates for hospital inpatient 
operating costs for hospitals located in Puerto 
Rico for FY 2005 and subsequent fiscal years 
is set forth under §§ 412.211 and 412.212. 
Below we discuss the factors we used to use 
for determining the prospective payment 
rates for FY 2021. 

In summary, the standardized amounts set 
forth in Tables 1A, 1B, and 1C that are listed 
and published in section VI. of this 
Addendum (and available via the internet on 
the CMS website) reflect— 

• Equalization of the standardized 
amounts for urban and other areas at the 
level computed for large urban hospitals 
during FY 2004 and onward, as provided for 
under section 1886(d)(3)(A)(iv)(II) of the Act. 

• The labor-related share that is applied to 
the standardized amounts to give the hospital 
the highest payment, as provided for under 
sections 1886(d)(3)(E) and 1886(d)(9)(C)(iv) 
of the Act. For FY 2021, depending on 
whether a hospital submits quality data 
under the rules established in accordance 
with section 1886(b)(3)(B)(viii) of the Act 
(hereafter referred to as a hospital that 
submits quality data) and is a meaningful 
EHR user under section 1886(b)(3)(B)(ix) of 
the Act (hereafter referred to as a hospital 
that is a meaningful EHR user), there are four 
possible applicable percentage increases that 
can be applied to the national standardized 
amount. We refer readers to section IV.B. of 
the preamble of this final rule for a complete 
discussion on the FY 2021 inpatient hospital 
update. The table that follows shows these 
four scenarios: 
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We note that section 1886(b)(3)(B)(viii) of 
the Act, which specifies the adjustment to 
the applicable percentage increase for 
‘‘subsection (d)’’ hospitals that do not submit 
quality data under the rules established by 
the Secretary, is not applicable to hospitals 
located in Puerto Rico. 

In addition, section 602 of Public Law 114– 
113 amended section 1886(n)(6)(B) of the Act 
to specify that Puerto Rico hospitals are 
eligible for incentive payments for the 
meaningful use of certified EHR technology, 
effective beginning FY 2016, and also to 
apply the adjustments to the applicable 
percentage increase under section 
1886(b)(3)(B)(ix) of the Act to Puerto Rico 
hospitals that are not meaningful EHR users, 
effective FY 2022. Accordingly, because the 
provisions of section 1886(b)(3)(B)(ix) of the 
Act are not applicable to hospitals located in 
Puerto Rico until FY 2022, the adjustments 
under this provision are not applicable for 
FY 2021. 

• An adjustment to the standardized 
amount to ensure budget neutrality for DRG 
recalibration and reclassification, as provided 
for under section 1886(d)(4)(C)(iii) of the Act. 

• An adjustment to ensure the wage index 
and labor-related share changes (depending 
on the fiscal year) are budget neutral, as 
provided for under section 1886(d)(3)(E)(i) of 
the Act (as discussed in the FY 2006 IPPS 
final rule (70 FR 47395) and the FY 2010 
IPPS final rule (74 FR 44005). We note that 
section 1886(d)(3)(E)(i) of the Act requires 
that when we compute such budget 
neutrality, we assume that the provisions of 
section 1886(d)(3)(E)(ii) of the Act (requiring 
a 62-percent labor-related share in certain 
circumstances) had not been enacted. 

• An adjustment to ensure the effects of 
geographic reclassification are budget 
neutral, as provided for under section 
1886(d)(8)(D) of the Act, by removing the FY 
2020 budget neutrality factor and applying a 
revised factor. 

• A positive adjustment of 0.5 percent in 
FYs 2019 through 2023 as required under 
section 414 of the MACRA. 

• An adjustment to ensure the effects of 
the Rural Community Hospital 
Demonstration program required under 
section 410A of Public Law 108–173 (as 
amended by sections 3123 and 10313 of 

Public Law 111–148, which extended the 
demonstration program for an additional 5 
years and section 15003 of Public Law 114– 
255), are budget neutral as required under 
section 410A(c)(2) of Public Law 108–173. 

• Beginning with FY 2021, as we 
proposed, we applied an adjustment to 
ensure the effects of the reasonable cost 
based payment for allogeneic hematopoietic 
stem cell acquisition costs under section 108 
of the Further Consolidated Appropriations 
Act, 2020 (Pub. L. 116–94), are budget 
neutral as required under section 108 of 
Public Law 116–94. 

• An adjustment to the standardized 
amount to implement in a budget neutral 
manner the increase in the wage index values 
for hospitals with a wage index value below 
the 25th percentile wage index value across 
all hospitals (as described in section III.N. of 
the preamble of this final rule). 

• As discussed in this section and in 
section III.2.d of the preamble of this final 
rule, an adjustment to the standardized 
amount (using our exceptions and 
adjustments authority under section 
1886(d)(5)(I)(i) of the Act) to implement in a 
budget neutral manner our transition for 
hospitals negatively impacted due to changes 
to the wage index (including the 
implementation of the revised OMB market 
labor delineations). We refer reader to section 
III.2.d. of the preamble of this final rule, for 
a detailed discussion. 

• An adjustment to remove the FY 2020 
outlier offset and apply an offset for FY 2021, 
as provided for in section 1886(d)(3)(B) of the 
Act. 

For FY 2021, consistent with current law, 
as we proposed, we applied the rural floor 
budget neutrality adjustment to hospital 
wage indexes. Also, consistent with section 
3141 of the Affordable Care Act, instead of 
applying a State-level rural floor budget 
neutrality adjustment to the wage index, we 
applied a uniform, national budget neutrality 
adjustment to the FY 2021 wage index for the 
rural floor, as we proposed. 

A. Calculation of the Adjusted Standardized 
Amount 

1. Standardization of Base-Year Costs or 
Target Amounts 

In general, the national standardized 
amount is based on per discharge averages of 
adjusted hospital costs from a base period 
(section 1886(d)(2)(A) of the Act), updated 
and otherwise adjusted in accordance with 
the provisions of section 1886(d) of the Act. 
The September 1, 1983 interim final rule (48 
FR 39763) contained a detailed explanation 
of how base-year cost data (from cost 
reporting periods ending during FY 1981) 
were established for urban and rural 
hospitals in the initial development of 
standardized amounts for the IPPS. 

Sections 1886(d)(2)(B) and 1886(d)(2)(C) of 
the Act require us to update base-year per 
discharge costs for FY 1984 and then 
standardize the cost data in order to remove 
the effects of certain sources of cost 
variations among hospitals. These effects 
include case-mix, differences in area wage 
levels, cost-of-living adjustments for Alaska 
and Hawaii, IME costs, and costs to hospitals 
serving a disproportionate share of low- 
income patients. 

For FY 2021, as we proposed, we are 
continuing to use the national labor-related 
and nonlabor-related shares (which are based 
on the 2014-based hospital market basket) 
that were used in FY 2020. Specifically, 
under section 1886(d)(3)(E) of the Act, the 
Secretary estimates, from time to time, the 
proportion of payments that are labor-related 
and adjusts the proportion (as estimated by 
the Secretary from time to time) of hospitals’ 
costs which are attributable to wages and 
wage-related costs of the DRG prospective 
payment rates. We refer to the proportion of 
hospitals’ costs that are attributable to wages 
and wage-related costs as the ‘‘labor-related 
share.’’ For FY 2021, as discussed in section 
III. of the preamble of this final rule, as we 
proposed, we are continuing to use a labor- 
related share of 68.3 percent for the national 
standardized amounts for all IPPS hospitals 
(including hospitals in Puerto Rico) that have 
a wage index value that is greater than 
1.0000. Consistent with section 1886(d)(3)(E) 
of the Act, as we proposed, we applied the 
wage index to a labor-related share of 62 
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percent of the national standardized amount 
for all IPPS hospitals (including hospitals in 
Puerto Rico) whose wage index values are 
less than or equal to 1.0000. 

The standardized amounts for operating 
costs appear in Tables 1A, 1B, and 1C that 
are listed and published in section VI. of the 
Addendum to this final rule and are available 
via the internet on the CMS website. 

Comment: A commenter asserted a 
calculation error regarding the treatment of 
transfers in setting the standardized amount 
in 1983 and that this alleged error impacts 
the FY 2021 standardized amount. This same 
commenter questioned if CMS had statutory 
authority to include transfers in the 
standardized amount for FY 2021. 

Response: We disagree with the 
commenter. The calculations of the 
standardized amounts since the inception of 
the IPPS have proceeded through notice and 
comment rulemaking, and there have been 
numerous statutory changes to the 
standardized amounts in the intervening 
years since the inception of the IPPS. There 
is no basis for a change to the standardized 
amount now in FY2021. 

Comment: Some commenters stated that 
CMS misinterpreted ATRA section 631 
recoupment related to FY 2017, and that 
CMS should apply a MS–DRG 
documentation and coding positive 
adjustment of 0.7 percentage points in 
addition to the 0.5 percentage point 
adjustment proposed. Some commenters 
believed that would stop the continuation of 
a recoupment adjustment that no longer 
serves any recoupment purpose. 

Response: We received similar comments 
on the ATRA requirements related to FY 
2017 in response to the FY 2020 proposed 
rule, and we refer readers to that response. 
(84 FR 42057). In addition, we refer readers 
to section II.C of this final rule for additional 
discussion. 

2. Computing the National Average 
Standardized Amount 

Section 1886(d)(3)(A)(iv)(II) of the Act 
requires that, beginning with FY 2004 and 
thereafter, an equal standardized amount be 
computed for all hospitals at the level 
computed for large urban hospitals during FY 
2003, updated by the applicable percentage 
update. Accordingly, as we proposed, we 
calculated the FY 2021 national average 
standardized amount irrespective of whether 
a hospital is located in an urban or rural 
location. 

3. Updating the National Average 
Standardized Amount 

Section 1886(b)(3)(B) of the Act specifies 
the applicable percentage increase used to 
update the standardized amount for payment 
for inpatient hospital operating costs. We 
note that, in compliance with section 404 of 
the MMA, as we proposed, we used the 2014- 
based IPPS operating and capital market 
baskets for FY 2021. As discussed in section 
IV.B. of the preamble of this final rule, in 
accordance with section 1886(b)(3)(B) of the 
Act, as amended by section 3401(a) of the 
Affordable Care Act, as we proposed, we 
reduced the FY 2021 applicable percentage 
increase (which for this final rule is based on 
IGI’s second quarter 2020 forecast of the 

2014-based IPPS market basket) by the MFP 
adjustment, as discussed elsewhere in this 
final rule. 

Based on IGI’s second quarter 2020 forecast 
of the hospital market basket increase (as 
discussed in Appendix B of this final rule), 
the forecast of the hospital market basket 
increase for FY 2021 for this final rule is 2.4 
percent. As discussed earlier, for FY 2021, 
depending on whether a hospital submits 
quality data under the rules established in 
accordance with section 1886(b)(3)(B)(viii) of 
the Act and is a meaningful EHR user under 
section 1886(b)(3)(B)(ix) of the Act, there are 
four possible applicable percentage increases 
that can be applied to the standardized 
amount. We refer readers to section IV.B. of 
the preamble of this final rule for a complete 
discussion on the FY 2021 inpatient hospital 
update to the standardized amount. We also 
refer readers to the previous table for the four 
possible applicable percentage increases that 
would be applied to update the national 
standardized amount. The standardized 
amounts shown in Tables 1A through 1C that 
are published in section VI. of this 
Addendum and that are available via the 
internet on the CMS website reflect these 
differential amounts. 

Although the update factors for FY 2021 
are set by law, we are required by section 
1886(e)(4) of the Act to recommend, taking 
into account MedPAC’s recommendations, 
appropriate update factors for FY 2021 for 
both IPPS hospitals and hospitals and 
hospital units excluded from the IPPS. 
Section 1886(e)(5)(A) of the Act requires that 
we publish our recommendations in the 
Federal Register for public comment. Our 
recommendation on the update factors is set 
forth in Appendix B of this final rule. 

4. Methodology for Calculation of the 
Average Standardized Amount 

The methodology we used to calculate the 
FY 2021 standardized amount is as follows: 

• To ensure we are only including 
hospitals paid under the IPPS in the 
calculation of the standardized amount, we 
applied the following inclusion and 
exclusion criteria: Include hospitals whose 
last four digits fall between 0001 and 0879 
(section 2779A1 of Chapter 2 of the State 
Operations Manual on the CMS website at: 
https://www.cms.gov/Regulations-and- 
Guidance/Guidance/Manuals/Downloads/ 
som107c02.pdf); exclude CAHs at the time of 
this final rule; exclude hospitals in Maryland 
(because these hospitals are paid under an all 
payer model under section 1115A of the Act); 
and remove PPS excluded- cancer hospitals 
that have a ‘‘V’’ in the fifth position of their 
provider number or a ‘‘E’’ or ‘‘F’’ in the sixth 
position. 

• As in the past, we adjusted the FY 2021 
standardized amount to remove the effects of 
the FY 2020 geographic reclassifications and 
outlier payments before applying the FY 
2021 updates. We then applied budget 
neutrality offsets for outliers and geographic 
reclassifications to the standardized amount 
based on FY 2021 payment policies. 

• We do not remove the prior year’s budget 
neutrality adjustments for reclassification 
and recalibration of the DRG relative weights 
and for updated wage data because, in 
accordance with sections 1886(d)(4)(C)(iii) 

and 1886(d)(3)(E) of the Act, estimated 
aggregate payments after updates in the DRG 
relative weights and wage index should equal 
estimated aggregate payments prior to the 
changes. If we removed the prior year’s 
adjustment, we would not satisfy these 
conditions. 

Budget neutrality is determined by 
comparing aggregate IPPS payments before 
and after making changes that are required to 
be budget neutral (for example, changes to 
MS–DRG classifications, recalibration of the 
MS–DRG relative weights, updates to the 
wage index, and different geographic 
reclassifications). We include outlier 
payments in the simulations because they 
may be affected by changes in these 
parameters. 

• Consistent with our methodology 
established in the FY 2011 IPPS/LTCH PPS 
final rule (75 FR 50422 through 50433), 
because IME Medicare Advantage payments 
are made to IPPS hospitals under section 
1886(d) of the Act, we believe these 
payments must be part of these budget 
neutrality calculations. However, we note 
that it is not necessary to include Medicare 
Advantage IME payments in the outlier 
threshold calculation or the outlier offset to 
the standardized amount because the statute 
requires that outlier payments be not less 
than 5 percent nor more than 6 percent of 
total ‘‘operating DRG payments,’’ which does 
not include IME and DSH payments. We refer 
readers to the FY 2011 IPPS/LTCH PPS final 
rule for a complete discussion on our 
methodology of identifying and adding the 
total Medicare Advantage IME payment 
amount to the budget neutrality adjustments. 

• Consistent with the methodology in the 
FY 2012 IPPS/LTCH PPS final rule, in order 
to ensure that we capture only fee-for-service 
claims, we are only including claims with a 
‘‘Claim Type’’ of 60 (which is a field on the 
MedPAR file that indicates a claim is an FFS 
claim). 

• Consistent with our methodology 
established in the FY 2017 IPPS/LTCH PPS 
final rule (81 FR 57277), in order to further 
ensure that we capture only FFS claims, we 
are excluding claims with a ‘‘GHOPAID’’ 
indicator of 1 (which is a field on the 
MedPAR file that indicates a claim is not an 
FFS claim and is paid by a Group Health 
Organization). 

• Consistent with our methodology 
established in the FY 2011 IPPS/LTCH PPS 
final rule (75 FR 50422 through 50423), we 
examine the MedPAR file and remove 
pharmacy charges for anti-hemophilic blood 
factor (which are paid separately under the 
IPPS) with an indicator of ‘‘3’’ for blood 
clotting with a revenue code of ‘‘0636’’ from 
the covered charge field for the budget 
neutrality adjustments. We also remove organ 
acquisition charges from the covered charge 
field for the budget neutrality adjustments 
because organ acquisition is a pass-through 
payment not paid under the IPPS. 

• The participation of hospitals under the 
BPCI (Bundled Payments for Care 
Improvement) Advanced model started on 
October 1, 2018. The BPCI Advanced model, 
tested under the authority of section 3021 of 
the Affordable Care Act (codified at section 
1115A of the Act), is comprised of a single 
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payment and risk track, which bundles 
payments for multiple services beneficiaries 
receive during a Clinical Episode. Acute care 
hospitals may participate in the BPCI 
Advanced model in one of two capacities: As 
a model Participant or as a downstream 
Episode Initiator. Regardless of the capacity 
in which they participate in the BPCI 
Advanced model, participating acute care 
hospitals will continue to receive IPPS 
payments under section 1886(d) of the Act. 
Acute care hospitals that are Participants also 
assume financial and quality performance 
accountability for Clinical Episodes in the 
form of a reconciliation payment. For 
additional information on the BPCI 
Advanced model, we refer readers to the 
BPCI Advanced web page on the CMS Center 
for Medicare and Medicaid Innovation’s 
website at: https://innovation.cms.gov/ 
initiatives/bpci-advanced/. 

For FY 2021, consistent with how we 
treated hospitals that participated in the BPCI 
Advanced Model in the FY 2020 IPPS/LTCH 
PPS final rule (84 FR 42620), as we proposed, 
we are including all applicable data from 
subsection (d) hospitals participating in the 
BPCI Advanced model in our IPPS payment 
modeling and ratesetting calculations. We 
believe it is appropriate to include all 
applicable data from the subsection (d) 
hospitals participating in the BPCI Advanced 
model in our IPPS payment modeling and 
ratesetting calculations because these 
hospitals are still receiving IPPS payments 
under section 1886(d) of the Act. For the 
same reasons, as we also proposed, we 
included all applicable data from subsection 
(d) hospitals participating in the 
Comprehensive Care for Joint Replacement 
(CJR) Model in our IPPS payment modeling 
and ratesetting calculations. 

• Consistent with our methodology 
established in the FY 2013 IPPS/LTCH PPS 
final rule (77 FR 53687 through 53688), we 
believe that it is appropriate to include 
adjustments for the Hospital Readmissions 
Reduction Program and the Hospital VBP 
Program (established under the Affordable 
Care Act) within our budget neutrality 
calculations. 

Both the hospital readmissions payment 
adjustment (reduction) and the hospital VBP 
payment adjustment (redistribution) are 
applied on a claim-by-claim basis by 
adjusting, as applicable, the base-operating 
DRG payment amount for individual 
subsection (d) hospitals, which affects the 
overall sum of aggregate payments on each 
side of the comparison within the budget 
neutrality calculations. 

In order to properly determine aggregate 
payments on each side of the comparison, 
consistent with the approach we have taken 
in prior years, for FY 2021, as we proposed, 
we are continuing to apply a proxy based on 
the prior fiscal year hospital readmissions 
payment adjustment (for FY 2021 this would 
be FY 2020 final adjustment factors from 
Table 15 of the FY 2020 IPPS/LTCH final 
rule) and a proxy based on the prior fiscal 
year hospital VBP payment adjustment (for 
FY 2021 this would be FY 2020 final 
adjustment factors from Table 16B of the FY 
2020 IPPS/LTCH final rule) on each side of 
the comparison, consistent with the 

methodology that we adopted in the FY 2013 
IPPS/LTCH PPS final rule (77 FR 53687 
through 53688). That is, as we proposed, we 
applied a proxy readmissions payment 
adjustment factor and a proxy hospital VBP 
payment adjustment factor from the prior 
final rule on both sides of our comparison of 
aggregate payments when determining all 
budget neutrality factors described in section 
II.A.4. of this Addendum. 

• The Affordable Care Act also established 
section 1886(r) of the Act, which modifies 
the methodology for computing the Medicare 
DSH payment adjustment beginning in FY 
2014. Beginning in FY 2014, IPPS hospitals 
receiving Medicare DSH payment 
adjustments receive an empirically justified 
Medicare DSH payment equal to 25 percent 
of the amount that would previously have 
been received under the statutory formula set 
forth under section 1886(d)(5)(F) of the Act 
governing the Medicare DSH payment 
adjustment. In accordance with section 
1886(r)(2) of the Act, the remaining amount, 
equal to an estimate of 75 percent of what 
otherwise would have been paid as Medicare 
DSH payments, reduced to reflect changes in 
the percentage of individuals who are 
uninsured and any additional statutory 
adjustment, will be available to make 
additional payments to Medicare DSH 
hospitals based on their share of the total 
amount of uncompensated care reported by 
Medicare DSH hospitals for a given time 
period. In order to properly determine 
aggregate payments on each side of the 
comparison for budget neutrality, prior to FY 
2014, we included estimated Medicare DSH 
payments on both sides of our comparison of 
aggregate payments when determining all 
budget neutrality factors described in section 
II.A.4. of this Addendum. 

To do this for FY 2021 (as we did for the 
last 7 fiscal years), as we proposed, we 
included estimated empirically justified 
Medicare DSH payments that will be paid in 
accordance with section 1886(r)(1) of the Act 
and estimates of the additional 
uncompensated care payments made to 
hospitals receiving Medicare DSH payment 
adjustments as described by section 
1886(r)(2) of the Act. That is, we considered 
estimated empirically justified Medicare DSH 
payments at 25 percent of what would 
otherwise have been paid, and also the 
estimated additional uncompensated care 
payments for hospitals receiving Medicare 
DSH payment adjustments on both sides of 
our comparison of aggregate payments when 
determining all budget neutrality factors 
described in section II.A.4. of this 
Addendum. 

• When calculating total payments for 
budget neutrality, to determine total 
payments for SCHs, we model total hospital- 
specific rate payments and total Federal rate 
payments and then include whichever one of 
the total payments is greater. As discussed in 
section IV.G. of the preamble to this final rule 
and later in this section, we are continuing 
to use the FY 2014 finalized methodology 
under which we take into consideration 
uncompensated care payments in the 
comparison of payments under the Federal 
rate and the hospital-specific rate for SCHs. 
Therefore, we included estimated 

uncompensated care payments in this 
comparison. 

Similarly, for MDHs, as discussed in 
section IV.G. of the preamble of this final 
rule, when computing payments under the 
Federal national rate plus 75 percent of the 
difference between the payments under the 
Federal national rate and the payments under 
the updated hospital-specific rate, as we 
proposed, we continued to take into 
consideration uncompensated care payments 
in the computation of payments under the 
Federal rate and the hospital-specific rate for 
MDHs. 

• As we proposed, we included an 
adjustment to the standardized amount for 
those hospitals that are not meaningful EHR 
users in our modeling of aggregate payments 
for budget neutrality for FY 2021. Similar to 
FY 2020, we are including this adjustment 
based on data on the prior year’s 
performance. Payments for hospitals will be 
estimated based on the applicable 
standardized amount in Tables 1A and 1B for 
discharges occurring in FY 2021. 

• In our determination of all budget 
neutrality factors described in section II.A.4. 
of this Addendum, we used transfer-adjusted 
discharges. Specifically, we calculated the 
transfer-adjusted discharges using the 
statutory expansion of the postacute care 
transfer policy to include discharges to 
hospice care by a hospice program as 
discussed in section IV.A.2.b. of the 
preamble of this final rule. 

We finally note that the wage index value 
is calculated and assigned to a hospital based 
on the hospital’s labor market area. Under 
section 1886(d)(3)(E) of the Act, beginning 
with FY 2005, we delineate hospital labor 
market areas based on the Core-Based 
Statistical Areas (CBSAs) established by the 
Office of Management and Budget (OMB). 
The current statistical areas used in FY 2020 
are based on OMB standards published on 
February 28, 2013 (79 FR 49951) and Census 
2010 data and Census Bureau population 
estimates for 2014 and 2015 (OMB Bulletin 
No. 17–01). As stated in section II.D.2. of the 
preamble to this final rule, on April 10, 2018 
OMB issued OMB Bulletin No. 18–03 which 
superseded the August 15, 2017 OMB 
Bulletin No. 17–01. On September 14, 2018, 
OMB issued OMB Bulletin No. 18–04 which 
superseded the April 10, 2018 OMB Bulletin 
No. 18–03. These bulletins established 
revised delineations for Metropolitan 
Statistical Areas, Micropolitan Statistical 
Areas, and Combined Statistical Areas, and 
provided guidance on the use of the 
delineations of these statistical areas. A copy 
of OMB Bulletin No. 18–04 may be obtained 
at https://www.whitehouse.gov/wp-content/ 
uploads/2018/09/Bulletin-18-04.pdf. (We 
note, on March 6, 2020 OMB issued OMB 
Bulletin 20–01 (available on the web at 
https://www.whitehouse.gov/wp-content/ 
uploads/2020/03/Bulletin-20-01.pdf), and as 
discussed in the preamble, this bulletin was 
not issued in time for development of the FY 
2021 IPPS/LTCH PPS proposed rule.) 

In section III.A.2. of the preamble to this 
final rule, as we proposed, we are 
implementing the revised OMB delineations 
as described in the September 14, 2018 OMB 
Bulletin No. 18–04, effective October 1, 2020 
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beginning with the FY 2021 IPPS wage index. 
Consistent with our adoption of the revised 
OMB delineations, in order to properly 
determine aggregate payments on each side 
of the comparison for our budget neutrality 
calculations, as we proposed, we used wage 
indexes based on the new OMB delineations 
in the determination of all of the budget 
neutrality factors discussed in this section. 
We also note that, consistent with past 
practice as finalized in the FY 2005 IPPS 
final rule (69 FR 49034), we are not adopting 
the revised OMB delineations themselves in 
a budget neutral manner. We continue to 
believe that the revision to the labor market 
areas in and of itself does not constitute an 
‘‘adjustment or update’’ to the adjustment for 
area wage differences, as provided under 
section 1886(d)(3)(E) of the Act. 

a. Recalibration of MS–DRG Relative Weights 

Section 1886(d)(4)(C)(iii) of the Act 
specifies that, beginning in FY 1991, the 
annual DRG reclassification and recalibration 
of the relative weights must be made in a 
manner that ensures that aggregate payments 
to hospitals are not affected. As discussed in 
section II.G. of the preamble of this rule, we 
normalized the recalibrated MS–DRG relative 
weights by an adjustment factor so that the 
average case relative weight after 
recalibration is equal to the average case 
relative weight prior to recalibration. 
However, equating the average case relative 
weight after recalibration to the average case 
relative weight before recalibration does not 
necessarily achieve budget neutrality with 
respect to aggregate payments to hospitals 
because payments to hospitals are affected by 
factors other than average case relative 
weight. Therefore, as we have done in past 
years, as we proposed, we are making a 
budget neutrality adjustment to ensure that 
the requirement of section 1886(d)(4)(C)(iii) 
of the Act is met. 

For FY 2021, to comply with the 
requirement that MS–DRG reclassification 
and recalibration of the relative weights be 
budget neutral for the standardized amount 
and the hospital-specific rates, we used FY 
2019 discharge data to simulate payments 
and compared the following: 

• Aggregate payments using the FY 2020 
labor-related share percentages, the revised 
OMB labor market area delineations for FY 
2021, the FY 2020 relative weights, and the 
FY 2020 pre-reclassified wage data, and 
applied the FY 2021 hospital readmissions 
payment adjustments and estimated FY 2021 
hospital VBP payment adjustments; and 

• Aggregate payments using the FY 2020 
labor-related share percentages, the revised 
OMB labor market area delineations for FY 
2021, the FY 2021 relative weights, and the 
FY 2020 pre-reclassified wage data, and 
applied the FY 2021 hospital readmissions 
payment adjustments and estimated FY 2021 
hospital VBP payment adjustments applied 
previously. (We note that these FY 2021 
relative weights reflect our temporary 
measure for FY 2021, as discussed in section 
II.G. of the preamble of this final rule, to set 
the FY 2021 relative weight for MS–DRG 215 
equal to the average of the FY 2020 relative 
weight and the otherwise applicable FY 2021 
relative weight). Because this payment 
simulation uses the FY 2021 relative weights, 

consistent with our policy in section IV.I. of 
the preamble to this final rule, we applied 
the adjustor for certain CAR T-cell therapy 
cases in our simulation of these payments. 
(As discussed in section II.E.2.b. of the 
preamble of this final rule, we also calculated 
an adjustment to account for certain CAR T- 
cell therapy cases in calculating the FY 2021 
relative weights and for purposes of budget 
neutrality and outlier simulations.) We note 
that because the simulations of payments for 
all of the budget neutrality factors discussed 
in this section also use the FY 2021 relative 
weights, as we proposed, we applied the 
adjustor for certain CAR T-cell therapy cases 
in all simulations of payments for the budget 
neutrality factors discussed later in this 
section. We refer the reader to section IV.I. 
of the preamble of this final rule for a 
complete discussion on the adjustor for 
certain CAR T-cell therapy cases and to 
section II.E.2.b. of the preamble of this final 
rule, for a complete discussion of the 
adjustment to the FY 2021 relative weights to 
account for certain CAR T-cell therapy cases. 

Based on this comparison, we computed a 
budget neutrality adjustment factor and 
applied this factor to the standardized 
amount. As discussed in section IV. of this 
Addendum, as we proposed, we applied the 
MS–DRG reclassification and recalibration 
budget neutrality factor to the hospital- 
specific rates that are effective for cost 
reporting periods beginning on or after 
October 1, 2020. Please see the table later in 
this section setting forth each of the FY 2021 
budget neutrality factors. 

Comments: Some commenters requested 
that CMS revisit the MS–DRG recalibration 
process to determine reasons for negative 
impacts on rural hospitals generally, and 
hospitals designated as RRCs, SCHs, and 
MDHs based on the proposed rule’s impact 
table and past final rules’ table. Some 
commenters requested a special adjustment 
to prevent significant losses from the MS– 
DRG recalibration process, which the 
commenters asserted has had an ongoing 
negative impact. 

Response: We thank the commenters for 
their input and suggestion. For a discussion 
of the estimated impact table, we refer the 
reader to the Appendix of this final rule. For 
this final rule, as noted previously, we are 
making a budget neutrality adjustment to 
ensure that the requirement of section 
1886(d)(4)(C)(iii) of the Act is met. We 
believe we have applied this budget 
neutrality adjustment appropriately. 

b. Updated Wage Index—Budget Neutrality 
Adjustment 

Section 1886(d)(3)(E)(i) of the Act requires 
us to update the hospital wage index on an 
annual basis beginning October 1, 1993. This 
provision also requires us to make any 
updates or adjustments to the wage index in 
a manner that ensures that aggregate 
payments to hospitals are not affected by the 
change in the wage index. Section 
1886(d)(3)(E)(i) of the Act requires that we 
implement the wage index adjustment in a 
budget neutral manner. However, section 
1886(d)(3)(E)(ii) of the Act sets the labor- 
related share at 62 percent for hospitals with 
a wage index less than or equal to 1.0000, 
and section 1886(d)(3)(E)(i) of the Act 

provides that the Secretary shall calculate the 
budget neutrality adjustment for the 
adjustments or updates made under that 
provision as if section 1886(d)(3)(E)(ii) of the 
Act had not been enacted. In other words, 
this section of the statute requires that we 
implement the updates to the wage index in 
a budget neutral manner, but that our budget 
neutrality adjustment should not take into 
account the requirement that we set the 
labor-related share for hospitals with wage 
indexes less than or equal to 1.0000 at the 
more advantageous level of 62 percent. 
Therefore, for purposes of this budget 
neutrality adjustment, section 1886(d)(3)(E)(i) 
of the Act prohibits us from taking into 
account the fact that hospitals with a wage 
index less than or equal to 1.0000 are paid 
using a labor-related share of 62 percent. 
Consistent with current policy, for FY 2021, 
as we proposed, we are adjusting 100 percent 
of the wage index factor for occupational 
mix. We describe the occupational mix 
adjustment in section III.E. of the preamble 
of this final rule. 

To compute a budget neutrality adjustment 
factor for wage index and labor-related share 
percentage changes, we used FY 2019 
discharge data to simulate payments and 
compared the following: 

• Aggregate payments using the revised 
OMB labor market area delineations for FY 
2021, the FY 2021 relative weights and the 
FY 2020 pre-reclassified wage indexes, 
applied the FY 2020 labor-related share of 
68.3 percent to all hospitals (regardless of 
whether the hospital’s wage index was above 
or below 1.0000), and applied the FY 2021 
hospital readmissions payment adjustment 
and the estimated FY 2021 hospital VBP 
payment adjustment; and 

• Aggregate payments using the revised 
OMB labor market area delineations for FY 
2021, the FY 2021 relative weights and the 
FY 2021 pre-reclassified wage indexes, 
applied the labor-related share for FY 2021 
of 68.3 percent to all hospitals (regardless of 
whether the hospital’s wage index was above 
or below 1.0000), and applied the same FY 
2021 hospital readmissions payment 
adjustments and estimated FY 2021 hospital 
VBP payment adjustments applied 
previously. 

In addition, we applied the MS–DRG 
reclassification and recalibration budget 
neutrality adjustment factor (derived in the 
first step) to the payment rates that were used 
to simulate payments for this comparison of 
aggregate payments from FY 2020 to FY 
2021. Based on this comparison, we 
computed a budget neutrality adjustment 
factor and applied this factor to the 
standardized amount for changes to the wage 
index. Please see the table later in this 
section for a summary of the FY 2021 budget 
neutrality factors. 

c. Reclassified Hospitals—Budget Neutrality 
Adjustment 

Section 1886(d)(8)(B) of the Act provides 
that certain rural hospitals are deemed urban. 
In addition, section 1886(d)(10) of the Act 
provides for the reclassification of hospitals 
based on determinations by the MGCRB. 
Under section 1886(d)(10) of the Act, a 
hospital may be reclassified for purposes of 
the wage index. 
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Under section 1886(d)(8)(D) of the Act, the 
Secretary is required to adjust the 
standardized amount to ensure that aggregate 
payments under the IPPS after 
implementation of the provisions of sections 
1886(d)(8)(B) and (C) and 1886(d)(10) of the 
Act are equal to the aggregate prospective 
payments that would have been made absent 
these provisions. We note, with regard to the 
requirement under section 1886(d)(8)(C)(iii) 
of the Act, as finalized in the FY 2020 IPPS/ 
LTCH PPS final rule (84 FR 42333 through 
42336), we excluded the wage data of urban 
hospitals that have reclassified as rural under 
section 1886(d)(8)(E) of the Act (as 
implemented in § 412.103) from the 
calculation of ‘‘the wage index for rural areas 
in the State in which the county is located.’’ 
We refer the reader to the FY 2015 IPPS final 
rule (79 FR 50371 and 50372) for a complete 
discussion regarding the requirement of 
section 1886(d)(8)(C)(iii) of the Act. We 
further note that the wage index adjustments 
provided for under section 1886(d)(13) of the 
Act are not budget neutral. Section 
1886(d)(13)(H) of the Act provides that any 
increase in a wage index under section 
1886(d)(13) of the Act shall not be taken into 
account in applying any budget neutrality 
adjustment with respect to such index under 
section 1886(d)(8)(D) of the Act. To calculate 
the budget neutrality adjustment factor for 
FY 2021, we used FY 2019 discharge data to 
simulate payments and compared the 
following: 

• Aggregate payments using the FY 2021 
labor-related share percentages, the revised 
OMB labor market area delineations for FY 
2021, the FY 2021 relative weights, and the 
FY 2021 wage data prior to any 
reclassifications under sections 1886(d)(8)(B) 
and (C) and 1886(d)(10) of the Act, and 
applied the FY 2021 hospital readmissions 
payment adjustments and the estimated FY 
2021 hospital VBP payment adjustments; and 

• Aggregate payments using the FY 2021 
labor-related share percentages, the revised 
OMB labor market area delineations for FY 
2021, the FY 2021 relative weights, and the 
FY 2021 wage data after such 
reclassifications, and applied the same FY 
2021 hospital readmissions payment 
adjustments and the estimated FY 2021 
hospital VBP payment adjustments applied 
previously. 

We note that the reclassifications applied 
under the second simulation and comparison 
are those listed in Table 2 associated with 
this final rule, which is available via the 
internet on the CMS website. This table 
reflects reclassification crosswalks for FY 
2021, and applies the policies explained in 
section III. of the preamble of this final rule. 
Based on this comparison, we computed a 
budget neutrality adjustment factor and 
applied this factor to the standardized 
amount to ensure that the effects of these 
provisions are budget neutral, consistent 
with the statute. Please see the table later in 
this section for a summary of the FY 2021 
budget neutrality factors. 

The FY 2021 budget neutrality adjustment 
factor was applied to the standardized 
amount after removing the effects of the FY 
2020 budget neutrality adjustment factor. We 
note that the FY 2021 budget neutrality 

adjustment reflects FY 2021 wage index 
reclassifications approved by the MGCRB or 
the Administrator at the time of development 
of this final rule. 

d. Rural Floor—Budget Neutrality 
Adjustment 

Under § 412.64(e)(4), we make an 
adjustment to the wage index to ensure that 
aggregate payments after implementation of 
the rural floor under section 4410 of the BBA 
(Pub. L. 105–33) is equal to the aggregate 
prospective payments that would have been 
made in the absence of this provision. 
Consistent with section 3141 of the 
Affordable Care Act and as discussed in 
section III.G. of the preamble of this final rule 
and codified at § 412.64(e)(4)(ii), the budget 
neutrality adjustment for the rural floor is a 
national adjustment to the wage index. We 
note, as finalized in the FY 2020 IPPS/LTCH 
final rule (84 FR 42332 through 42336), for 
FY 2021 we are calculating the rural floor 
without including the wage data of urban 
hospitals that have reclassified as rural under 
section 1886(d)(8)(E) of the Act (as 
implemented in § 412.103). 

Similar to our calculation in the FY 2015 
IPPS/LTCH PPS final rule (79 FR 50369 
through 50370), for FY 2021, as we proposed, 
we calculated a national rural Puerto Rico 
wage index. Because there are no rural Puerto 
Rico hospitals with established wage data, 
our calculation of the FY 2021 rural Puerto 
Rico wage index is based on the policy 
adopted in the FY 2008 IPPS final rule with 
comment period (72 FR 47323). That is, we 
use the unweighted average of the wage 
indexes from all CBSAs (urban areas) that are 
contiguous (share a border with) to the rural 
counties to compute the rural floor (72 FR 
47323; 76 FR 51594). Under the OMB labor 
market area delineations, except for Arecibo, 
Puerto Rico (CBSA 11640), all other Puerto 
Rico urban areas are contiguous to a rural 
area. Therefore, based on our existing policy, 
the FY 2021 rural Puerto Rico wage index is 
calculated based on the average of the FY 
2021 wage indexes for the following urban 
areas: Aguadilla-Isabela, PR (CBSA 10380); 
Guayama, PR (CBSA 25020); Mayaguez, PR 
(CBSA 32420); Ponce, PR (CBSA 38660); San 
German, PR (CBSA 41900); and San Juan- 
Carolina-Caguas, PR (CBSA 41980). 

To calculate the national rural floor budget 
neutrality adjustment factor, we used FY 
2019 discharge data to simulate payments, 
the revised OMB labor market area 
delineations for FY 2021 and the post- 
reclassified national wage indexes and 
compared the following: 

• National simulated payments without 
the rural floor; and 

• National simulated payments with the 
rural floor. 

Based on this comparison, we determined 
a national rural floor budget neutrality 
adjustment factor. The national adjustment 
was applied to the national wage indexes to 
produce rural floor budget neutral wage 
indexes. Please see the table later in this 
section for a summary of the FY 2021 budget 
neutrality factors. 

Comment: A commenter opposed the 
application of the nationwide rural floor 
budget neutrality adjustment 

Response: In accordance with section 3141 
of the Affordable Care Act, instead of 
applying a State-level rural floor budget 
neutrality adjustment to the wage index, we 
are required to apply a uniform, national 
budget neutrality adjustment to the FY 2021 
wage index for the rural floor. 

e. Rural Community Hospital Demonstration 
Program Adjustment 

In section IV.O. of the preamble of this 
final rule, we discuss the Rural Community 
Hospital Demonstration program, which was 
originally authorized for a 5-year period by 
section 410A of the Medicare Prescription 
Drug, Improvement, and Modernization Act 
of 2003 (MMA) (Pub. L. 108–173), and 
extended for another 5-year period by 
sections 3123 and 10313 of the Affordable 
Care Act (Pub. L. 111–148). Subsequently, 
section 15003 of the 21st Century Cures Act 
(Pub. L. 114–255), enacted December 13, 
2016, amended section 410A of Public Law 
108–173 to require a 10-year extension 
period (in place of the 5-year extension 
required by the Affordable Care Act, as 
further discussed later in this section). We 
make an adjustment to the standardized 
amount to ensure the effects of the Rural 
Community Hospital Demonstration program 
are budget neutral as required under section 
410A(c)(2) of Public Law 108–173. We refer 
readers to section IV.O. of the preamble of 
this final rule for complete details regarding 
the Rural Community Hospital 
Demonstration. 

With regard to budget neutrality, as 
mentioned earlier, we make an adjustment to 
the standardized amount to ensure the effects 
of the Rural Community Hospital 
Demonstration are budget neutral, as 
required under section 410A(c)(2) of Public 
Law 108–173. For FY 2021, based on the 
latest data for this final rule, the total amount 
that we are applying to make an adjustment 
to the standardized amounts to ensure the 
effects of the Rural Community Hospital 
Demonstration program are budget neutral is 
$39,825,670.Accordingly, using the most 
recent data available to account for the 
estimated costs of the demonstration 
program, for FY 2021, we computed a factor 
for the Rural Community Hospital 
Demonstration budget neutrality adjustment 
that will be applied to the standardized 
amount. Please see the table later in this 
section for a summary of the FY 2021 budget 
neutrality factors. We refer readers to section 
IV.O. of the preamble of this final rule on 
complete details regarding the calculation of 
the amount we are applying to make an 
adjustment to the standardized amounts. 

f. Stem Cell Acquisition Reasonable Cost 
Based Payment Budget Neutrality 
Adjustment 

In section IV.H. of the preamble of this 
final rule, we discuss the reasonable cost 
based payment for allogeneic hematopoietic 
stem cell acquisition costs beginning in FY 
2021. Section 108 of the Further 
Consolidated Appropriations Act, 2020 
requires that, for cost reporting periods 
beginning on or after October 1, 2020, in the 
case of a subsection (d) hospital that 
furnishes an allogeneic hematopoietic stem 
cell transplant, payment to such hospital for 
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hematopoietic stem cell acquisition shall be 
made on a reasonable cost basis, and also 
requires that, beginning in FY 2021, the 
payments made based on reasonable cost for 
the acquisition costs of allogeneic 
hematopoietic stem cells be made in a budget 
neutral manner. That is, under section 
1886(d)(4)(C)(iii) of the Act as amended by 
section 108 of the Further Consolidated 
Appropriations Act, 2020, beginning with FY 
2021, the reasonable cost based payments for 
allogeneic hematopoietic stem cell 
acquisition costs are to be made in a manner 
that assures that the aggregate IPPS payments 
for discharges in the fiscal year are not 
greater or less than those that would have 
been made without such payments. With 
regard to budget neutrality, we proposed to 
make an adjustment to the standardized 
amount to ensure the effects of the reasonable 
cost-based payments for allogeneic 
hematopoietic stem cell acquisition costs are 
budget neutral, as required under section 
1886(d)(4)(C)(iii) of the Act as amended by 
section 108 of Public Law 116–94. For FY 
2021, based on the most recent data available 
for the proposed rule, the total amount that 
we proposed to apply to make an adjustment 
to the standardized amounts to ensure that 
the reasonable cost based payments for 
allogeneic hematopoietic stem cell 
acquisition costs are budget neutral was 
$15,865,374. Using the more recent data 
available for this final rule, we updated the 
total amount to $16,167,790.60. Accordingly, 
for FY 2021 we computed a final budget 
neutrality adjustment that we applied to the 
standardized amounts for FY 2021. Please see 
the table later in this section setting forth 
each of the FY 2021 budget neutrality factors. 
We refer readers to section IV.H. of the 
preamble of this final rule for further details 
regarding the calculation of the estimated 
amount of reasonable cost based payments 
for allogeneic hematopoietic stem cell 
acquisition costs that we are using to make 
an adjustment to the standardized amount for 
FY 2021. 

g. Continuation of the Low Wage Index 
Hospital Policy—Budget Neutrality 
Adjustment 

As discussed in section III.G.3. of the 
preamble of this final rule, we are continuing 
the wage index policy finalized in the FY 
2020 IPPS/LTCH PPS final rule to address 
wage index disparities by increasing the 
wage index values for hospitals with a wage 
index value below the 25th percentile wage 
index value across all hospitals (the low 
wage index hospital policy). As discussed in 
the FY 2020 IPPS/LTCH final rule (84 FR 
42332), consistent with our current 
methodology for implementing wage index 
budget neutrality under section 1886(d)(3)(E) 
of the Act, we are making a budget neutrality 
adjustment to the national standardized 
amount for all hospitals so that the increase 

in the wage index for hospitals with a wage 
index below the 25th percentile wage index, 
is implemented in a budget neutral manner. 

To calculate this budget neutrality 
adjustment factor for FY 2021, we used FY 
2019 discharge data to simulate payments 
and compared the following: 

• Aggregate payments using the FY 2021 
labor-related share percentages, the revised 
OMB labor market area delineations for FY 
2021, the FY 2021 relative weights, and the 
FY 2021 wage index for each hospital before 
adjusting the wage indexes under the low 
wage index hospital policy but without the 
5 percent cap, and applied the FY 2021 
hospital readmissions payment adjustments 
and the estimated FY 2021 hospital VBP 
payment adjustments, and the operating 
outlier reconciliation adjusted outlier 
percentage discussed later in this section; 
and 

• Aggregate payments using the FY 2021 
labor-related share percentages, the revised 
OMB labor market area delineations for FY 
2021, the FY 2021 relative weights, and the 
FY 2021 wage index for each hospital after 
adjusting the wage indexes under the low 
wage index hospital policy but without the 
5 percent cap, and applied the same FY 2021 
hospital readmissions payment adjustments 
and the estimated FY 2021 hospital VBP 
payment adjustments applied previously, 
and the operating outlier reconciliation 
adjusted outlier percentage discussed later in 
this section. 

This FY 2021 budget neutrality adjustment 
factor was applied to the standardized 
amount. Please see the table later in this 
section setting forth each of the FY 2021 
budget neutrality factors. 

For a discussion of public comments on 
this policy, we refer the reader to section 
III.G.3. of the preamble of this final rule. 

h. Transition Budget Neutrality Adjustment 

In section III.A.2. of the preamble to this 
final rule, as we proposed, we are 
implementing the revised OMB delineations 
as described in the September 14, 2018 OMB 
Bulletin No. 18–04, effective October 1, 2020 
beginning with the FY 2021 IPPS wage index. 
As we further stated in section III.A.2. of the 
preamble of this final rule, while the revised 
OMB delineations in the OMB bulletin (OMB 
Bulletin 18–04) are not based on new census 
data, there were some material changes in the 
OMB delineations. In accordance with our 
past practice of implementing transition 
policies to help mitigate negative impacts on 
hospitals of certain wage index policies, we 
stated that, in adopting the revised OMB 
delineations, it would be appropriate to 
implement a transition policy since, as 
mentioned previously, some of these 
revisions are material, and may negatively 
impact payments to hospitals. As we stated 
in section III.A.2. of the preamble of this final 
rule, we believe applying a 5-percent cap on 

any decrease in a hospital’s wage index from 
the hospital’s final wage index from the prior 
fiscal year, as we did for FY 2020, is an 
appropriate transition for FY 2021 for the 
revised OMB delineations. We refer the 
reader to section III.A.2. of the preamble to 
this final rule for a complete discussion on 
the rationale of this transition. 

For FY 2021, as we proposed, we are using 
our exceptions and adjustments authority 
under section 1886(d)(5)(I)(i) of the Act to 
apply a budget neutrality adjustment to the 
standardized amount so that our transition 
for hospitals negatively impacted is 
implemented in a budget neutral manner. We 
refer readers to section III.A.2. of the 
preamble of this final rule for a complete 
discussion regarding this policy. To calculate 
a transition budget neutrality adjustment 
factor for FY 2021, we used FY 2019 
discharge data to simulate payments and 
compared the following: 

• Aggregate payments without the 5- 
percent cap using the FY 2021 labor-related 
share percentages, the revised OMB labor 
market area delineations for FY 2021, the FY 
2021 relative weights, the FY 2021 wage 
index for each hospital after adjusting the 
wage indexes under the low wage index 
hospital policy with the associated budget 
neutrality adjustment to the standardized 
amount, and applied the FY 2021 hospital 
readmissions payment adjustments and the 
estimated FY 2021 hospital VBP payment 
adjustments, and the operating outlier 
reconciliation adjusted outlier percentage; 
and 

• Aggregate payments with the 5-percent 
cap using the FY 2021 labor-related share 
percentages, the revised OMB labor market 
area delineations for FY 2021, the FY 2021 
relative weights, the FY 2021 wage index for 
each hospital after adjusting the wage 
indexes under the low wage index hospital 
policy with the associated budget neutrality 
adjustment to the standardized amount, and 
applied the same FY 2021 hospital 
readmissions payment adjustments and the 
estimated FY 2021 hospital VBP payment 
adjustments applied previously, and the 
operating outlier reconciliation adjusted 
outlier percentage. 

This FY 2021 budget neutrality adjustment 
factor was applied to the standardized 
amount. Please see the table later in this 
section setting forth each of the FY 2021 
budget neutrality factors. 

For a discussion of the public comments 
on this policy, we refer the reader to section 
III.A.2.C. and d. of the preamble of this final 
rule. 

We note, Table 2 associated with this final 
rule, which is available via the internet on 
the CMS website contains the wage index by 
provider before and after applying the low 
wage index hospital policy and the 
transition. 
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i. Adjustment for FY 2021 Required Under 
Section 414 of Public Law 114–10 (MACRA) 

As stated in the FY 2017 IPPS/LTCH PPS 
final rule (81 FR 56785), once the 
recoupment required under section 631 of 
the ATRA was complete, we had anticipated 
making a single positive adjustment in FY 
2018 to offset the reductions required to 
recoup the $11 billion under section 631 of 
the ATRA. However, section 414 of the 
MACRA (which was enacted on April 16, 
2015) replaced the single positive adjustment 
we intended to make in FY 2018 with a 0.5 
percent positive adjustment for each of FYs 
2018 through 2023. (As noted in the FY 2018 
IPPS/LTCH PPS proposed and final rules, 
section 15005 of the 21st Century Cures Act 
(Pub. L. 114–255), which was enacted 
December 13, 2016, reduced the adjustment 
for FY 2018 from 0.5 percentage points to 
0.4588 percentage points.) Therefore, for FY 
2021, as we proposed, we are implementing 
the required +0.5 percent adjustment to the 
standardized amount. This is a permanent 
adjustment to the payment rates. 

j. Outlier Payments 

Section 1886(d)(5)(A) of the Act provides 
for payments in addition to the basic 
prospective payments for ‘‘outlier’’ cases 
involving extraordinarily high costs. To 
qualify for outlier payments, a case must 
have costs greater than the sum of the 
prospective payment rate for the MS–DRG, 
any IME and DSH payments, uncompensated 
care payments, any new technology add-on 
payments, and the ‘‘outlier threshold’’ or 
‘‘fixed-loss’’ amount (a dollar amount by 
which the costs of a case must exceed 
payments in order to qualify for an outlier 
payment). We refer to the sum of the 
prospective payment rate for the MS–DRG, 
any IME and DSH payments, uncompensated 
care payments, any new technology add-on 
payments, and the outlier threshold as the 
outlier ‘‘fixed-loss cost threshold.’’ To 
determine whether the costs of a case exceed 
the fixed-loss cost threshold, a hospital’s CCR 
is applied to the total covered charges for the 
case to convert the charges to estimated costs. 
Payments for eligible cases are then made 
based on a marginal cost factor, which is a 
percentage of the estimated costs above the 
fixed-loss cost threshold. The marginal cost 
factor for FY 2021 is 80 percent, or 90 
percent for burn MS–DRGs 927, 928, 929, 
933, 934 and 935. We have used a marginal 

cost factor of 90 percent since FY 1989 (54 
FR 36479 through 36480) for designated burn 
DRGs as well as a marginal cost factor of 80 
percent for all other DRGs since FY 1995 (59 
FR 45367). 

In accordance with section 
1886(d)(5)(A)(iv) of the Act, outlier payments 
for any year are projected to be not less than 
5 percent nor more than 6 percent of total 
operating DRG payments (which does not 
include IME and DSH payments) plus outlier 
payments. When setting the outlier 
threshold, we compute the percent target by 
dividing the total operating outlier payments 
by the total operating DRG payments plus 
outlier payments. As discussed in the next 
section, for FY 2021, as we proposed, we 
incorporated an estimate of outlier 
reconciliation when setting the outlier 
threshold. We do not include any other 
payments such as IME and DSH within the 
outlier target amount. Therefore, it is not 
necessary to include Medicare Advantage 
IME payments in the outlier threshold 
calculation. Section 1886(d)(3)(B) of the Act 
requires the Secretary to reduce the average 
standardized amount by a factor to account 
for the estimated proportion of total DRG 
payments made to outlier cases. More 
information on outlier payments may be 
found on the CMS website at: http://
www.cms.gov/Medicare/Medicare-Fee-for- 
Service-Payment/AcuteInpatientPPS/ 
outlier.htm. 

(1) Methodology To Incorporate an Estimate 
of Outlier Reconciliation in the FY 2020 
Outlier Fixed-Loss Cost Threshold 

The regulations in 42 CFR 412.84(i)(4) state 
that any outlier reconciliation at cost report 
settlement will be based on operating and 
capital cost-to-charge ratios (CCRs) calculated 
based on a ratio of costs to charges computed 
from the relevant cost report and charge data 
determined at the time the cost report 
coinciding with the discharge is settled. We 
have instructed MACs to identify for CMS 
any instances where: (1) A hospital’s actual 
CCR for the cost reporting period fluctuates 
plus or minus 10 percentage points compared 
to the interim CCR used to calculate outlier 
payments when a bill is processed; and (2) 
the total outlier payments for the hospital 
exceeded $500,000.00 for that cost reporting 
period. If we determine that a hospital’s 
outlier payments should be reconciled, we 
reconcile both operating and capital outlier 
payments. We refer readers to section 

20.1.2.5 of Chapter 3 of the Medicare Claims 
Processing Manual (available on the CMS 
website at: https://www.cms.gov/Regulations- 
and-Guidance/Guidance/Manuals/ 
Downloads/clm104c03.pdf) for complete 
details regarding outlier reconciliation. The 
regulation at § 412.84(m) further states that at 
the time of any outlier reconciliation under 
§ 412.84(i)(4), outlier payments may be 
adjusted to account for the time value of any 
underpayments or overpayments. Section 
20.1.2.6 of Chapter 3 of the Medicare Claims 
Processing Manual contains instructions on 
how to assess the time value of money for 
reconciled outlier amounts. 

If the operating CCR of a hospital subject 
to outlier reconciliation is lower at cost 
report settlement compared to the operating 
CCR used for payment, the hospital will owe 
CMS money because it received an outlier 
overpayment at the time of claim payment. 
Conversely, if the operating CCR increases at 
cost report settlement compared to the 
operating CCR used for payment, CMS will 
owe the hospital money because the hospital 
outlier payments were underpaid. 

In the FY 2020 IPPS/LTCH PPS final rule 
(84 FR 42623 through 42625), for FY 2021, 
we finalized a methodology to incorporate 
outlier reconciliation in the FY 2021 outlier 
fixed loss cost threshold. As discussed in the 
FY 2020 IPPS/LTCH PPS proposed rule (84 
FR 19592), we stated that rather than trying 
to predict which claims and/or hospitals may 
be subject to outlier reconciliation, we 
believe a methodology that incorporates an 
estimate of outlier reconciliation dollars 
based on actual outlier reconciliation 
amounts reported in historical cost reports 
would be a more feasible approach and 
provide a better estimate and predictor of 
outlier reconciliation for the upcoming fiscal 
year. We also stated that we believe the 
methodology addresses stakeholder’s 
concerns on the impact of outlier 
reconciliation on the modeling of the outlier 
threshold. For a detailed discussion of 
additional background regarding outlier 
reconciliation, we refer the reader to the FY 
2020 IPPS/LTCH PPS final rule. 

(a) Incorporating a Projection of Outlier 
Payment Reconciliations for the FY 2021 
Outlier Threshold Calculation 

Based on the methodology finalized in the 
FY 2020 IPPS/LTCH PPS final rule (84 FR 
42623 through 42625), for FY 2021, as we 
proposed, we are continuing to incorporate 
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outlier reconciliation in the FY 2021 outlier 
fixed loss cost threshold. 

As discussed in the FY 2020 IPPS/LTCH 
PPS final rule, for FY 2020, we used the 
historical outlier reconciliation amounts from 
the FY 2014 cost reports (cost reports with 
a begin date on or after October 1, 2013, and 
on or before September 30, 2014), which we 
believed would provide the most recent and 
complete available data to project the 
estimate of outlier reconciliation. We refer 
the reader to the FY 2020 IPPS/LTCH PPS 
final rule (84 FR 42623 through 42625) for a 
complete discussion on the use of the FY 
2014 cost report data for purposes of 
projecting outlier payment reconciliations for 
the FY 2020 outlier threshold calculation. 

In the FY 2020 IPPS/LTCH PPS final rule, 
we stated that the methodology for FY 2020 
could advance by 1 year the cost reports used 
to determine the historical outlier 
reconciliation. In the proposed rule, to 
determine a projection of outlier payment 
reconciliations for the FY 2021 outlier 
threshold calculation, we proposed to 
advance the methodology by 1 year and use 
FY 2015 cost reports (cost reports with a 
begin date on or after October 1, 2014, and 
on or before September 30, 2015). 

For FY 2021, we proposed to use the same 
methodology from FY 2020 to incorporate a 
projection of operating outlier payment 
reconciliations for the FY 2021 outlier 
threshold calculation. The following steps 
are the same as those finalized in the FY 
2020 final rule but with updated data for FY 
2021: 

Step 1.—Use the Federal FY 2015 cost 
reports for hospitals paid under the IPPS 
from the most recent publicly available 
quarterly HCRIS extract available at the time 
of development of the proposed and final 
rules, and exclude sole community hospitals 
(SCHs) that were paid under their hospital- 
specific rate (that is, if Worksheet E, Part A, 
Line 48 is greater than Line 47). We note that 
when there are multiple columns available 
for the lines of the cost report described in 
the following steps and the provider was 
paid under the IPPS for that period(s) of the 
cost report, then we believe it is appropriate 
to use multiple columns to fully represent 
the relevant IPPS payment amounts, 
consistent with our methodology for the FY 
2020 final rule. 

Step 2.—Calculate the aggregate amount of 
historical total of operating outlier 
reconciliation dollars (Worksheet E, Part A, 
Line 2.01) using the Federal FY 2015 cost 
reports from Step 1. 

Step 3.—Calculate the aggregate amount of 
total Federal operating payments using the 
Federal FY 2015 cost reports from Step 1. 
The total Federal operating payments consist 
of the Federal payments (Worksheet E, Part 
A, Line 1.01 and Line 1.02, plus Line 1.03 
and Line 1.04), outlier payments (Worksheet 
E, Part A, Line 2 and Line 2.02), and the 
outlier reconciliation payments (Worksheet 
E, Part A, Line 2.01). We note that a negative 
amount on Worksheet E, Part A, Line 2.01 for 
outlier reconciliation indicates an amount 
that was owed by the hospital, and a positive 
amount indicates this amount was paid to the 
hospital. 

Step 4.—Divide the amount from Step 2 by 
the amount from Step 3 and multiply the 

resulting amount by 100 to produce the 
percentage of total operating outlier 
reconciliation dollars to total Federal 
operating payments for FY 2015. This 
percentage amount would be used to adjust 
the outlier target for FY 2021 as described in 
Step 5. 

Step 5.—Because the outlier reconciliation 
dollars are only available on the cost reports, 
and not in the Medicare claims data in the 
MedPAR file used to model the outlier 
threshold, we proposed to target 5.1 percent 
minus the percentage determined in Step 4 
in determining the outlier threshold. Using 
the FY 2015 cost reports based on the 
December 2019 HCRIS extract, because the 
aggregate outlier reconciliation dollars from 
Step 2 are negative, but the percentage 
determined in Step 4 rounds to 0, we stated 
that we are targeting 5.1 percent for outlier 
payments for FY 2021 under our proposed 
methodology. 

In the FY 2021 proposed rule, we used the 
December 2019 HCRIS extract of the cost 
report data to calculate the proposed 
percentage adjustment for outlier 
reconciliation. For the FY 2021 final rule, we 
proposed to use the latest quarterly HCRIS 
extract that is publically available at the time 
of the development of that rule which, for FY 
2021, would be the March 2020 extract. 
Similar to the FY 2020 final rule, we stated 
that we might also consider the use of more 
recent data that may become available for 
purposes of projecting the estimate of 
operating outlier reconciliation used in the 
calculation of the final FY 2021 outlier 
threshold. 

In the FY 2021 proposed rule, based on the 
December 2019 HCRIS, 16 hospitals had an 
outlier reconciliation amount recorded on 
Worksheet E, Part A, Line 2.01 for total 
operating outlier reconciliation dollars of 
negative $2,516,904 (Step 2). The total 
Federal operating payments based on the 
December 2019 HCRIS was $90,313,815,275 
(Step 3). The ratio (Step 4) is a negative 
0.002787 percent, which, when rounded to 
the second digit, is 0.00 percent. Therefore, 
for FY 2021, we proposed to incorporate a 
projection of outlier reconciliation dollars by 
targeting an outlier threshold at 5.10 percent 
[5.1 percent ¥ (¥.00 percent)]. 

When the percentage of operating outlier 
reconciliation dollars to total Federal 
operating payments rounds to a negative 
value (that is, when the aggregate amount of 
outlier reconciliation as a percent of total 
operating payments rounds to a negative 
percent), the effect is a decrease to the outlier 
threshold compared to an outlier threshold 
that is calculated without including this 
estimate of operating outlier reconciliation 
dollars. In section II.A.4.i.(2). of the 
Addendum to the proposed rule, we 
provided the FY 2021 outlier threshold as 
calculated for the proposed rule both with 
and without including this proposed 
percentage estimate of operating outlier 
reconciliation. However, we noted that for 
the proposed rule, the outlier threshold was 
the same with and without the percentage 
estimate, since the projection of outlier 
reconciliation rounded to zero. 

As explained in the FY 2020 IPPS/LTCH 
PPS final rule, we proposed to continue to 

use a 5.1 percent target (or an outlier offset 
factor of 0.949) in calculating the outlier 
offset to the standardized amount. In the 
past, the outlier offset was six decimals 
because we targeted and set the threshold at 
5.1 percent by adjusting the standardized 
amount by the outlier offset until operating 
outlier payments divided by total operating 
Federal payments plus operating outlier 
payments equaled approximately 5.1 percent 
(this approximation resulted in an offset 
beyond three decimals). However, under our 
methodology, we believe a three decimal 
offset of 0.949 reflecting 5.1 percent is 
appropriate rather than the unrounded six 
decimal offset that we have calculated for 
prior fiscal years. Specifically, as discussed 
in section II.A.5. of this Addendum, we 
proposed to determine an outlier adjustment 
by applying a factor to the standardized 
amount that accounts for the projected 
proportion of total estimated FY 2021 
operating Federal payments paid as outliers. 
Our proposed modification to the outlier 
threshold methodology is designed to adjust 
the total estimated outlier payments for FY 
2021 by incorporating the projection of 
negative outlier reconciliation. That is, under 
this proposal, total estimated outlier 
payments for FY 2021 would be the sum of 
the estimated FY 2021 outlier payments 
based on the claims data from the outlier 
model and the estimated FY 2021 total 
operating outlier reconciliation dollars. We 
stated that we believe the proposed 
methodology would more accurately estimate 
the outlier adjustment to the standardized 
amount by increasing the accuracy of the 
calculation of the total estimated FY 2021 
operating Federal payments paid as outliers. 
In other words, the net effect of our outlier 
proposal to incorporate a projection for 
outlier reconciliation dollars into the 
threshold methodology would be that FY 
2021 outlier payments (which included the 
proposed estimated recoupment percentage 
for FY 2021 of 0.00 percent) would be 5.1 
percent of total operating Federal payments 
plus total outlier payments. Therefore, the 
proposed operating outlier offset to the 
standardized amount was 0.949 (1 ¥ 0.051). 

We invited public comment on our 
proposed methodology for projecting an 
estimate of outlier reconciliation and 
incorporating that estimate into the modeling 
for the fixed-loss cost outlier threshold for FY 
2021. 

Comment: A commenter supported 
incorporating an estimate of outlier 
reconciliation. A commenter stated that they 
were successful in replicating the proposed 
calculations given the logic described. Based 
on the commenter’s analysis, the commenter 
determined that no adjustment for FY 2021 
is necessary based on their analysis of 
historical cost report data. 

Response: We thank the commenter for 
their feedback on the proposed calculation 
methodology. 

After consideration of the comments 
received, and for the reasons discussed in the 
proposed rule and in this final rule, we are 
finalizing the methodology described 
previously for incorporating the outlier 
reconciliation in the outlier threshold 
calculation. Therefore, for this final rule we 
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used the same steps described previously and 
in the proposed rule to incorporate a 
projection of operating outlier payment 
reconciliations for the calculation of the FY 
2021 outlier threshold calculation. The 
March 2020 HCRIS contained data for 17 
hospitals. As stated previously, while we 
proposed to use the March 2020 HCRIS 
extract to calculate the reconciliation 
adjustment for this FY 2021 IPPS final rule, 
we also stated that similar to the FY 2020 
final rule, we might consider the use of more 
recent data that may become available for 
purpose of projecting the estimate of 
operating outlier reconciliation used in the 
calculation of the final FY 2021 outlier 
threshold. Data for two additional outlier 
reconciliations were made available to CMS 
outside of the March 2020 HCRIS update. 
Similar to our discussion of the estimated 
operating outlier reconciliation for FY 2020 
in the FY 2020 IPPS/LTCH final rule (84 FR 
53609), we believe supplementing with two 
hospitals’ outlier reconciliation data will 
lend additional accuracy to project the 
estimate of operating outlier reconciliation 
used in the calculation of the outlier 
threshold. Therefore, in order to use the most 
complete data for FY 2015 cost reports, we 
are using the March 2020 HCRIS extract, 
supplemented by these two additional 
hospitals’ data this FY 2021 IPPS final rule. 
Without the two additional hospitals’ data, 
the rounded operating outlier reconciliation 
percentage would have been 0 (unrounded of 
0.004506). As we gain more experience with 
this policy, we also are considering adding 
additional lines to the cost report in order to 
ensure we capture the maximum cost report 
data with the March HCRIS extract to 
calculate the percentage adjustment for 
outlier reconciliation. For the final rule for 
future rulemaking, as we generally expect 
historical cost reports for the applicable fiscal 
year to be available by March. Based 
onMarch 2020 HCRIS and supplemental data 
for two hospitals, a total of 19 hospitals had 
an outlier reconciliation amount recorded on 
Worksheet E, Part A, Line 2.01 for total 
operating outlier reconciliation dollars of 
negative $8,650,344 (Step 2). The total 
Federal operating payments based on the 
March 2020 HCRIS is $90,321,677,004 (Step 
3). The ratio (Step 4) is a negative 0.009577 
percent, which, when rounded to the second 
digit, is negative 0.01 percent. Therefore, for 
FY 2021, using the finalized methodology, 
we incorporated a projection of outlier 
reconciliation dollars by targeting an outlier 
threshold at 5.11 percent [5.1 percent ¥ 

(¥0.01 percent)]. As noted previously, when 
the percentage of operating outlier 
reconciliation dollars to total Federal 
operating payments is negative (such is the 
case when the aggregate amount of outlier 
reconciliation is negative), the effect is a 
decrease to the outlier threshold compared to 
an outlier threshold that is calculated 
without including this estimate of operating 
outlier reconciliation dollars. In section 
II.A.4.i.(2). of this Addendum of this final 
rule, we provide the FY 2021 outlier 
threshold as calculated both with and 
without including this percentage estimate of 
operating outlier reconciliation. 

(b) Reduction to the FY 2021 Capital 
Standard Federal Rate by an Adjustment 
Factor To Account for the Projected 
Proportion of Capital IPPS Payments Paid as 
Outliers 

We establish an outlier threshold that is 
applicable to both hospital inpatient 
operating costs and hospital inpatient capital 
related costs (58 FR 46348). Similar to the 
calculation of the adjustment to the 
standardized amount to account for the 
projected proportion of operating payments 
paid as outlier payments, as discussed in 
greater detail in section III.A.2. of this 
Addendum, we proposed to reduce the FY 
2021 capital standard Federal rate by an 
adjustment factor to account for the projected 
proportion of capital IPPS payments paid as 
outliers. The regulations in 42 CFR 
412.84(i)(4) state that any outlier 
reconciliation at cost report settlement will 
be based on operating and capital CCRs 
calculated based on a ratio of costs to charges 
computed from the relevant cost report and 
charge data determined at the time the cost 
report coinciding with the discharge is 
settled. As such, any reconciliation also 
applies to capital outlier payments. 

For FY 2021, we proposed to use the same 
methodology from FY 2020 to adjust the FY 
2021 capital standard Federal rate by an 
adjustment factor to account for the projected 
proportion of capital IPPS payments paid as 
outliers. Similar to FY 2020, as part of our 
proposal for FY 2021 to incorporate into the 
outlier model the total outlier reconciliation 
dollars from the most recent and most 
complete fiscal year cost report data, we also 
proposed to adjust our estimate of FY 2021 
capital outlier payments to incorporate a 
projection of capital outlier reconciliation 
payments when determining the adjustment 
factor to be applied to the capital standard 
Federal rate to account for the projected 
proportion of capital IPPS payments paid as 
outliers. To do so, we proposed to use the 
following methodology, which generally 
parallels the methodology to incorporate a 
projection of operating outlier reconciliation 
payments for the FY 2021 outlier threshold 
calculation. 

Step 1.—Use the Federal FY 2015 cost 
reports for hospitals paid under the IPPS 
from the most recent publicly available 
quarterly HCRIS extract available at the time 
of development of the proposed and final 
rules, and exclude SCHs that were paid 
under their hospital-specific rate (that is, if 
Worksheet E, Part A, Line 48 is greater than 
Line 47). We note that when there are 
multiple columns available for the lines of 
the cost report described in the following 
steps and the provider was paid under the 
IPPS for that period(s) of the cost report, then 
we believe it is appropriate to use multiple 
columns to fully represent the relevant IPPS 
payment amounts, consistent with our 
methodology for the FY 2020 final rule. We 
used the December 2019 HCRIS extract for 
the proposed rule and stated that we 
expected to use the March 2020 HCRIS 
extract for the FY 2021 final rule. Similar to 
the FY 2020 final rule, we stated that we may 
also consider the use of more recent data that 
may become available for purposes of 
projecting the estimate of capital outlier 

reconciliation used in the calculation of the 
final FY 2021 adjustment to the FY 2021 
capital standard Federal rate. 

Step 2.—Calculate the aggregate amount of 
the historical total of capital outlier 
reconciliation dollars (Worksheet E, Part A, 
Line 93, Column 1) using the Federal FY 
2015 cost reports from Step 1. 

Step 3.—Calculate the aggregate amount of 
total capital Federal payments using the 
Federal FY 2015 cost reports from Step 1. 
The total capital Federal payments consist of 
the capital DRG payments, including capital 
indirect medical education (IME) and capital 
disproportionate share hospital (DSH) 
payments (Worksheet E, Part A, Line 50, 
Column 1) and the capital outlier 
reconciliation payments (Worksheet E, Part 
A, Line 93, Column 1). We note that a 
negative amount on Worksheet E, Part A, 
Line 93 for capital outlier reconciliation 
indicates an amount that was owed by the 
hospital, and a positive amount indicates this 
amount was paid to the hospital. 

Step 4.—Divide the amount from Step 2 by 
the amount from Step 3 and multiply the 
resulting amount by 100 to produce the 
percentage of total capital outlier 
reconciliation dollars to total capital Federal 
payments for FY 2015. This percentage 
amount would be used to adjust the estimate 
of capital outlier payments for FY 2021 as 
described in Step 5. 

Step 5.—Because the outlier reconciliation 
dollars are only available on the cost reports, 
and not in the specific Medicare claims data 
in the MedPAR file used to estimate outlier 
payments, we proposed that the estimate of 
capital outlier payments for FY 2021 would 
be determined by adding the percentage in 
Step 4 to the estimated percentage of capital 
outlier payments otherwise determined using 
the shared outlier threshold that is applicable 
to both hospital inpatient operating costs and 
hospital inpatient capital-related costs. (We 
note that this percentage is added for capital 
outlier payments but subtracted in the 
analogous step for operating outlier 
payments. 

We have a unified outlier payment 
methodology that uses a shared threshold to 
identify outlier cases for both operating and 
capital payments. The difference stems from 
the fact that operating outlier payments are 
determined by first setting a ‘‘target’’ 
percentage of operating outlier payments 
relative to aggregate operating payments 
which produces the outlier threshold. Once 
the shared threshold is set, it is used to 
estimate the percentage of capital outlier 
payments to total capital payments based on 
that threshold. Because the threshold is 
already set based on the operating target, 
rather than adjusting the threshold (or 
operating target), we adjust the percentage of 
capital outlier to total capital payments to 
account for the estimated effect of capital 
outlier reconciliation payments. This 
percentage is adjusted by adding the capital 
outlier reconciliation percentage from Step 4 
to the estimate of the percentage of capital 
outlier payments to total capital payments 
based on the shared threshold.) Because the 
aggregate capital outlier reconciliation 
dollars from Step 2 are negative, we stated 
that the estimate of capital outlier payments 
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for FY 2021 under our proposed 
methodology would be lower than the 
percentage of capital outlier payments 
otherwise determined using the shared 
outlier threshold. 

Similarly, for the FY 2021 proposed rule, 
we used the December 2019 HCRIS extract of 
the cost report data to calculate the proposed 
percentage adjustment for outlier 
reconciliation. For the FY 2021 final rule, we 
proposed to use the latest quarterly HCRIS 
extract that is publically available at the time 
of the development of that rule which, for FY 
2021, would be the March 2020 extract. As 
previously noted, we stated that we may also 
consider the use of more recent data that may 
become available for purposes of projecting 
the estimate of capital outlier reconciliation 
used in the calculation of the final FY 2021 
adjustment to the FY 2021 capital standard 
Federal rate. 

For the FY 2021 proposed rule, the 
estimated percentage of FY 2021 capital 
outlier payments otherwise determined using 
the shared outlier threshold was 5.42 percent 
(estimated capital outlier payments of 
$432,102,494 divided by (estimated capital 
outlier payments of $432,102,494 plus the 
estimated total capital Federal payment of 
$7,569,294,589)). Based on the December 
2019 HCRIS, 16 hospitals had an outlier 
reconciliation amount recorded on 
Worksheet E, Part A, Line 93 for total capital 
outlier reconciliation dollars of negative 
$956,065 (Step 2). The total Federal capital 
payments based on the December 2019 
HCRIS was $8,114,838,772 (Step 3) which 
results in a ratio (Step 4) of ¥0.01 percent. 
Therefore, for FY 2021, taking into account 
projected capital outlier reconciliation 
payments under our proposed methodology 
would decrease the estimated percentage of 
FY 2021 aggregate capital outlier payments 
by 0.01 percent. 

As discussed in section III.A.2. of this 
Addendum, we proposed to incorporate the 
capital outlier reconciliation dollars from 
Step 5 when applying the outlier adjustment 
factor in determining the capital Federal rate 
based on the estimated percentage of capital 
outlier payments to total capital Federal rate 
payments for FY 2021. 

We are invited public comment on our 
proposed methodology for projecting an 
estimate of capital outlier reconciliation and 
incorporating that estimate into the modeling 
of the estimate of FY 2021 capital outlier 
payments for purposes of determining the 
capital outlier adjustment factor. 

We did not receive comments about the 
proposed capital outlier reconciliation 
methodology. 

For the reasons discussed, we are finalizing 
the methodology for projecting an estimate of 
capital outlier reconciliation. Therefore, for 
this final rule we used the same steps as 
described in the proposed rule and this final 
rule to reduce the FY 2021 capital standard 
Federal rate by an adjustment factor to 
account for the projected proportion of 
capital IPPS payments paid as outliers. 

For projecting the estimate of capital 
outlier reconciliation, similar to our 
projection of the estimate of operating outlier 
reconciliation, we are using cost report data 
of 17 hospitals from the March 2020 HCRIS 

supplemented for two hospitals for a total of 
19 hospitals, which we believe will lend 
additional accuracy to the projection of 
estimated capital outlier reconciliation for FY 
2021. Without the two additional reports, the 
step 4 unrounded value for capital outlier 
reconciliation would have been 0.0152, 
which rounds to 0.02. We note that a 
difference in the number of cost reports for 
the operating and capital outlier 
reconciliation projections is possible and 
may be due to new hospitals defined in the 
regulations at 42 CFR 412.300(b) that may 
receive capital cost-based payments (in lieu 
of Federal rate payments), and therefore 
would not receive capital outlier payments. 
As a result, capital outlier reconciliation is 
not applicable to such hospitals since there 
is no capital outlier payment. 

The estimated percentage of FY 2021 
capital outlier payments otherwise 
determined using the shared outlier 
threshold is 5.36 percent (estimated capital 
outlier payments of $429,431,834 divided by 
(estimated capital outlier payments of 
$429,431,834 plus the estimated total capital 
Federal payment of $7,577,697,269)). Based 
on the March 2020 HCRIS supplemented by 
the data for two additional providers, 19 
hospitals had an outlier reconciliation 
amount recorded on Worksheet E, Part A, 
Line 93 for total capital outlier reconciliation 
dollars of negative $1,901,335 (Step 2). The 
total Federal capital payments based on the 
March 2020 HCRIS and supplemental two 
reports is $8,114,957,508 (Step 3). The ratio 
(Step 4) is a negative 0.023430 percent, 
which, when rounded to the second digit, is 
negative 0.02 percent (Step 4). Therefore, for 
FY 2021, taking into account projected 
capital outlier reconciliation payments under 
our methodology would decrease the 
estimated percentage of FY 2021 aggregate 
capital outlier payments by 0.02 percent. 

(2) FY 2021 Outlier Fixed-Loss Cost 
Threshold 

In the FY 2014 IPPS/LTCH PPS final rule 
(78 FR 50977 through 50983), in response to 
public comments on the FY 2013 IPPS/LTCH 
PPS proposed rule, we made changes to our 
methodology for projecting the outlier fixed- 
loss cost threshold for FY 2014. We refer 
readers to the FY 2014 IPPS/LTCH PPS final 
rule for a detailed discussion of the changes. 

As we have done in the past, to calculate 
the FY 2021 outlier threshold, we simulated 
payments by applying FY 2021 payment rates 
and policies using cases from the FY 2019 
MedPAR file. 

We note that because this payment 
simulation uses the FY 2021 relative weights, 
consistent with our finalized policy 
discussed in section IV.I. of the preamble to 
this final rule, we applied the adjustor for 
certain CAR–T cell therapy cases in our 
simulation of these payments. As discussed 
in section II.E.2.b. of the preamble of this 
final rule, we are finalizing an adjustment to 
account for certain CAR T-cell therapy cases 
in calculating the FY 2021 relative weights 
and for purposes of budget neutrality and 
outlier simulations. As noted in section II.C. 
of this Addendum, we specify the formula 
used for actual claim payment which is also 
used by CMS to project the outlier threshold 
for the upcoming fiscal year. The difference 

is the source of some of the variables in the 
formula. For example, operating and capital 
CCRs for actual claim payment are from the 
PSF while CMS uses an adjusted CCR (as 
described later in this section) to project the 
threshold for the upcoming fiscal year. In 
addition, charges for a claim payment are 
from the bill while charges to project the 
threshold are from the MedPAR data with an 
inflation factor applied to the charges (as 
described earlier). 

In order to determine the FY 2021 outlier 
threshold, we inflated the charges on the 
MedPAR claims by 2 years, from FY 2019 to 
FY 2021. Consistent with the FY 2020 IPPS/ 
LTCH PPS final rule (84 FR 42626 and 
42627), we proposed to use the following 
methodology to calculate the charge inflation 
factor for FY 2021: 

• Include hospitals whose last four digits 
fall between 0001 and 0899 (section 2779A1 
of Chapter 2 of the State Operations Manual 
on the CMS website at https://www.cms.gov/ 
Regulations-and-Guidance/Guidance/ 
Manuals/Downloads/som107c02.pdf); 
include CAHs that were IPPS hospitals for 
the time period of the MedPAR data being 
used to calculate the charge inflation factor; 
include hospitals in Maryland; and remove 
PPS-excluded cancer hospitals who have a 
‘‘V’’ in the fifth position of their provider 
number or a ‘‘E’’ or ‘‘F’’ in the sixth position. 

• Include providers that are in both 
periods of charge data that are used to 
calculate the 1-year average annual rate of- 
change in charges per case. We note this is 
consistent with the methodology used since 
FY 2014. 

• We excluded Medicare Advantage IME 
claims for the reasons described in section 
I.A.4. of this Addendum. We refer readers to 
the FY 2011 IPPS/LTCH PPS final rule for a 
complete discussion on our methodology of 
identifying and adding the total Medicare 
Advantage IME payment amount to the 
budget neutrality adjustments. 

• In order to ensure that we capture only 
FFS claims, we included claims with a 
‘‘Claim Type’’ of 60 (which is a field on the 
MedPAR file that indicates a claim is an FFS 
claim). 

• In order to further ensure that we capture 
only FFS claims, we excluded claims with a 
‘‘GHOPAID’’ indicator of 1 (which is a field 
on the MedPAR file that indicates a claim is 
not an FFS claim and is paid by a Group 
Health Organization). 

• We examined the MedPAR file and 
removed pharmacy charges for anti- 
hemophilic blood factor (which are paid 
separately under the IPPS) with an indicator 
of ‘‘3’’ for blood clotting with a revenue code 
of ‘‘0636’’ from the covered charge field. We 
also removed organ acquisition charges from 
the covered charge field because organ 
acquisition is a pass-through payment not 
paid under the IPPS. 

Our general methodology to inflate the 
charges computes the 1-year average annual 
rate-of-change in charges per case which is 
then applied twice to inflate the charges on 
the MedPAR claims by 2 years (for example, 
FY 2019 to FY 2021). 

In the FY 2020 IPPS/LTCH PPS final rule 
(84 FR 42627), we modified our charge 
inflation methodology. We stated that we 
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believe balancing our preference to use the 
latest available data from the MedPAR files 
and stakeholders’ concerns about being able 
to use publicly available MedPAR files to 
review the charge inflation factor can be 
achieved by modifying our methodology to 
use the publicly available Federal fiscal year 
period (that is, for FY 2020, we used the 
charge data from Federal fiscal years 2017 
and 2018), rather than the most recent data 
available to CMS which, under our prior 
methodology, was based on calendar year 
data. We refer the reader to the FY 2020 
IPPS/LTCH PPS final rule for a complete 
discussion regarding this change. For the 
same reasons discussed in that rulemaking, 
for FY 2021, we proposed to use the same 
methodology as FY 2020 and advance by 1 
year the MedPAR data used to determine the 
charge inflation factor. That is, for FY 2021, 
we proposed to use the MedPAR files for the 
two most recent available federal fiscal year 
time periods to calculate the charge inflation 
factor, as we did for FY 2020. Specifically, 
for the proposed rule we used the December 
2018 MedPAR file of FY 2018 (October 1, 
2017 to September 30, 2018) charge data 
(released for the FY 2020 IPPS/LTCH PPS 
proposed rule) and the December 2019 
MedPAR file of FY 2019 (October 1, 2018 to 
September 30, 2019) charge data (released for 
the FY 2021 IPPS/LTCH PPS proposed rule) 
to compute the proposed charge inflation 
factor. We proposed that for the FY 2021 
final rule, we would use more recently 
updated data, that is the MedPAR files from 
March 2019 for the FY 2018 time period and 
March 2020 for the FY 2019 time period. 
Under this proposed methodology, to 
compute the 1-year average annual rate-of- 
change in charges per case for FY 2021, we 
compared the average covered charge per 
case of $61,533.34 ($582,022,123,240/ 
9,458,647 cases) from October 1, 2017, 
through September 30, 2018 to the average 
covered charge per case of $65,442.49 
($601,183,502,371/9,186,440 cases) from 
October 1, 2018 through September 30, 2019. 
This rate-of-change was 6.4 percent (1.06353) 
or 13.1 percent (1.131096) over 2 years. The 
billed charges are obtained from the claim 
from the MedPAR file and inflated by the 
inflation factor specified previously. 

As we have done in the past, in the FY 
2021 IPPS/LTCH PPS proposed rule, we 
proposed to establish the FY 2021 outlier 
threshold using hospital CCRs from the 
December 2019 update to the Provider- 
Specific File (PSF)—the most recent available 
data at the time of the development of the 
proposed rule. We proposed to apply the 
following edits to providers’ CCRs in the 
PSF. We believe these edits are appropriate 
in order to accurately model the outlier 
threshold. We first search for Indian Health 
Service providers and those providers 
assigned the statewide average CCR from the 
current fiscal year. We then replace these 
CCRs with the statewide average CCR for the 
upcoming fiscal year. We also assign the 
statewide average CCR (for the upcoming 
fiscal year) to those providers that have no 
value in the CCR field in the PSF or whose 
CCRs exceed the ceilings described later in 
this section (3.0 standard deviations from the 
mean of the log distribution of CCRs for all 

hospitals). We do not apply the adjustment 
factors described later in this section to 
hospitals assigned the statewide average 
CCR. For FY 2021, we also proposed to 
continue to apply an adjustment factor to the 
CCRs to account for cost and charge inflation 
(as explained later in this section). We also 
proposed that, if more recent data become 
available, we would use that data to calculate 
the final FY 2021 outlier threshold. 

In the FY 2014 IPPS/LTCH PPS final rule 
(78 FR 50979), we adopted a new 
methodology to adjust the CCRs. Specifically, 
we finalized a policy to compare the national 
average case-weighted operating and capital 
CCR from the most recent update of the PSF 
to the national average case-weighted 
operating and capital CCR from the same 
period of the prior year. 

Therefore, as we have done since FY 2014, 
we proposed to adjust the CCRs from the 
December 2019 update of the PSF by 
comparing the percentage change in the 
national average case-weighted operating 
CCR and capital CCR from the December 
2018 update of the PSF to the national 
average case-weighted operating CCR and 
capital CCR from the December 2019 update 
of the PSF. We note that we used total 
transfer-adjusted cases from FY 2019 to 
determine the national average case-weighted 
CCRs for both sides of the comparison. As 
stated in the FY 2014 IPPS/LTCH PPS final 
rule (78 FR 50979), we believe that it is 
appropriate to use the same case count on 
both sides of the comparison, because this 
will produce the true percentage change in 
the average case-weighted operating and 
capital CCR from 1 year to the next without 
any effect from a change in case count on 
different sides of the comparison. 

Using the proposed methodology, for the 
proposed rule, we calculated a proposed 
December 2018 operating national average 
case-weighted CCR of 0.255979 and a 
proposed December 2019 operating national 
average case-weighted CCR of 0.249649. We 
then calculated the percentage change 
between the two national operating case- 
weighted CCRs by subtracting the December 
2018 operating national average case- 
weighted CCR from the December 2019 
operating national average case-weighted 
CCR and then dividing the result by the 
December 2018 national operating average 
case-weighted CCR. This resulted in a 
proposed national operating CCR adjustment 
factor of 0.975271. 

We used this same proposed methodology 
to adjust the capital CCRs. Specifically, we 
calculated a December 2018 capital national 
average case-weighted CCR of 0.021043 and 
a December 2019 capital national average 
case-weighted CCR of 0.020255. We then 
calculated the percentage change between the 
two national capital case-weighted CCRs by 
subtracting the December 2018 capital 
national average case-weighted CCR from the 
December 2019 capital national average case- 
weighted CCR and then dividing the result by 
the December 2018 capital national average 
case-weighted CCR. This resulted in a 
proposed national capital CCR adjustment 
factor of 0.962553. 

For purposes of estimating the proposed 
outlier threshold for FY 2021, we used a 

wage index that reflects the policies 
discussed in the proposed rule. This includes 
the proposed frontier State floor adjustments 
in accordance with section 10324(a) of the 
Affordable Care Act, the proposed out- 
migration adjustment as added by section 
505 of Public Law 108–173, as well as 
incorporating the FY 2021 wage index 
adjustment for hospitals with a wage index 
value below the 25th percentile, where the 
increase in the wage index value for these 
hospitals would be equal to half the 
difference between the otherwise applicable 
final wage index value for a year for that 
hospital and the 25th percentile wage index 
value for that year across all hospitals. We 
also incorporated our proposal of the 5- 
percent cap on any decrease in a hospital’s 
wage index from the hospital’s final wage 
index in FY 2020. We stated in the proposed 
rule that if we did not take the 
aforementioned into account, our estimate of 
total FY 2021 payments would be too low, 
and, as a result, our proposed outlier 
threshold would be too high, such that 
estimated outlier payments would be less 
than our projected 5.1 percent of total 
payments (which includes outlier 
reconciliation). 

As described in sections IV.K. and IV.L., 
respectively, of the preamble of this final 
rule, sections 1886(q) and 1886(o) of the Act 
establish the Hospital Readmissions 
Reduction Program and the Hospital VBP 
Program, respectively. We do not believe that 
it is appropriate to include the proposed 
hospital VBP payment adjustments and the 
hospital readmissions payment adjustments 
in the proposed outlier threshold calculation 
or the proposed outlier offset to the 
standardized amount. Specifically, consistent 
with our definition of the base operating DRG 
payment amount for the Hospital 
Readmissions Reduction Program under 
§ 412.152 and the Hospital VBP Program 
under § 412.160, outlier payments under 
section 1886(d)(5)(A) of the Act are not 
affected by these payment adjustments. 
Therefore, outlier payments would continue 
to be calculated based on the unadjusted base 
DRG payment amount (as opposed to using 
the base-operating DRG payment amount 
adjusted by the hospital readmissions 
payment adjustment and the hospital VBP 
payment adjustment). Consequently, we 
proposed to exclude the proposed hospital 
VBP payment adjustments and the estimated 
hospital readmissions payment adjustments 
from the calculation of the proposed outlier 
fixed-loss cost threshold. 

We noted in the proposed rule that, to the 
extent section 1886(r) of the Act modifies the 
DSH payment methodology under section 
1886(d)(5)(F) of the Act, the uncompensated 
care payment under section 1886(r)(2) of the 
Act, like the empirically justified Medicare 
DSH payment under section 1886(r)(1) of the 
Act, may be considered an amount payable 
under section 1886(d)(5)(F) of the Act such 
that it would be reasonable to include the 
payment in the outlier determination under 
section 1886(d)(5)(A) of the Act. As we have 
done since the implementation of 
uncompensated care payments in FY 2014, 
for FY 2021, we also proposed to allocate an 
estimated per-discharge uncompensated care 
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payment amount to all cases for the hospitals 
eligible to receive the uncompensated care 
payment amount in the calculation of the 
outlier fixed-loss cost threshold 
methodology. We continue to believe that 
allocating an eligible hospital’s estimated 
uncompensated care payment to all cases 
equally in the calculation of the outlier fixed- 
loss cost threshold would best approximate 
the amount we would pay in uncompensated 
care payments during the year because, when 
we make claim payments to a hospital 
eligible for such payments, we would be 
making estimated per-discharge 
uncompensated care payments to all cases 
equally. Furthermore, we continue to believe 
that using the estimated per-claim 
uncompensated care payment amount to 
determine outlier estimates provides 
predictability as to the amount of 
uncompensated care payments included in 
the calculation of outlier payments. 
Therefore, consistent with the methodology 
used since FY 2014 to calculate the outlier 
fixed-loss cost threshold, for FY 2021, we 
proposed to include estimated FY 2021 
uncompensated care payments in the 
computation of the outlier fixed-loss cost 
threshold. Specifically, we proposed to use 
the estimated per-discharge uncompensated 
care payments to hospitals eligible for the 
uncompensated care payment for all cases in 
the calculation of the outlier fixed-loss cost 
threshold methodology. 

Using this methodology, we used the 
formula described in section I.C.1. of this 
Addendum to simulate and calculate the 
Federal payment rate and outlier payments 
for all claims. In addition, as described in the 
earlier section to this Addendum, we 
proposed to incorporate an estimate of FY 
2021 outlier reconciliation in the 
methodology for determining the outlier 
threshold. As noted previously, for the FY 
2021 proposed rule, the ratio of outlier 
reconciliation dollars to total Federal 
Payments (Step 4) was a negative 0.002787 
percent, which, when rounded to the second 
digit, is 0.00 percent. Therefore, for FY 2021, 
we proposed to incorporate a projection of 
outlier reconciliation dollars by targeting an 
outlier threshold at 5.10 percent [5.1 percent 
¥ (¥.00 percent)]. Under the proposed 
approach, we determined a threshold of 
$30,006 and calculated total outlier payments 
of $4,935,261,570 and total operating Federal 
payments of $91,833,641,321. We then 
divided total outlier payments by total 
operating Federal payments plus total outlier 
payments and determined that this threshold 
matched with the 5.10 percent target, which 
reflected our proposal to incorporate an 
estimate of outlier reconciliation in the 
determination of the outlier threshold (as 
discussed in more detail in the previous 
section of this Addendum). Since the target 
remained at 5.10 percent, we noted that the 
threshold calculated without applying our 
proposed methodology for incorporating an 
estimate of outlier reconciliation in the 
determination of the outlier threshold is the 
same as identified previously at $30,006. We 
proposed an outlier fixed-loss cost threshold 
for FY 2021 equal to the prospective payment 
rate for the MS–DRG, plus any IME, 
empirically justified Medicare DSH 

payments, estimated uncompensated care 
payment, and any add-on payments for new 
technology, plus $30,006. 

Comment: Regarding the proposed charge 
inflation methodology, a commenter stated 
that relying on FYs 2018 and 2019 charge 
data was a thoughtful choice for the proposed 
rule, but did not believe that less current data 
should be used for the final rule. This 
commenter asserted that CMS should 
disclose all aspects of its edits to the most 
current data and commit to the same process 
and methods when it recalculates the 
threshold for purposes of the final rule. A 
commenter stated that their analysis using 
the publically available claim data, was 6.404 
percent in comparison to the proposed rule’s 
6.353 percent for charge inflation. 

Response: We thank the commenter for 
their input and analysis. We have not made 
any modification to the proposed charge 
inflation methodology in this final rule, other 
than using more recently updated data. In 
addition, we refer the reader to the detailed 
discussion in last year’s final rule regarding 
the use of publically available data in the 
charge inflation methodology initially 
adopted in the FY 2020 IPPS final rule (84 
FR 42627). 

Comment: Commenters expressed concerns 
with the increase of the outlier threshold 
from $26,473 in FY 2020 to $30,006 in the 
FY 2021 proposed rule. They asserted that 
the increase will reduce the number of 
Medicare inpatient cases that qualify for an 
outlier payment. Some commenters 
recommended that CMS maintain the current 
threshold of $26,473. A commenter requested 
CMS examine the reasons for the continuing 
rise in the outlier threshold and whether 
there are any interventions CMS can take to 
ensure that outlier payments remain 
equitable and continue to protect hospitals 
from high cost cases where Medicare 
payments are insufficient to adequately 
compensate. 

Response: As noted previously, section 
1886(d)(5)(A)(iv) of the Act states that outlier 
payments may not be not less than 5 percent 
nor more than 6 percent of the total payments 
projected or estimated to be made based on 
DRG prospective payment rates for 
discharges in that year. We believe that 
maintaining the FY 2020 outlier fixed-loss 
cost threshold for FY 2021 would be 
inconsistent with the statute because we 
would be setting a threshold based on the 
prior fiscal year. Also, when we calculate the 
threshold, we use the updated data that is 
available at the time of the development of 
the proposed and final rule. 

Comment: Some commenters requested 
that CMS consider whether it is appropriate 
to include extreme cases when calculating 
the threshold. One commenter explained that 
high charge cases have a significant impact 
on the threshold. The commenter observed 
that the amount of cases with over $1.5 
million in covered charges has increased 
significantly from FY 2011 (926 cases) to FY 
2019 (3,062 cases). The commenter believed 
that the impact of these cases will cause the 
threshold to rise and recommended that CMS 
carefully consider what is causing the trend, 
whether the inclusion of these cases in the 
calculation of the threshold is appropriate, 

and whether a separate outlier mechanism 
should apply to these cases that more closely 
hews outlier payments to marginal costs. 

Response: As we explained when 
responding to a similar comment in the FY 
2018 IPPS/LTCH PPS final rule (82 FR 
38526), the methodology used to calculate 
the outlier threshold includes all claims in 
order to account for all different types of 
cases, including high charge cases, to ensure 
that CMS meets the 5.1 percent target. As the 
commenter pointed out, the volume of these 
cases continues to rise, making their impact 
on the threshold significant. We believe 
excluding these cases would artificially 
lower the threshold. We believe it is 
important to include all cases in the 
calculation of the threshold no matter how 
high or low the charges. Including these 
cases with high charges lends more accuracy 
to the threshold, as these cases have an 
impact on the threshold and continue to rise 
in volume. Therefore, we believe the 
inclusion of the high-cost outlier cases in the 
calculation of the outlier threshold is 
appropriate. 

Comment: A commenter noted that, for a 
given year, typically the final outlier 
threshold established by CMS in the final 
rule is lower than the threshold set forth in 
the proposed rule. The commenter 
emphasized that CMS should use the most 
recent data available when the Agency 
calculates the outlier threshold. 

Response: We responded to similar 
comments in the FY 2015 IPPS/LTCH PPS 
final rule (79 FR 50378 through 50379) and 
refer readers to that rule for our response. We 
note that we have updated at the time of 
development of this final rule to use more 
recent data available (that is, the March 2020 
release of MedPAR claims from FY 2019). 

After consideration of the public comments 
we received, we are using the same 
methodology we proposed to calculate the 
final outlier threshold. As discussed 
previously, we are adopting for this final rule 
to calculate charge inflation using the 
publically available FY 2018 and FY 2019 
claims data and to incorporate a projection of 
outlier payment reconciliations for the FY 
2021 outlier threshold calculation. 

For the FY 2021 final outlier threshold, we 
used the used the March 2019 MedPAR file 
of FY 2018 (October 1, 2017 through 
September 30, 2018) charge data (released in 
conjunction with the FY 2020 IPPS/LTCH 
PPS final rule) and the March 2020 MedPAR 
file of FY 2019 (October 1, 2018 through 
September 30, 2019) charge data (released in 
conjunction with this FY 2021 IPPS/LTCH 
PPS final rule) to determine the charge 
inflation factor. To compute the 1 year 
average annual rate of change in charges per 
case, we compared the average covered 
charge per case of $61,578.82 
($584,618,863,834/9,493,830 cases) from 
October 1, 2017 through September 31, 2018, 
to the average covered charge per case of 
$65,522.10 ($604,209,834,327/9,519,120 
cases) from October 1, 2018 through 
September 31, 2019. This rate-of-change was 
6.4 percent (1.06404) or 13.2 percent 
(1.13218) over 2 years. The billed charges are 
obtained from the claims from the MedPAR 
file and inflated by the inflation factor 
specified previously. 
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As we have done in the past, we are 
establishing the FY 2021 outlier threshold 
using hospital CCRs from the March 2020 
update to the Provider-Specific File (PSF)— 
the most recent available data at the time of 
the development of the final rule. We applied 
the following edits to providers’ CCRs in the 
PSF. We believe these edits are appropriate 
in order to accurately model the outlier 
threshold. We first search for Indian Health 
Service providers and those providers 
assigned the statewide average CCR from the 
current fiscal year. We then replaced these 
CCRs with the statewide average CCR for the 
upcoming fiscal year. We also assigned the 
statewide average CCR (for the upcoming 
fiscal year) to those providers that have no 
value in the CCR field in the PSF or whose 
CCRs exceed the ceilings described later in 
this section (3.0 standard deviations from the 
mean of the log distribution of CCRs for all 
hospitals). We did not apply the adjustment 
factors described below to hospitals assigned 
the statewide average CCR. For FY 2021, we 
also are continuing to apply an adjustment 
factor to the CCRs to account for cost and 
charge inflation (as explained below). 

For this final rule, as we have done since 
FY 2014, we are adjusting the CCRs from the 
March 2020 update of the PSF by comparing 
the percentage change in the national average 
case-weighted operating CCR and capital 
CCR from the March 2019 update of the PSF 
to the national average case-weighted 
operating CCR and capital CCR from the 
March 2020 update of the PSF. We note that 
we used total transfer-adjusted cases from FY 
2019 to determine the national average case 
weighted CCRs for both sides of the 
comparison. As stated in the FY 2014 IPPS/ 
LTCH PPS final rule (78 FR 50979), we 
believe that it is appropriate to use the same 
case count on both sides of the comparison 
because this will produce the true percentage 
change in the average case-weighted 
operating and capital CCR from one year to 
the next without any effect from a change in 
case count on different sides of the 
comparison. 

Using the methodology described 
previously, for this final rule, we calculated 
a March 2019 operating national average 
case-weighted CCR of 0.254027 and a March 
2020 operating national average case- 
weighted CCR of 0.247548. We then 
calculated the percentage change between the 
two national operating case-weighted CCRs 
by subtracting the March 2019 operating 
national average case-weighted CCR from the 
March 2020 operating national average case- 
weighted CCR and then dividing the result by 
the March 2019 national operating average 
case-weighted CCR. This resulted in a 
national operating CCR adjustment factor of 
0.974495. 

We used the same methodology to adjust 
the capital CCRs. Specifically, for this final 
rule, we calculated a March 2019 capital 
national average case-weighted CCR of 
0.02073 and a March 2020 capital national 
average case-weighted CCR of 0.019935. We 
then calculated the percentage change 
between the two national capital case 
weighted CCRs by subtracting the March 
2019 capital national average case-weighted 
CCR from the March 2020 capital national 
average case-weighted CCR and then dividing 
the result by the March 2019 capital national 
average case-weighted CCR. This resulted in 
a national capital CCR adjustment factor of 
0.96165. 

As discussed previously, similar to the 
proposed rule, for FY 2021, we applied the 
following policies (as discussed in more 
detail earlier): 

• We used a wage index based on the FY 
2021 wage index that hospitals will be paid. 
This included our policy to remove urban to 
rural reclassifications from the calculation of 
the rural floor, the frontier State floor 
adjustment in accordance with section 
10324(a) of the Affordable Care Act, and the 
out migration adjustment as added by section 
505 of Public Law 108–173, and incorporates 
our wage index policies to: (1) Increase the 
wage index values for hospitals with a wage 
index value below the 25th percentile wage 
index value across all hospitals, and (2) 
apply a 5 percent cap for FY 2021 on any 
decrease in a hospital’s final wage index from 
the hospital’s final wage index in FY 2020. 
As stated previously, if we did not take the 
above into account, our estimate of total FY 
2021 payments would be too low, and, as a 
result, our outlier threshold would be too 
high, such that estimated outlier payments 
would be less than our projected 5.11 percent 
of total payments (which reflects the estimate 
of outlier reconciliation calculated for this 
final rule). 

• We excluded the hospital VBP payment 
adjustments and the hospital readmissions 
payment adjustments from the calculation of 
the outlier fixed-loss cost threshold. 

• We used the estimated per-discharge 
uncompensated care payments to hospitals 
eligible for the uncompensated care payment 
for all cases in the calculation of the outlier 
fixed-loss cost threshold methodology. 

Using this methodology, we used the 
formula described in section I.C.1 of this 
Addendum to simulate and calculate the 
Federal payment rate and outlier payments 
for all claims. In addition, as described in the 
earlier section to this Addendum, we are 
finalizing to incorporate an estimate of FY 
2021 outlier reconciliation in the 
methodology for determining the outlier 
threshold. As noted previously, for this FY 
2021 final rule, the ratio of outlier 

reconciliation dollars to total Federal 
Payments (Step 4) is a negative 0.009217 
percent, which, when rounded to the second 
digit, is 0.01 percent. Therefore, for FY 2021, 
we incorporated a projection of outlier 
reconciliation dollars by targeting an outlier 
threshold at 5.11 percent [5.1 percent ¥ 

(¥.01 percent)]. Under this approach, we 
determined a threshold of $29,051 and 
calculated total outlier payments of 
$4,955,813,978 and total operating Federal 
payments of $92,027,177,037. We then 
divided total outlier payments by total 
operating Federal payments plus total outlier 
payments and determined that this threshold 
matched with the 5.11 percent target, which 
reflects our methodology to incorporate an 
estimate of outlier reconciliation in the 
determination of the outlier threshold (as 
discussed in more detail in the previous 
section of this Addendum). We note that, if 
calculated without applying our finalized 
methodology for incorporating an estimate of 
outlier reconciliation in the determination of 
the outlier threshold, the threshold would 
have been $29,108. We are finalizing an 
outlier fixed-loss cost threshold for FY 2021 
equal to the prospective payment rate for the 
MS–DRG, plus any IME, empirically justified 
Medicare DSH payments, estimated 
uncompensated care payment, and any add- 
on payments for new technology, plus 
$29,051. 

(3) Other Changes Concerning Outliers 

As stated in the FY 1994 IPPS final rule (58 
FR 46348), we establish an outlier threshold 
that is applicable to both hospital inpatient 
operating costs and hospital inpatient 
capital-related costs. When we modeled the 
combined operating and capital outlier 
payments, we found that using a common 
threshold resulted in a higher percentage of 
outlier payments for capital-related costs 
than for operating costs. We project that the 
threshold for FY 2021 (which reflects our 
methodology to incorporate an estimate of 
operating outlier reconciliation) will result in 
outlier payments that will equal 5.1 percent 
of operating DRG payments and we estimate 
that capital outlier payments will equal 5.34 
percent of capital payments based on the 
Federal rate (which reflects our methodology 
discussed previously to incorporate an 
estimate of capital outlier reconciliation). 

In accordance with section 1886(d)(3)(B) of 
the Act and as discussed previously, we 
reduced the FY 2021 standardized amount by 
the percentage of 5.1 percent to account for 
the projected proportion of payments paid as 
outliers. 

The outlier adjustment factors that would 
be applied to the operating standardized 
amount and capital Federal rate based on the 
FY 2021 outlier threshold are as follows: 

VerDate Sep<11>2014 22:38 Sep 17, 2020 Jkt 250001 PO 00000 Frm 00610 Fmt 4701 Sfmt 4725 E:\FR\FM\18SER2.SGM 18SER2 E
R

18
S

E
20

.2
60

<
/G

P
H

>

jb
el

l o
n 

D
S

K
JL

S
W

7X
2P

R
O

D
 w

ith
 R

U
LE

S
2



59041 Federal Register / Vol. 85, No. 182 / Friday, September 18, 2020 / Rules and Regulations 

We are applying the outlier adjustment 
factors to the FY 2021 payment rates after 
removing the effects of the FY 2020 outlier 
adjustment factors on the standardized 
amount. 

To determine whether a case qualifies for 
outlier payments, we currently apply 
hospital-specific CCRs to the total covered 
charges for the case. Estimated operating and 
capital costs for the case are calculated 
separately by applying separate operating 
and capital CCRs. These costs are then 
combined and compared with the outlier 
fixed-loss cost threshold. 

Under our current policy at § 412.84, we 
calculate operating and capital CCR ceilings 
and assign a statewide average CCR for 
hospitals whose CCRs exceed 3.0 standard 
deviations from the mean of the log 
distribution of CCRs for all hospitals. Based 
on this calculation, for hospitals for which 
the MAC computes operating CCRs greater 
than 1.142 or capital CCRs greater than 0.135, 
or hospitals for which the MAC is unable to 
calculate a CCR (as described under 
§ 412.84(i)(3) of our regulations), statewide 
average CCRs are used to determine whether 
a hospital qualifies for outlier payments. 
Table 8A listed in section VI. of this 
Addendum (and available via the internet on 
the CMS website) contains the statewide 
average operating CCRs for urban hospitals 
and for rural hospitals for which the MAC is 
unable to compute a hospital-specific CCR 
within the range previously specified. These 
statewide average ratios would be effective 
for discharges occurring on or after October 
1, 2020 and would replace the statewide 
average ratios from the prior fiscal year. 
Table 8B listed in section VI. of this 
Addendum (and available via the internet on 
the CMS website) contains the comparable 
statewide average capital CCRs. As 
previously stated, the CCRs in Tables 8A and 
8B would be used during FY 2021 when 
hospital-specific CCRs based on the latest 
settled cost report either are not available or 
are outside the range noted previously. Table 
8C listed in section VI. of this Addendum 
(and available via the internet on the CMS 
website) contains the statewide average total 
CCRs used under the LTCH PPS as discussed 
in section V. of this Addendum. 

We finally note that section 20.1.2 of 
chapter three of the Medicare Claims 
Processing Manual (on the internet at https:// 
www.cms.gov/Regulations-and-Guidance/ 
Guidance/Manuals/Downloads/ 
clm104c03.pdf) covers an array of topics, 
including CCRs, reconciliation, and the time 
value of money. We encourage hospitals that 
are assigned the statewide average operating 
and/or capital CCRs to work with their MAC 
on a possible alternative operating and/or 
capital CCR as explained in the manual. Use 
of an alternative CCR developed by the 
hospital in conjunction with the MAC can 
avoid possible overpayments or 
underpayments at cost report settlement, 

thereby ensuring better accuracy when 
making outlier payments and negating the 
need for outlier reconciliation. We also note 
that a hospital may request an alternative 
operating or capital CCR at any time as long 
as the guidelines of the manual are followed. 
In addition, the manual outlines the outlier 
reconciliation process for hospitals and 
Medicare contractors. We refer hospitals to 
the manual instructions for complete details 
on outlier reconciliation. 

(4) FY 2019 Outlier Payments 

Our current estimate, using available FY 
2019 claims data, is that actual outlier 
payments for FY 2019 were approximately 
5.43 percent of actual total MS–DRG 
payments. Therefore, the data indicate that, 
for FY 2019, the percentage of actual outlier 
payments relative to actual total payments is 
higher than we projected for FY 2019. 
Consistent with the policy and statutory 
interpretation we have maintained since the 
inception of the IPPS, we do not make 
retroactive adjustments to outlier payments 
to ensure that total outlier payments for FY 
2019 are equal to 5.1 percent of total MS– 
DRG payments. As explained in the FY 2003 
Outlier Final Rule (68 FR 34502), if we were 
to make retroactive adjustments to all outlier 
payments to ensure total payments are 5.1 
percent of MS–DRG payments (by 
retroactively adjusting outlier payments), we 
would be removing the important aspect of 
the prospective nature of the IPPS. Because 
such an across-the-board adjustment would 
either lead to more or less outlier payments 
for all hospitals, hospitals would no longer 
be able to reliably approximate their payment 
for a patient while the patient is still 
hospitalized. We believe it would be neither 
necessary nor appropriate to make such an 
aggregate retroactive adjustment. 
Furthermore, we believe it is consistent with 
the statutory language at section 
1886(d)(5)(A)(iv) of the Act not to make 
retroactive adjustments to outlier payments. 
This section states that outlier payments be 
equal to or greater than 5 percent and less 
than or equal to 6 percent of projected or 
estimated (not actual) MS–DRG payments. 
We believe that an important goal of a PPS 
is predictability. Therefore, we believe that 
the fixed-loss outlier threshold should be 
projected based on the best available 
historical data and should not be adjusted 
retroactively. A retroactive change to the 
fixed-loss outlier threshold would affect all 
hospitals subject to the IPPS, thereby 
undercutting the predictability of the system 
as a whole. 

We note that, because the MedPAR claims 
data for the entire FY 2020 period will not 
be available until after September 30, 2020, 
we are unable to provide an estimate of 
actual outlier payments for FY 2020 based on 
FY 2020 claims data in this final rule. We 
will provide an estimate of actual FY 2020 
outlier payments in the FY 2022 IPPS/LTCH 
PPS proposed rule. 

5. FY 2021 Standardized Amount 

The adjusted standardized amount is 
divided into labor-related and nonlabor- 
related portions. Tables 1A and 1B listed and 
published in section VI. of this Addendum 
(and available via the internet on the CMS 
website) contain the national standardized 
amounts that we are applying to all hospitals, 
except hospitals located in Puerto Rico, for 
FY 2021. The standardized amount for 
hospitals in Puerto Rico is shown in Table 1C 
listed and published in section VI. of this 
Addendum (and available via the internet on 
the CMS website). The amounts shown in 
Tables 1A and 1B differ only in that the 
labor-related share applied to the 
standardized amounts in Table 1A is 68.3 
percent, and the labor-related share applied 
to the standardized amounts in Table 1B is 
62 percent. In accordance with sections 
1886(d)(3)(E) and 1886(d)(9)(C)(iv) of the Act, 
we are applying a labor-related share of 62 
percent, unless application of that percentage 
would result in lower payments to a hospital 
than would otherwise be made. In effect, the 
statutory provision means that we will apply 
a labor-related share of 62 percent for all 
hospitals whose wage indexes are less than 
or equal to 1.0000. 

In addition, Tables 1A and 1B include the 
standardized amounts reflecting the 
applicable percentage increases for FY 2021. 

The labor-related and nonlabor-related 
portions of the national average standardized 
amounts for Puerto Rico hospitals for FY 
2021 are set forth in Table 1C listed and 
published in section VI. of this Addendum 
(and available via the internet on the CMS 
website). Similarly, section 1886(d)(9)(C)(iv) 
of the Act, as amended by section 403(b) of 
Public Law 108–173, provides that the labor- 
related share for hospitals located in Puerto 
Rico be 62 percent, unless the application of 
that percentage would result in lower 
payments to the hospital. 

The following table illustrates the changes 
from the FY 2020 national standardized 
amounts to the FY 2021 national 
standardized amounts. The second through 
fifth columns display the changes from the 
FY 2019 standardized amounts for each 
applicable FY 2021 standardized amount. 
The first row of the table shows the updated 
(through FY 2020) average standardized 
amount after restoring the FY 2020 offsets for 
outlier payments and the geographic 
reclassification budget neutrality. The MS– 
DRG reclassification and recalibration and 
wage index budget neutrality adjustment 
factors are cumulative. Therefore, those FY 
2020 adjustment factors are not removed 
from this table. Additionally, for FY 2021 we 
have applied the budget neutrality factors for 
the low wage index hospital policy and the 
transition policy, described previously. 
BILLING CODE 4120–01–P 
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BILLING CODE 4120–01–C 

B. Adjustments for Area Wage Levels and 
Cost-of-Living 

Tables 1A through 1C, as published in 
section VI. of this Addendum (and available 
via the internet on the CMS website), contain 
the labor related and -nonlabor related- 
shares that we used to calculate the 
prospective payment rates for hospitals 
located in the 50 States, the District of 
Columbia, and Puerto Rico for FY 2021. This 
section addresses two types of adjustments to 
the standardized amounts that are made in 
determining the prospective payment rates as 
described in this Addendum. 

1. Adjustment for Area Wage Levels 

Sections 1886(d)(3)(E) and 
1886(d)(9)(C)(iv) of the Act require that we 
make an adjustment to the labor-related 
portion of the national prospective payment 
rate to account for area differences in 
hospital wage levels. This adjustment is 
made by multiplying the labor-related 
portion of the adjusted standardized amounts 
by the appropriate wage index for the area in 
which the hospital is located. For FY 2021, 
as discussed in section IV.B.3. of the 
preamble of this final rule, as we proposed, 
we are applying a labor-related share of 68.3 

percent for the national standardized 
amounts for all IPPS hospitals (including 
hospitals in Puerto Rico) that have a wage 
index value that is greater than 1.0000. 
Consistent with section 1886(d)(3)(E) of the 
Act, as we proposed, we are applying the 
wage index to a labor-related share of 62 
percent of the national standardized amount 
for all IPPS hospitals (including hospitals in 
Puerto Rico) whose wage index values are 
less than or equal to 1.0000. In section III. of 
the preamble of this final rule, we discuss the 
data and methodology for the FY 2021 wage 
index. 

2. Adjustment for Cost-of-Living in Alaska 
and Hawaii 

Section 1886(d)(5)(H) of the Act provides 
discretionary authority to the Secretary to 
make adjustments as the Secretary deems 
appropriate to take into account the unique 
circumstances of hospitals located in Alaska 
and Hawaii. Higher labor-related costs for 
these two States are taken into account in the 
adjustment for area wages described 
previously. To account for higher nonlabor- 
related costs for these two States, we 
multiply the nonlabor-related portion of the 
standardized amount for hospitals in Alaska 
and Hawaii by an adjustment factor. 

In the FY 2013 IPPS/LTCH PPS final rule, 
we established a methodology to update the 
COLA factors for Alaska and Hawaii that 
were published by the U.S. Office of 
Personnel Management (OPM) every 4 years 
(at the same time as the update to the labor- 
related share of the IPPS market basket), 
beginning in FY 2014. We refer readers to the 
FY 2013 IPPS/LTCH PPS proposed and final 
rules for additional background and a 
detailed description of this methodology (77 
FR 28145 through 28146 and 77 FR 53700 
through 53701, respectively). For FY 2018, in 
the FY 2018 IPPS/LTCH PPS final rule (82 FR 
38530 through 38531), we updated the COLA 
factors published by OPM for 2009 (as these 
are the last COLA factors OPM published 
prior to transitioning from COLAs to locality 
pay) using the methodology that we finalized 
in the FY 2013 IPPS/LTCH PPS final rule. 

Based on the policy finalized in the FY 
2013 IPPS/LTCH PPS final rule, as we 
proposed, we are continuing to use the same 
COLA factors in FY 2021 that were used in 
FY 2019 to adjust the nonlabor-related 
portion of the standardized amount for 
hospitals located in Alaska and Hawaii. The 
following table lists the COLA factors for FY 
2021. 

Based on the policy finalized in the FY 
2013 IPPS/LTCH PPS final rule, the next 
update to the COLA factors for Alaska and 
Hawaii would occur at the same time as the 
update to the labor-related share of the IPPS 
market basket (no later than FY 2022). 

C. Calculation of the Prospective Payment 
Rates 

1. General Formula for Calculation of the 
Prospective Payment Rates for FY 2021 

In general, the operating prospective 
payment rate for all hospitals (including 
hospitals in Puerto Rico) paid under the 
IPPS, except SCHs and MDHs, for FY 2021 
equals the Federal rate (which includes 
uncompensated care payments). 

Under current law, the MDH program has 
been extended for discharges occurring 
through September 30, 2022. 

SCHs are paid based on whichever of the 
following rates yields the greatest aggregate 
payment: the Federal national rate (which, as 
discussed in section V.G. of the preamble of 
this final rule, includes uncompensated care 
payments); the updated hospital-specific rate 
based on FY 1982 costs per discharge; the 
updated hospital-specific rate based on FY 
1987 costs per discharge; the updated 
hospital-specific rate based on FY 1996 costs 
per discharge; or the updated hospital- 
specific rate based on FY 2006 costs per 
discharge to determine the rate that yields 
the greatest aggregate payment. 

The prospective payment rate for SCHs for 
FY 2021 equals the higher of the applicable 
Federal rate, or the hospital-specific rate as 
described later in this section. The 
prospective payment rate for MDHs for FY 
2021 equals the higher of the Federal rate, or 

the Federal rate plus 75 percent of the 
difference between the Federal rate and the 
hospital-specific rate as described in this 
section. For MDHs, the updated hospital- 
specific rate is based on FY 1982, FY 1987, 
or FY 2002 costs per discharge, whichever 
yields the greatest aggregate payment. 

2. Operating and Capital Federal Payment 
Rate and Outlier Payment Calculation 

Note: The formula specified in this section 
is used for actual claim payment and is also 
used by CMS to project the outlier threshold 
for the upcoming fiscal year. The difference 
is the source of some of the variables in the 
formula. For example, operating and capital 
CCRs for actual claim payment are from the 
PSF while CMS uses an adjusted CCR (as 
described previously) to project the threshold 
for the upcoming fiscal year. In addition, 
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charges for a claim payment are from the bill 
while charges to project the threshold are 
from the MedPAR data with an inflation 
factor applied to the charges (as described 
earlier). 

Step 1—Determine the MS–DRG and MS– 
DRG relative weight (from Table 5) for each 
claim based on the ICD–10–CM diagnosis 
and ICD–10–PCS procedure codes on the 
claim. 

Step 2—Select the applicable average 
standardized amount depending on whether 
the hospital submitted qualifying quality data 
and is a meaningful EHR user, as described 
previously. 

Step 3—Compute the operating and capital 
Federal payment rate: 
—Federal Payment Rate for Operating Costs 

= MS–DRG Relative Weight × [(Labor- 
Related Applicable Standardized Amount 
× Applicable CBSA Wage Index) + 
(Nonlabor-Related Applicable 
Standardized Amount × Cost-of-Living 
Adjustment)] × (1 + IME + (DSH * 0.25)) 

—Federal Payment for Capital Costs = MS– 
DRG Relative Weight × Federal Capital 
Rate × Geographic Adjustment Fact × (1 + 
IME + DSH) 
Step 4—Determine operating and capital 

costs: 
—Operating Costs = (Billed Charges × 

Operating CCR) 
—Capital Costs = (Billed Charges × Capital 

CCR). 
Step 5—Compute operating and capital 

outlier threshold (CMS applies a geographic 
adjustment to the operating and capital 
outlier threshold to account for local cost 
variation): 
—Operating CCR to Total CCR = (Operating 

CCR)/(Operating CCR + Capital CCR) 
—Operating Outlier Threshold = [Fixed Loss 

Threshold × ((Labor-Related Portion × 
CBSA Wage Index) + Nonlabor-Related 
portion)] × Operating CCR to Total CCR + 
Federal Payment with IME, DSH + 

Uncompensated Care Payment + New 
Technology Add-On Payment Amount 

—Capital CCR to Total CCR = (Capital CCR)/ 
(Operating CCR + Capital CCR) 

—Capital Outlier Threshold = (Fixed Loss 
Threshold × Geographic Adjustment Factor 
× Capital CCR to Total CCR) + Federal 
Payment with IME and DSH 
Step 6—Compute operating and capital 

outlier payments: 
—Marginal Cost Factor = 0.80 or 0.90 

(depending on the MS–DRG) 
—Operating Outlier Payment = (Operating 

Costs—Operating Outlier Threshold) × 
Marginal Cost Factor 

—Capital Outlier Payment = (Capital Costs— 
Capital Outlier Threshold) × Marginal Cost 
Factor 
The payment rate may then be further 

adjusted for hospitals that qualify for a low- 
volume payment adjustment under section 
1886(d)(12) of the Act and 42 CFR 
412.101(b). The base-operating DRG payment 
amount may be further adjusted by the 
hospital readmissions payment adjustment 
and the hospital VBP payment adjustment as 
described under sections 1886(q) and 1886(o) 
of the Act, respectively. Payments also may 
be reduced by the 1-percent adjustment 
under the HAC Reduction Program as 
described in section 1886(p) of the Act. We 
also make new technology add-on payments 
in accordance with section 1886(d)(5)(K) and 
(L) of the Act. Finally, we add the 
uncompensated care payment to the total 
claim payment amount. As noted in the 
previous formula, we take uncompensated 
care payments and new technology add-on 
payments into consideration when 
calculating outlier payments. 

3. Hospital-Specific Rate (Applicable Only to 
SCHs and MDHs) 

a. Calculation of Hospital-Specific Rate 

Section 1886(b)(3)(C) of the Act provides 
that SCHs are paid based on whichever of the 
following rates yields the greatest aggregate 

payment: The Federal rate; the updated 
hospital-specific rate based on FY 1982 costs 
per discharge; the updated hospital-specific 
rate based on FY 1987 costs per discharge; 
the updated hospital-specific rate based on 
FY 1996 costs per discharge; or the updated 
hospital-specific rate based on FY 2006 costs 
per discharge to determine the rate that 
yields the greatest aggregate payment. 

As noted previously, the MDH program has 
been extended under current law for 
discharges occurring through September 30, 
2022. For MDHs, the updated hospital- 
specific rate is based on FY 1982, FY 1987, 
or FY 2002 costs per discharge, whichever 
yields the greatest aggregate payment. 

For a more detailed discussion of the 
calculation of the hospital-specific rates, we 
refer readers to the FY 1984 IPPS interim 
final rule (48 FR 39772); the April 20, 1990 
final rule with comment period (55 FR 
15150); the FY 1991 IPPS final rule (55 FR 
35994); and the FY 2001 IPPS final rule (65 
FR 47082). 

b. Updating the FY 1982, FY 1987, FY 1996, 
FY 2002 and FY 2006 Hospital-Specific Rate 
for FY 2021 

Section 1886(b)(3)(B)(iv) of the Act 
provides that the applicable percentage 
increase applicable to the hospital-specific 
rates for SCHs and MDHs equals the 
applicable percentage increase set forth in 
section 1886(b)(3)(B)(i) of the Act (that is, the 
same update factor as for all other hospitals 
subject to the IPPS). Because the Act sets the 
update factor for SCHs and MDHs equal to 
the update factor for all other IPPS hospitals, 
the update to the hospital-specific rates for 
SCHs and MDHs is subject to the 
amendments to section 1886(b)(3)(B) of the 
Act made by sections 3401(a) and 10319(a) of 
the Affordable Care Act. Accordingly, the 
applicable percentage increases to the 
hospital-specific rates applicable to SCHs 
and MDHs are the following: 

For a complete discussion of the applicable 
percentage increase applied to the hospital- 
specific rates for SCHs and MDHs, we refer 

readers to section IV.B. of the preamble of 
this final rule. In addition, because SCHs and 
MDHs use the same MSDRGs as other 

hospitals when they are paid based in whole 
or in part on the hospital-specific rate, the 
-hospital specific-rate is adjusted by a budget 
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neutrality factor to ensure that changes to the 
MS–DRG classifications and the recalibration 
of the MS–DRG relative weights are made in 
a manner so that aggregate IPPS payments are 
unaffected. Therefore, the hospital specific- 
rate for an SCH or an MDH is adjusted by the 
MS–DRG reclassification and recalibration 
budget neutrality factor, as discussed in 
section III. of this Addendum and listed in 
the table in section II. of this Addendum. The 
resulting rate is used in determining the 
payment rate that an SCH or MDH would 
receive for its discharges beginning on or 
after October 1, 2020. We note that, in this 
final rule, for FY 2021, we are not making a 
documentation and coding adjustment to the 
hospital-specific rate. We refer readers to 
section II.D. of the preamble of this final rule 
for a complete discussion regarding our 
policies and previously finalized policies 
(including our historical adjustments to the 
payment rates) relating to the effect of 
changes in documentation and coding that do 
not reflect real changes in case mix. 

III. Changes to Payment Rates for Acute Care 
Hospital Inpatient Capital-Related Costs for 
FY 2021 

The PPS for acute care hospital inpatient 
capital-related costs was implemented for 
cost reporting periods beginning on or after 
October 1, 1991. The basic methodology for 
determining Federal capital prospective rates 
is set forth in the regulations at 42 CFR 
412.308 through 412.352. In this section of 
this Addendum, we discuss the factors that 
we used to determine the capital Federal rate 
for FY 2021, which are effective for 
discharges occurring on or after October 1, 
2020. 

All hospitals (except ‘‘new’’ hospitals 
under § 412.304(c)(2)) are paid based on the 
capital Federal rate. We annually update the 
capital standard Federal rate, as provided in 
§ 412.308(c)(1), to account for capital input 
price increases and other factors. The 
regulations at § 412.308(c)(2) also provide 
that the capital Federal rate be adjusted 
annually by a factor equal to the estimated 
proportion of outlier payments under the 
capital Federal rate to total capital payments 
under the capital Federal rate. In addition, 
§ 412.308(c)(3) requires that the capital 
Federal rate be reduced by an adjustment 
factor equal to the estimated proportion of 
payments for exceptions under § 412.348. 
(We note that, as discussed in the FY 2013 
IPPS/LTCH PPS final rule (77 FR 53705), 
there is generally no longer a need for an 
exceptions payment adjustment factor.) 
However, in limited circumstances, an 
additional payment exception for 
extraordinary circumstances is provided for 
under § 412.348(f) for qualifying hospitals. 

Therefore, in accordance with 
§ 412.308(c)(3), an exceptions payment 
adjustment factor may need to be applied if 
such payments are made. Section 
412.308(c)(4)(ii) requires that the capital 
standard Federal rate be adjusted so that the 
effects of the annual DRG reclassification and 
the recalibration of DRG weights and changes 
in the geographic adjustment factor (GAF) are 
budget neutral. 

Section 412.374 provides for payments to 
hospitals located in Puerto Rico under the 

IPPS for acute care hospital inpatient capital- 
related costs, which currently specifies 
capital IPPS payments to hospitals located in 
Puerto Rico are based on 100 percent of the 
Federal rate. 

A. Determination of the Federal Hospital 
Inpatient Capital-Related Prospective 
Payment Rate Update for FY 2021 

In the discussion that follows, we explain 
the factors that we used to determine the 
capital Federal rate for FY 2021. In 
particular, we explain why the FY 2021 
capital Federal rate would increase 
approximately 0.84 percent, compared to the 
FY 2020 capital Federal rate. As discussed in 
the impact analysis in Appendix A to this FY 
2021 IPPS/LTCH final rule, we estimate that 
capital payments per discharge would 
increase approximately 0.3 percent during 
that same period. Because capital payments 
constitute approximately 10 percent of 
hospital payments, a 1-percent change in the 
capital Federal rate yields only 
approximately a 0.1 percent change in actual 
payments to hospitals. 

1. Projected Capital Standard Federal Rate 
Update 

Under § 412.308(c)(1), the capital standard 
Federal rate is updated on the basis of an 
analytical framework that takes into account 
changes in a capital input price index (CIPI) 
and several other policy adjustment factors. 
Specifically, we adjust the projected CIPI rate 
of change, as appropriate, each year for case- 
mix index-related changes, for intensity, and 
for errors in previous CIPI forecasts. The 
update factor for FY 2021 under that 
framework is 1.1 percent based on a 
projected 1.1 percent increase in the 2014- 
based CIPI, a 0.0 percentage point adjustment 
for intensity, a 0.0 percentage point 
adjustment for case-mix, a 0.0 percentage 
point adjustment for the DRG reclassification 
and recalibration, and a forecast error 
correction of 0.0 percentage point. As 
discussed in section III.C. of this Addendum, 
we continue to believe that the CIPI is the 
most appropriate input price index for 
capital costs to measure capital price changes 
in a given year. We also explain the basis for 
the FY 2021 CIPI projection in that same 
section of this Addendum. Below we 
describe the policy adjustments that we 
applied in the update framework for FY 
2021. 

The case-mix index is the measure of the 
average DRG weight for cases paid under the 
IPPS. Because the DRG weight determines 
the prospective payment for each case, any 
percentage increase in the case-mix index 
corresponds to an equal percentage increase 
in hospital payments. 

The case-mix index can change for any of 
several reasons— 

• The average resource use of Medicare 
patient changes (‘‘real’’ case-mix change); 

• Changes in hospital documentation and 
coding of patient records result in higher- 
weighted DRG assignments (‘‘coding 
effects’’); or 

• The annual DRG reclassification and 
recalibration changes may not be budget 
neutral (‘‘reclassification effect’’). 

We define real case-mix change as actual 
changes in the mix (and resource 

requirements) of Medicare patients, as 
opposed to changes in documentation and 
coding behavior that result in assignment of 
cases to higher-weighted DRGs, but do not 
reflect higher resource requirements. The 
capital update framework includes the same 
case-mix index adjustment used in the 
former operating IPPS update framework (as 
discussed in the May 18, 2004 IPPS proposed 
rule for FY 2005 (69 FR 28816)). (We no 
longer use an update framework to make a 
recommendation for updating the operating 
IPPS standardized amounts, as discussed in 
section II. of Appendix B to the FY 2006 IPPS 
final rule (70 FR 47707).) 

For FY 2021, we are projecting a 0.5 
percent total increase in the case-mix index. 
We estimated that the real case-mix increase 
would equal 0.5 percent for FY 2021. The net 
adjustment for change in case-mix is the 
difference between the projected real 
increase in case mix and the projected total 
increase in case mix. Therefore, as we 
proposed, the net adjustment for case-mix 
change in FY 2021 is 0.0 percentage point. 

The capital update framework also 
contains an adjustment for the effects of DRG 
reclassification and recalibration. This 
adjustment is intended to remove the effect 
on total payments of prior year’s changes to 
the DRG classifications and relative weights, 
in order to retain budget neutrality for all 
case-mix index-related changes other than 
those due to patient severity of illness. Due 
to the lag time in the availability of data, 
there is a 2-year lag in data used to determine 
the adjustment for the effects of DRG 
reclassification and recalibration. For 
example, we have data available to evaluate 
the effects of the FY 2019 DRG 
reclassification and recalibration as part of 
our update for FY 2021. We assume, for 
purposes of this adjustment, that the estimate 
of FY 2019 DRG reclassification and 
recalibration would result in no change in 
the case-mix when compared with the case- 
mix index that would have resulted if we had 
not made the reclassification and 
recalibration changes to the DRGs. Therefore, 
as we proposed, we are making a 0.0 
percentage point adjustment for 
reclassification and recalibration in the 
update framework for FY 2021. 

The capital update framework also 
contains an adjustment for forecast error. The 
input price index forecast is based on 
historical trends and relationships 
ascertainable at the time the update factor is 
established for the upcoming year. In any 
given year, there may be unanticipated price 
fluctuations that may result in differences 
between the actual increase in prices and the 
forecast used in calculating the update 
factors. In setting a prospective payment rate 
under the framework, we make an 
adjustment for forecast error only if our 
estimate of the change in the capital input 
price index for any year is off by 0.25 
percentage point or more. There is a 2-year 
lag between the forecast and the availability 
of data to develop a measurement of the 
forecast error. Historically, when a forecast 
error of the CIPI is greater than 0.25 
percentage point in absolute terms, it is 
reflected in the update recommended under 
this framework. A forecast error of 0.0 
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percentage point was calculated for the FY 
2019 update, for which there are historical 
data. That is, current historical data indicated 
that the forecasted FY 2019 CIPI (1.4 percent) 
used in calculating the FY 2019 update factor 
was the same percentage increase as the 
actual realized price increase (1.4 percent). 
As this does not exceed the 0.25 percentage 
point threshold, we are not making an 
adjustment for forecast error in the update for 
FY 2021. 

Under the capital IPPS update framework, 
we also make an adjustment for changes in 
intensity. Historically, we calculate this 
adjustment using the same methodology and 
data that were used in the past under the 
framework for operating IPPS. The intensity 
factor for the operating update framework 
reflects how hospital services are utilized to 
produce the final product, that is, the 
discharge. This component accounts for 
changes in the use of quality-enhancing 
services, for changes within DRG severity, 
and for expected modification of practice 
patterns to remove noncost-effective services. 

Our intensity measure is based on a 5-year 
average. 

We calculate case-mix constant intensity as 
the change in total cost per discharge, 
adjusted for price level changes (the CPI for 
hospital and related services) and changes in 
real case-mix. Without reliable estimates of 
the proportions of the overall annual 
intensity changes that are due, respectively, 
to ineffective practice patterns and the 
combination of quality-enhancing new 
technologies and complexity within the DRG 
system, we assume that one-half of the 
annual change is due to each of these factors. 
Thus, the capital update framework provides 
an add-on to the input price index rate of 
increase of one-half of the estimated annual 
increase in intensity, to allow for increases 
within DRG severity and the adoption of 
quality-enhancing technology. 

In this final rule, as we proposed, we are 
continuing to use a Medicare-specific 
intensity measure that is based on a 5-year 
adjusted average of cost per discharge for FY 
2021 (we refer readers to the FY 2011 IPPS/ 

LTCH PPS final rule (75 FR 0436) for a full 
description of our Medicare-specific intensity 
measure). Specifically, for FY 2021, we used 
an intensity measure that is based on an 
average of cost-per-discharge data from the 5- 
year period beginning with FY 2014 and 
extending through FY 2018. Based on these 
data, we estimated that case-mix constant 
intensity declined during FYs 2014 through 
2018. In the past, when we found intensity 
to be declining, we believed a zero (rather 
than a negative) intensity adjustment was 
appropriate. Consistent with this approach, 
because we estimated that intensity would 
decline during that 5-year period, we believe 
it is appropriate to continue to apply a zero- 
intensity adjustment for FY 2021. Therefore, 
as we proposed, we made a 0.0 percentage 
point adjustment for intensity in the update 
for FY 2021. 

Earlier, we described the basis of the 
components we used to develop the 1.1 
percent capital update factor under the 
capital update framework for FY 2021, as 
shown in the following table.192 

2. Outlier Payment Adjustment Factor 

Section 412.312(c) establishes a unified 
outlier payment methodology for inpatient 
operating and inpatient capital-related costs. 
A shared threshold is used to identify outlier 
cases for both inpatient operating and 
inpatient capital-related payments. Section 
412.308(c)(2) provides that the standard 
Federal rate for inpatient capital-related costs 
be reduced by an adjustment factor equal to 
the estimated proportion of capital-related 
outlier payments to total inpatient capital- 
related PPS payments. The outlier threshold 
is set so that operating outlier payments are 
projected to be 5.1 percent of total operating 
IPPS DRG payments. For FY 2021, as we 
proposed we are incorporating the estimated 
outlier reconciliation payment amounts into 
the outlier threshold model, as we did for FY 
2020. (For more details on our policy to 
incorporate outlier reconciliation payment 
amounts into the outlier threshold model, 
please see section II.A. of this Addendum to 
this final rule.) 

For FY 2020, we estimated that outlier 
payments for capital-related PPS payments 
would equal 5.37 percent of inpatient capital- 
related payments based on the capital 
Federal rate in FY 2020. Based on the 
threshold discussed in section II.A. of this 
Addendum, we estimate that prior to taking 
into account projected capital outlier 
reconciliation payments, outlier payments for 
capital-related costs would equal 5.36 
percent for inpatient capital-related 
payments based on the capital Federal rate in 
FY 2021. However, using the methodology 
outlined in section II.A. of this Addendum, 
we estimate that taking into account 
projected capital outlier reconciliation 
payments would decrease FY 2021 aggregate 
estimated capital outlier payments by 0.02 
percent. Therefore, accounting for estimated 
capital outlier reconciliation, the estimated 
outlier payments for capital-related PPS 
payments would equal 5.34 percent (5.36 
percent ¥ 0.02 percent) of inpatient capital- 
related payments based on the capital 
Federal rate in FY 2021. Accordingly, we 
applied an outlier adjustment factor of 0.9466 

in determining the capital Federal rate for FY 
2021. Thus, we estimate that the percentage 
of capital outlier payments to total capital 
Federal rate payments for FY 2021 would be 
lower than the percentage for FY 2020. 

The outlier reduction factors are not built 
permanently into the capital rates; that is, 
they are not applied cumulatively in 
determining the capital Federal rate. The FY 
2021 outlier adjustment of 0.9466 is a 0.03 
percent change from the FY 2020 outlier 
adjustment of 0.9463. Therefore, the net 
change in the outlier adjustment to the 
capital Federal rate for FY 2021 is 1.0003 
(0.9466/0.9463; calculation performed on 
unrounded numbers) so that the outlier 
adjustment will increase the FY 2021 capital 
Federal rate by approximately 0.03 percent 
compared to the FY 2020 outlier adjustment. 

3. Budget Neutrality Adjustment Factor for 
Changes in DRG Classifications and Weights 
and the GAF 

Section 412.308(c)(4)(ii) requires that the 
capital Federal rate be adjusted so that 
aggregate payments for the fiscal year based 
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on the capital Federal rate, after any changes 
resulting from the annual DRG 
reclassification and recalibration and changes 
in the GAF, are projected to equal aggregate 
payments that would have been made on the 
basis of the capital Federal rate without such 
changes. 

As discussed in section III.G.3. of the 
preamble of this final rule, in the FY 2020 
IPPS/LTCH PPS final rule (84 FR 42325 
through 42339), we finalized a policy to help 
reduce wage index disparities between high 
and low wage index hospitals by increasing 
the wage index values for certain hospitals 
with low wage index values. As also 
discussed in section III.G.3. of the preamble 
of this final rule, this policy will continue in 
FY 2021. In addition, in the FY 2020 IPPS/ 
LTCH PPS final rule (84 FR 42332 through 
42336), we removed urban to rural 
reclassifications from the calculation of the 
rural floor to prevent inappropriate payment 
increases under the rural floor due to rural 
reclassifications, such that, beginning in FY 
2020, the rural floor is calculated without 
including the wage data of hospitals that 
have reclassified as rural under section 
1886(d)(8)(E) of the Act (as implemented in 
the regulations at § 412.103). Therefore, as 
mentioned in section III.G.1. of the preamble 
of this final rule, the rural floor for this FY 
2021 final rule is calculated without the wage 
data of hospitals that have reclassified as 
rural under § 412.103. Lastly, for FY 2020, we 
placed a 5-percent cap on any decrease in a 
hospital’s wage index from the hospital’s 
final wage index in FY 2019 (84 FR 42336 
through 42338). In light of the OMB updates 
described in section III.B.2. of the preamble 
of this final rule, for FY 2021, we are again 
capping any decreases in the wage index at 
5 percent so that a hospital’s final wage index 
for FY 2021 will not be less than 95 percent 
of its final wage index for FY 2020. 

As we discussed in the in the FY 2020 
IPPS/LTCH PPS final rule (84 FR 42638 
through 42639), we augmented our historical 
methodology for computing the budget 
neutrality factor for changes in the GAFs in 
light of the effect of those wage index 
changes on the GAFs. Specifically, we 
established a 2-step methodology, under 
which we first calculate a factor to ensure 
budget neutrality for changes to the GAFs 
due to the update to the wage data, wage 
index reclassifications and redesignations, 
including our policy to remove the wage data 
of urban hospitals that have reclassified as 
rural under § 412.103 from the calculation of 
‘‘the wage index for rural areas in the State 
in which the county is located’’ in applying 
the provisions of section 1886(d)(8)(C)(iii) of 
the Act, and the rural floor, including our 
policy to calculate the rural floor without 
including the wage data of urban hospitals 
that have reclassified as rural under 
§ 412.103, consistent with our historical GAF 
budget neutrality factor methodology. In the 
second step, we calculate a factor to ensure 
budget neutrality for changes to the GAFs 
due to our policy to increase the wage index 
for hospitals with a wage index value below 
the 25th percentile wage index and our 
policy to place a 5-percent cap on any 
decrease in a hospital’s wage index from the 
hospital’s final wage index in the prior fiscal 

year. In this section, we refer to these two 
policies as the lowest quartile hospital wage 
index adjustment and the 5-percent cap on 
wage index decreases. 

In light of the changes to the wage index 
and other wage index policies for FY 2021 
discussed previously, which directly affect 
the GAF, we continue to compute a budget 
neutrality factor for changes in the GAFs in 
two steps. We discuss our 2-step calculation 
of the GAF budget neutrality factors for FY 
2021 as follows. 

To determine the GAF budget neutrality 
factors for FY 2021, we first compared 
estimated aggregate capital Federal rate 
payments based on the FY 2020 MS–DRG 
classifications and relative weights and the 
FY 2020 GAFs to estimated aggregate capital 
Federal rate payments based on the FY 2020 
MS–DRG classifications and relative weights 
and the FY 2021 GAFs without incorporating 
the effects on the GAFs of the lowest quartile 
hospital wage index adjustment and the 5- 
percent cap on wage index decreases. To 
achieve budget neutrality for these changes 
in the GAFs, we calculated an incremental 
GAF budget neutrality adjustment factor of 
1.0021 for FY 2021. Next, we compared 
estimated aggregate capital Federal rate 
payments based on the FY 2021 GAFs with 
and without incorporating the effects on the 
GAFs of the lowest quartile hospital wage 
index adjustment and the 5-percent cap on 
wage index decreases. For this calculation, 
estimated aggregate capital Federal rate 
payments were calculated using the FY 2021 
MS–DRG classifications and relative weights, 
and the FY 2021 GAFs (both with and 
without incorporating the effects on the GAF 
of the lowest quartile hospital wage index 
adjustment and the 5-percent cap on wage 
index decreases). (We note, for this 
calculation the GAFs included the out- 
migration and Frontier state adjustments.) To 
achieve budget neutrality for the effects of 
the lowest quartile hospital wage index 
adjustment and the 5-percent cap on wage 
index decreases on the FY 2021 GAFs, we 
calculated an incremental GAF budget 
neutrality adjustment factor of 0.9963. 
Therefore, to achieve budget neutrality for 
the changes in the GAFs, based on the 
calculations described previously, we are 
applying an incremental budget neutrality 
adjustment factor of 0.9984 (1.0021 x 0.9963) 
for FY 2021 to the previous cumulative FY 
2020 adjustment factor. 

We also compared estimated aggregate 
capital Federal rate payments based on the 
FY 2020 MS–DRG classifications and relative 
weights and the FY 2021 GAFs to estimated 
aggregate capital Federal rate payments based 
on the cumulative effects of the FY 2021 MS– 
DRG classifications and relative weights and 
the FY 2021 GAFs without the effects of the 
lowest quartile hospital wage index 
adjustment and the 5-percent cap on wage 
index decreases. The incremental adjustment 
factor for DRG classifications and changes in 
relative weights is 0.9988. The incremental 
adjustment factors for MS–DRG 
classifications and changes in relative 
weights (0.9988) and for changes in the GAFs 
through FY 2021 (0.9984) is 0.9971 (0.9988 
x 0.9984). We note that all the values are 
calculated with unrounded numbers. 

The GAF/DRG budget neutrality 
adjustment factors are built permanently into 
the capital rates; that is, they are applied 
cumulatively in determining the capital 
Federal rate. This follows the requirement 
under § 412.308(c)(4)(ii) that estimated 
aggregate payments each year be no more or 
less than they would have been in the 
absence of the annual DRG reclassification 
and recalibration and changes in the GAFs. 

The methodology used to determine the 
recalibration and geographic adjustment 
factor (GAF/DRG) budget neutrality 
adjustment is similar to the methodology 
used in establishing budget neutrality 
adjustments under the IPPS for operating 
costs. One difference is that, under the 
operating IPPS, the budget neutrality 
adjustments for the effect of geographic 
reclassifications are determined separately 
from the effects of other changes in the 
hospital wage index and the MS–DRG 
relative weights. Under the capital IPPS, 
there is a single GAF/DRG budget neutrality 
adjustment factor for changes in the GAF 
(including geographic reclassification and the 
lowest quartile hospital wage index 
adjustment and the 5-percent cap on wage 
index decreases described previously) and 
the MS–DRG relative weights. In addition, 
there is no adjustment for the effects that 
geographic reclassification or the lowest 
quartile hospital wage index adjustment and 
the 5-percent cap on wage index decreases 
described previously have on the other 
payment parameters, such as the payments 
for DSH or IME. 

The incremental GAF/DRG adjustment 
factor of 0.9971 (the product of the 
incremental GAF budget neutrality 
adjustment factor of 0.9984 and the 
incremental DRG budget neutrality 
adjustment factor of 0.9988) accounts for the 
MS–DRG reclassifications and recalibration 
and for changes in the GAFs. As noted 
previously, it also incorporates the effects on 
the GAFs of FY 2021 geographic 
reclassification decisions made by the 
MGCRB compared to FY 2020 decisions and 
the lowest quartile hospital wage index 
adjustment, and the 5-percent cap on wage 
index decreases described earlier. However, 
it does not account for changes in payments 
due to changes in the DSH and IME 
adjustment factors. 

4. Capital Federal Rate for FY 2021 

For FY 2020, we established a capital 
Federal rate of $462.33 (84 FR 42640, as 
corrected in 84 FR 53613). We are 
establishing an update of 1.1 percent in 
determining the FY 2021 capital Federal rate 
for all hospitals. As a result of this update 
and the budget neutrality factors discussed 
earlier, we are establishing a national capital 
Federal rate of $466.22 for FY 2021. The 
national capital Federal rate for FY 2021 was 
calculated as follows: 

• The FY 2021 update factor is 1.011; that 
is, the update is 1.1 percent. 

• The FY 2021 budget neutrality 
adjustment factor that is applied to the 
capital Federal rate for changes in the MS– 
DRG classifications and relative weights and 
changes in the GAFs is 0.9971. 

• The FY 2021 outlier adjustment factor is 
0.9466. 
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We are providing the following chart that 
shows how each of the factors and 
adjustments for FY 2021 affects the 
computation of the FY 2021 national capital 
Federal rate in comparison to the FY 2020 
national capital Federal rate. The FY 2021 
update factor has the effect of increasing the 

capital Federal rate by 1.1 percent compared 
to the FY 2020 capital Federal rate. The GAF/ 
DRG budget neutrality adjustment factor has 
the effect of decreasing the capital Federal 
rate by 0.29 percent. The FY 2021 outlier 
adjustment factor has the effect of increasing 
the capital Federal rate by 0.03 percent 

compared to the FY 2020 capital Federal rate. 
The combined effect of all the changes would 
increase the national capital Federal rate by 
approximately 0.84 percent, compared to the 
FY 2020 national capital Federal rate. 

B. Calculation of the Inpatient Capital- 
Related Prospective Payments for FY 2021 

For purposes of calculating payments for 
each discharge during FY 2021, the capital 
Federal rate is adjusted as follows: (Standard 
Federal Rate) × (DRG weight) × (GAF) × 
(COLA for hospitals located in Alaska and 
Hawaii) × (1 + DSH Adjustment Factor + IME 
Adjustment Factor, if applicable). The result 
is the adjusted capital Federal rate. 

Hospitals also may receive outlier 
payments for those cases that qualify under 
the threshold established for each fiscal year. 
Section 412.312(c) provides for a shared 
threshold to identify outlier cases for both 
inpatient operating and inpatient capital- 
related payments. The outlier threshold for 
FY 2021 is in section II.A. of this Addendum. 
For FY 2021, a case will qualify as a cost 
outlier if the cost for the case plus the 
(operating) IME and DSH payments 
(including both the empirically justified 
Medicare DSH payment and the estimated 
uncompensated care payment, as discussed 
in section II.A.4.j. of this Addendum) is 
greater than the prospective payment rate for 
the MS–DRG plus the fixed-loss amount of 
$29,051. 

Currently, as provided under 
§ 412.304(c)(2), we pay a new hospital 85 
percent of its reasonable costs during the first 
2 years of operation, unless it elects to 
receive payment based on 100 percent of the 
capital Federal rate. Effective with the third 
year of operation, we pay the hospital based 
on 100 percent of the capital Federal rate 
(that is, the same methodology used to pay 
all other hospitals subject to the capital PPS). 

C. Capital Input Price Index 

1. Background 

Like the operating input price index, the 
capital input price index (CIPI) is a fixed- 
weight price index that measures the price 
changes associated with capital costs during 
a given year. The CIPI differs from the 
operating input price index in one important 
aspect—the CIPI reflects the vintage nature of 
capital, which is the acquisition and use of 
capital over time. Capital expenses in any 
given year are determined by the stock of 
capital in that year (that is, capital that 
remains on hand from all current and prior 
capital acquisitions). An index measuring 
capital price changes needs to reflect this 
vintage nature of capital. Therefore, the CIPI 
was developed to capture the vintage nature 
of capital by using a weighted-average of past 
capital purchase prices up to and including 
the current year. 

We periodically update the base year for 
the operating and capital input price indexes 
to reflect the changing composition of inputs 
for operating and capital expenses. For this 
FY 2021 IPPS/LTCH PPS final rule, we use 
the IPPS operating and capital market baskets 
that reflect a 2014 base year. For a complete 
discussion of the development of these 
market baskets, we refer readers to section IV. 
of the preamble of the FY 2018 IPPS/LTCH 
PPS final rule (82 FR 38170). 

2. Forecast of the CIPI for FY 2021 

Based on IHS Global Inc.’s second quarter 
2020 forecast, for this FY 2021 IPPS/LTCH 
PPS final rule, we are forecasting the 2014- 
based CIPI to increase 1.1 percent in FY 
2021. This reflects a projected 1.6 percent 
increase in vintage-weighted depreciation 
prices (building and fixed equipment, and 
movable equipment), and a projected 1.7 

percent increase in other capital expense 
prices in FY 2021, partially offset by a 
projected 1.7 percent decline in vintage- 
weighted interest expense prices in FY 2021. 
The weighted average of these three factors 
produces the forecasted 1.1 percent increase 
for the 2014-based CIPI in FY 2021. As 
proposed, we are using the more recent data 
available for this final rule to determine the 
FY 2021 increase in the 2014-based CIPI for 
the final rule. 

IV. Changes to Payment Rates for Excluded 
Hospitals: Rate-of-Increase Percentages for 
FY 2021 

Payments for services furnished in 
children’s hospitals, 11 cancer hospitals, and 
hospitals located outside the 50 States, the 
District of Columbia and Puerto Rico (that is, 
short-term acute care hospitals located in the 
U.S. Virgin Islands, Guam, the Northern 
Mariana Islands, and American Samoa) that 
are excluded from the IPPS are made on the 
basis of reasonable costs based on the 
hospital’s own historical cost experience, 
subject to a rate-of-increase ceiling. A per 
discharge limit (the target amount, as defined 
in § 413.40(a) of the regulations) is set for 
each hospital, based on the hospital’s own 
cost experience in its base year, and updated 
annually by a rate-of-increase percentage 
specified in § 413.40(c)(3). In addition, as 
specified in the FY 2018 IPPS/LTCH PPS 
final rule (82 FR 38536), effective for cost 
reporting periods beginning during FY 2018, 
the annual update to the target amount for 
extended neoplastic disease care hospitals 
(hospitals described in § 412.22(i) of the 
regulations) also is the rate-of-increase 
percentage specified in § 413.40(c)(3). (We 
note that, in accordance with § 403.752(a), 
religious nonmedical health care institutions 
(RNHCIs) are also subject to the rate-of 
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increase limits established under § 413.40 of 
the regulations.) 

For the FY 2021 IPPS/LTCH PPS proposed 
rule, based on IGI’s fourth quarter 2019 
forecast, we estimated that the 2014-based 
IPPS operating market basket update for FY 
2021 would be 3.0 percent (that is, the 
estimate of the market basket rate-of- 
increase). Based on this estimate, we stated 
in the proposed rule that the FY 2021 rate- 
of-increase percentage that would be applied 
to the FY 2020 target amounts in order to 
calculate the FY 2021 target amounts for 
children’s hospitals, the 11 cancer hospitals, 
RNCHIs, short-term acute care hospitals 
located in the U.S. Virgin Islands, Guam, the 
Northern Mariana Islands, and American 
Samoa, and extended neoplastic disease care 
hospitals would be 3.0 percent, in 
accordance with the applicable regulations at 
42 CFR 413.40. However, we proposed that 
if more recent data became available for the 
final rule, we would use them, as 
appropriate, to calculate the IPPS operating 
market basket update for FY 2021. For this 
FY 2021 IPPS/LTCH PPS final rule, based on 
IGI’s 2020 second quarter forecast, the 2014- 
based IPPS operating market basket update 
for FY 2021 is 2.4 percent (that is, the 
estimate of the market basket rate-of- 
increase). Therefore, the FY 2021 rate-of- 
increase percentage that will be applied to 
the FY 2020 target amounts in order to 
calculate the FY 2021 target amounts for 
children’s hospitals, the 11 cancer hospitals, 
RNCHIs, extended neoplastic disease care 
hospitals, and short-term acute care hospitals 
located in the U.S. Virgin Islands, Guam, the 
Northern Mariana Islands, and American 
Samoa is 2.4 percent, in accordance with the 
applicable regulations at 42 CFR 413.40. 

IRFs and rehabilitation distinct part units, 
IPFs and psychiatric distinct part units, and 
LTCHs are excluded from the IPPS and paid 
under their respective PPSs. The IRF PPS, the 
IPF PPS, and the LTCH PPS are updated 
annually. We refer readers to section VII. of 
the preamble of this final rule and section V. 
of the Addendum to this final rule for the 
updated changes to the Federal payment 
rates for LTCHs under the LTCH PPS for FY 
2021. The annual updates for the IRF PPS 
and the IPF PPS are issued by the agency in 
separate Federal Register documents. 

We did not receive public comments 
related to the rate-of-increase percentage 
used to determine the target amounts for 
excluded hospitals for FY 2021. Therefore, 
for the reasons set forth in this final rule and 
in the FY 2021 IPPS/LTCH PPS proposed 
rule, we are finalizing as proposed, without 
modification, our policy for updating the 
target amounts for the excluded hospitals 
discussed in this section. 

V. Changes to the Payment Rates for the 
LTCH PPS for FY 2021 

A. LTCH PPS Standard Federal Payment Rate 
for FY 2021 

1. Overview 

In section VII. of the preamble of this final 
rule, we discuss our annual updates to the 
payment rates, factors, and specific policies 
under the LTCH PPS for FY 2021. 

Under § 412.523(c)(3) of the regulations, for 
LTCH PPS FYs 2012 through 2020, we 

updated the standard Federal payment rate 
by the most recent estimate of the LTCH PPS 
market basket at that time, including 
additional statutory adjustments required by 
sections 1886(m)(3) (citing sections 
1886(b)(3)(B)(xi)(II), and 1886(m)(4) of the 
Act as set forth in the regulations at 
§ 412.523(c)(3)(viii) through (xv)). (For a 
summary of the payment rate development 
prior to FY 2012, we refer readers to the FY 
2018 IPPS/LTCH PPS final rule (82 FR 38310 
through 38312) and references therein.) 

Section 1886(m)(3)(A) of the Act specifies 
that, for rate year 2012 and each subsequent 
rate year, any annual update to the standard 
Federal payment rate shall be reduced by the 
productivity adjustment described in section 
1886(b)(3)(B)(xi)(II) of the Act (which we 
refer to as ‘‘the multifactor productivity 
(MFP) adjustment’’) as discussed in section 
VII.C.2 of the preamble of this final rule. 

This section of the Act further provides 
that the application of section 1886(m)(3)(B) 
of the Act may result in the annual update 
being less than zero for a rate year, and may 
result in payment rates for a rate year being 
less than such payment rates for the 
preceding rate year. (As noted in section 
VII.C.2. of the preamble of this final rule, the 
annual update to the LTCH PPS occurs on 
October 1 and we have adopted the term 
‘‘fiscal year’’ (FY) rather than ‘‘rate year’’ 
(RY) under the LTCH PPS beginning October 
1, 2010. Therefore, for purposes of clarity, 
when discussing the annual update for the 
LTCH PPS, including the provisions of the 
Affordable Care Act, we use the term ‘‘fiscal 
year’’ rather than ‘‘rate year’’ for 2011 and 
subsequent years.) 

For LTCHs that fail to submit the required 
quality reporting data in accordance with the 
LTCH QRP, the annual update is reduced by 
2.0 percentage points as required by section 
1886(m)(5) of the Act. 

2. Development of the FY 2021 LTCH PPS 
Standard Federal Payment Rate 

Consistent with our historical practice, for 
FY 2021, as we proposed, we are applying 
the annual update to the LTCH PPS standard 
Federal payment rate from the previous year. 
Furthermore, in determining the LTCH PPS 
standard Federal payment rate for FY 2021, 
we also are making certain regulatory 
adjustments, consistent with past practices. 
Specifically, in determining the FY 2021 
LTCH PPS standard Federal payment rate, as 
we proposed, we are applying a budget 
neutrality adjustment factor for the changes 
related to the area wage level adjustment 
(that is, changes to the wage data, labor- 
related share, and geographic labor-market 
area designations, and the 5-percent cap on 
any decrease in a LTCH’s wage index 
transition policy) as discussed in section 
V.B.6 of this Addendum to this final rule. In 
addition, as we proposed, we applied the 
permanent budget neutrality adjustment 
factor (applied to LTCH PPS standard Federal 
payment rate cases only) for the cost of the 
elimination of the 25-percent threshold 
policy for FY 2021 (discussed in section 
VII.D. of the preamble of this final rule). 

In this final rule, we are establishing an 
annual update to the LTCH PPS standard 
Federal payment rate of 2.3 percent. 
Accordingly, as reflected in 

§ 412.523(c)(3)(xvii), we are applying a factor 
of 1.023 to the FY 2020 LTCH PPS standard 
Federal payment rate of $42,677.64 to 
determine the FY 2021 LTCH PPS standard 
Federal payment rate. Also, as reflected in 
§ 412.523(c)(3)(xvii), applied in conjunction 
with the provisions of § 412.523(c)(4), we are 
required to reduce the annual update to the 
LTCH PPS standard Federal payment rate by 
2.0 percentage points for LTCHs that fail to 
submit the required quality reporting data for 
FY 2021 as required under the LTCH QRP. 
Therefore, we are establishing an annual 
update to the LTCH PPS standard Federal 
payment rate of 0.3 percent (that is, an 
update factor of 1.003) for FY 2021 for LTCHs 
that fail to submit the required quality 
reporting data for FY 2021 as required under 
the LTCH QRP. Additionally, as discussed in 
VII.C. of the preamble of this final rule, we 
are applying a permanent budget neutrality 
adjustment factor of 0.991249 to the LTCH 
PPS standard Federal payment rate for the 
cost of the elimination of the 25-percent 
threshold policy for FY 2021 and subsequent 
years after removing the temporary budget 
neutrality adjustment factor of 0.990737 that 
was applied to the LTCH PPS standard 
Federal payment rate for the cost of the 
elimination of the 25-percent threshold 
policy for FY 2020 (or a factor of 1.000517, 
calculated as 1/0.990737 × 0.991249). 
Consistent with § 412.523(d)(4), we also are 
applying an area wage level budget neutrality 
factor to the FY 2021 LTCH PPS standard 
Federal payment rate of 1.0016837, based on 
the best available data at this time, to ensure 
that any changes to the general updates to the 
area wage level adjustment (that is, the 
annual update of the wage index, including 
any changes to the geographic labor-market 
area designations and labor-related share) 
would not result in any change (increase or 
decrease) in estimated aggregate LTCH PPS 
standard Federal payment rate payments. 
Accordingly, we are establishing an LTCH 
PPS standard Federal payment rate of 
$43,755.34 (calculated as $42,677.64 × 
1.000517 × 1.023 × 1.0016837 for FY 2021 
(calculations performed on unrounded 
numbers). For LTCHs that fail to submit 
quality reporting data for FY 2021, in 
accordance with the requirements of the 
LTCH QRP under section 1866(m)(5) of the 
Act, we are establishing an LTCH PPS 
standard Federal payment rate of $42,899.90 
(calculated as $42,677.64 × 1.000517 × 1.003 
× 1.0016837) (calculations performed on 
unrounded numbers) for FY 2021. 

B. Adjustment for Area Wage Levels Under 
the LTCH PPS for FY 2021 

1. Background 

Under the authority of section 123 of the 
BBRA, as amended by section 307(b) of the 
BIPA, we established an adjustment to the 
LTCH PPS standard Federal payment rate to 
account for differences in LTCH area wage 
levels under § 412.525(c). The labor-related 
share of the LTCH PPS standard Federal 
payment rate is adjusted to account for 
geographic differences in area wage levels by 
applying the applicable LTCH PPS wage 
index. The applicable LTCH PPS wage index 
is computed using wage data from inpatient 
acute care hospitals without regard to 
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reclassification under section 1886(d)(8) or 
section 1886(d)(10) of the Act. 

The FY 2021 LTCH PPS standard Federal 
payment rate wage index values that would 
be applicable for LTCH PPS standard Federal 
payment rate discharges occurring on or after 
October 1, 2020, through September 30, 2021, 
are presented in Table 12A (for urban areas) 
and Table 12B (for rural areas), which are 
listed in section VI. of the Addendum to this 
final rule and available via the internet on 
the CMS website. 

2. Geographic Classifications (Labor Market 
Areas) for the LTCH PPS Standard Federal 
Payment Rate 

In adjusting for the differences in area 
wage levels under the LTCH PPS, the labor- 
related portion of an LTCH’s Federal 
prospective payment is adjusted by using an 
appropriate area wage index based on the 
geographic classification (labor market area) 
in which the LTCH is located. Specifically, 
the application of the LTCH PPS area wage 
level adjustment under existing § 412.525(c) 
is made based on the location of the LTCH— 
either in an ‘‘urban area,’’ or a ‘‘rural area,’’ 
as defined in § 412.503. Under § 412.503, an 
‘‘urban area’’ is defined as a Metropolitan 
Statistical Area (MSA) (which includes a 
Metropolitan division, where applicable), as 
defined by the Executive OMB and a ‘‘rural 
area’’ is defined as any area outside of an 
urban area (75 FR 37246). 

The CBSA-based geographic classifications 
(labor market area definitions) currently used 
under the LTCH PPS, effective for discharges 
occurring on or after October 1, 2014, are 
based on the OMB labor market area 
delineations based on the 2010 Decennial 
Census data. In general, the current statistical 
areas (which were implemented beginning 
with FY 2015) are based on revised OMB 
delineations issued on February 28, 2013, in 
OMB Bulletin No. 13–01. (As noted 
elsewhere in this final rule, we have adopted 
minor revisions and updates in the years 
between the decennial censuses.) We 
adopted these labor market area delineations 
because they were at that time based on the 
best available data that reflect the local 
economies and area wage levels of the 
hospitals that are currently located in these 
geographic areas. We also believed that these 
OMB delineations would ensure that the 
LTCH PPS area wage level adjustment most 
appropriately accounted for and reflected the 
relative hospital wage levels in the 
geographic area of the hospital as compared 
to the national average hospital wage level. 
We noted that this policy was consistent with 
the IPPS policy adopted in FY 2015 under 
§ 412.64(b)(1)(ii)(D) of the regulations (79 FR 
49951 through 49963). (For additional 
information on the CBSA-based labor market 
area (geographic classification) delineations 
currently used under the LTCH PPS and the 
history of the labor market area definitions 
used under the LTCH PPS, we refer readers 
to the FY 2015 IPPS/LTCH PPS final rule (79 
FR 50180 through 50185).) 

In general, it is our historical practice to 
update the CBSA-based labor market area 
delineations annually based on the most 
recent updates issued by OMB. Generally, 
OMB issues major revisions to statistical 

areas every 10 years, based on the results of 
the decennial census. 

However, OMB occasionally issues minor 
updates and revisions to statistical areas in 
the years between the decennial censuses. 
OMB Bulletin No. 17–01, issued August 15, 
2017, established the delineations for the 
Nation’s statistical areas, and the 
corresponding changes to the CBSA-based 
labor market areas were adopted in the FY 
2019 IPPS/LTCH PPS final rule (83 FR 
41731). A copy of this bulletin may be 
obtained on the website at: https://
www.whitehouse.gov/sites/whitehouse.gov/ 
files/omb/bulletins/2017/b-17-01.pdf. 

In the FY 2020 IPPS/LTCH PPS final rule 
(84 FR 42642), we adopted our current 
policy, that is, the continued use of the 
CBSA-based labor market area delineations 
as established in OMB Bulletin 17–01 and 
adopted in the FY 2019 IPPS/LTCH PPS final 
rule. 

On April 10, 2018, OMB issued OMB 
Bulletin No. 18–03, which superseded the 
August 15, 2017 OMB Bulletin No. 17–01. On 
September 14, 2018, OMB issued OMB 
Bulletin No. 18–04, which superseded the 
April 10, 2018 OMB Bulletin No. 18–03. 
These bulletins established revised 
delineations for Metropolitan Statistical 
Areas, Micropolitan Statistical Areas, and 
Combined Statistical Areas, and provided 
guidance on the use of the delineations of 
these statistical areas based on the standards 
published on June 28, 2010 (75 FR 37246), 
and Census Bureau data. A copy of the 
September 14, 2018 OMB Bulletin No. 18–04, 
may be obtained at https://
www.whitehouse.gov/wp-content/uploads/ 
2018/09/Bulletin-18-04.pdf. (We note, on 
March 6, 2020 OMB issued OMB Bulletin 
20–01 (available on the web at https://
www.whitehouse.gov/wp-content/uploads/ 
2020/03/Bulletin-20-01.pdf), and as 
discussed later in this section of this rule was 
not issued in time for development of the 
proposed rule.) While OMB Bulletin No. 18– 
04 is not based on new census data, it 
includes some material changes to the OMB 
statistical area delineations, including some 
new CBSAs, urban counties that would 
become rural, rural counties that would 
become urban, and existing CBSAs that 
would be split apart. 

In the FY 2021 IPPS/LTCH PPS proposed 
rule (85 FR 32920 through 32921), we 
proposed to adopt the revised delineations 
announced in OMB Bulletin No. 18–04 
effective for FY 2021 under the LTCH PPS. 
We did not receive any public comments on 
this proposal. Therefore, in this final rule, 
under the authority of section 123 of the 
BBRA, as amended by section 307(b) of the 
BIPA, we are adopting the revised 
delineations announced in OMB Bulletin No. 
18–04 effective for FY 2021 under the LTCH 
PPS, as we proposed, without modification. 
As noted previously, the March 6, 2020 OMB 
Bulletin 20–01 was not issued in time for 
development of the proposed rule. The minor 
updates included in OMB Bulletin 20–01 do 
not alter the urban or rural status of any 
county, and do not impact our updates to the 
CBSA-based labor market area delineations 
discussed in this section of the rule. Our 
adoption of the revised delineations 

announced in OMB Bulletin No. 18–04 is 
consistent with the changes under the IPPS 
for FY 2021 as discussed in section III.A.2. 
of the preamble of this final rule. A summary 
of these changes is presented in the 
discussion that follows in this section. For 
complete details on the changes we refer 
readers to section III.A.2. of the preamble of 
this final rule. 

a. Urban Counties That Will Become Rural 
Under the Revised OMB Delineations 

Under the revised OMB labor market area 
delineations, 34 counties (and county 
equivalents) currently considered part of an 
urban CBSA will be considered to be located 
in a rural area beginning in FY 2021 under 
our adoption of the revisions to the OMB 
delineations based on OMB Bulletin No. 18– 
04. The chart in section III.A.2.ii. of the 
preamble of this final rule lists the 34 urban 
counties that will be rural under these 
revisions to the OMB delineations. 

b. Rural Counties That Will Become Urban 
Under the Revised OMB Delineations 

Under the revised labor market area 
delineations shows that a total of 47 counties 
(and county equivalents) located in rural 
areas that will be located in urban areas 
beginning in FY 2021 under our adoption of 
the revisions to the OMB delineations based 
on OMB Bulletin No. 18–04. The chart in 
section III.A.2.iii. of the preamble of this final 
rule lists the 47 rural counties that will be 
urban under these revised OMB delineations. 

c. Urban Counties That Will Move to a 
Different Urban CBSA Under the Revised 
OMB Delineations 

In addition to rural counties becoming 
urban and urban counties becoming rural, 
some urban counties will shift from one 
urban CBSA to another urban CBSA under 
our adoption of the revised delineations 
announced in OMB Bulletin No. 18–04. In 
other cases, the adoption of the revised 
delineations announced in OMB Bulletin No. 
18–04 will involve a change only in CBSA 
name and/or number, while the CBSA 
continues to encompass the same constituent 
counties. For example, CBSA 19380 (Dayton, 
OH) will experience both a change to its 
number and its name, and become CBSA 
19430 (Dayton-Kettering, OH), while all of its 
three constituent counties will remain the 
same. In other cases, only the name of the 
CBSA will be modified, and none of the 
currently assigned counties will be 
reassigned to a different urban CBSA. The 
chart in section III.A.2.iii. of the preamble of 
this final rule lists the CBSAs where only the 
name and/or CBSA number changed. 

There are also counties that will shift 
between existing and new CBSAs, changing 
the constituent makeup of the CBSAs, under 
our adoption of the revisions to the OMB 
delineations based on OMB Bulletin No. 18– 
04. For example, some CBSAs will be split 
into multiple new CBSAs, or a CBSA will 
lose one or more counties to other urban 
CBSAs. The chart in section III.A.2.iv. of the 
preamble of this final rule lists the urban 
counties that will move from one urban 
CBSA to a new or modified CBSA under our 
after adoption of these revisions to the OMB 
delineations. 
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We believe these revisions to the CBSA- 
based labor market area delineations as 
established in OMB Bulletin 18–04 will 
ensure that the LTCH PPS area wage level 
adjustment most appropriately accounts for 
and reflects the relative hospital wage levels 
in the geographic area of the hospital as 
compared to the national average hospital 
wage level based on the best available data 
that reflect the local economies and area 
wage levels of the hospitals that are currently 
located in these geographic areas (81 FR 
57298). Therefore, as we proposed, we are 
adopting the revisions announced in OMB 
Bulletin No. 18–04 to the CBSA-based labor 
market area delineations under the LTCH 
PPS, effective October 1, 2020. Accordingly, 
the FY 2021 LTCH PPS wage index values in 
Tables 12A and 12B listed in section VI. of 
the Addendum to this final rule (which are 
available via the internet on the CMS 
website) reflect the revisions to the CBSA- 
based labor market area delineations 
previously described. We note that, as 
discussed in section III.A.2. of the preamble 
of this final rule, these revisions to the CBSA- 
based delineations also are being adopted 
under the IPPS. 

As indicated previously, overall, we 
believe that our adoption of the revised 
delineations announced in OMB Bulletin No. 
18–04 will result in LTCH PPS wage index 
values being more representative of the 
actual costs of labor in a given area. However, 
we also recognize that some LTCHs will 
experience decreases in their area wage index 
values as a result of adopting the revisions 
to the OMB delineations. We also realize that 
many LTCHs will have higher area wage 
index values under our adoption of these 
revisions to the OMB delineations. To 
mitigate the impact upon LTCHs, we have in 
the past provided for transition periods when 
adopting changes that have significant 
payment implications, particularly large 
negative impacts. While we believe that 
using the new OMB delineations will create 
a more accurate payment adjustment for 
differences in area wage levels, as we 
discussed in the FY 2021 IPPS/LTCH PPS 
proposed rule (85 FR 32921), we also 
recognize that adopting such changes may 
cause some short-term instability in LTCH 
PPS payments. Therefore, we proposed a 
transition policy to help mitigate any 
significant negative impacts that LTCHs may 
experience due to our proposal to adopt the 
revised OMB delineations under the LTCH 
PPS. Consistent with past practice, we 
proposed that this transition would be 
implemented in a budget neutral manner. As 
discussed in section V.B.5. of the Addendum 
to this final rule, as we proposed, we are 
establishing a transition policy to help 
mitigate any significant negative impacts that 
LTCHs may experience due to our adoption 
of the revised OMB delineations under the 
LTCH PPS. Consistent with past practice, this 
transition will be implemented in a budget 
neutral manner, as discussed in section 
V.B.6. of the Addendum to this final rule. 

3. Labor-Related Share for the LTCH PPS 
Standard Federal Payment Rate 

Under the payment adjustment for the 
differences in area wage levels under 
§ 412.525(c), the labor-related share of an 

LTCH’s standard Federal payment rate 
payment is adjusted by the applicable wage 
index for the labor market area in which the 
LTCH is located. The LTCH PPS labor-related 
share currently represents the sum of the 
labor-related portion of operating costs and a 
labor-related portion of capital costs using 
the applicable LTCH market basket. 
Additional background information on the 
historical development of the labor-related 
share under the LTCH PPS can be found in 
the RY 2007 LTCH PPS final rule (71 FR 
27810 through 27817 and 27829 through 
27830) and the FY 2012 IPPS/LTCH PPS final 
rule (76 FR 51766 through 51769 and 51808). 

For FY 2013, we rebased and revised the 
market basket used under the LTCH PPS by 
adopting a 2009-based LTCH market basket. 
In addition, beginning in FY 2013, we 
determined the labor-related share annually 
as the sum of the relative importance of each 
labor-related cost category of the 2009-based 
LTCH market basket for the respective fiscal 
year based on the best available data. (For 
more details, we refer readers to the FY 2013 
IPPS/LTCH PPS final rule (77 FR 53477 
through 53479).) Then, effective for FY 2017, 
we rebased and revised the 2009-based LTCH 
market basket to reflect a 2013 base year and 
determined the labor-related share annually 
as the sum of the relative importance of each 
labor-related cost category in the 2013-based 
LTCH market basket using the most recent 
available data. (For more details, we refer 
readers to the FY 2017 IPPS/LTCH PPS final 
rule (81 FR 57085 through 57096).) 

As noted previously in section V.A. in this 
Addendum to this final rule, effective for FY 
2021, as we proposed, we are rebasing and 
revising the 2013-based LTCH market basket 
to reflect a 2017 base year. In addition, as 
discussed in section VII.D.6. of the preamble 
of this final rule, as we proposed, we are 
establishing that the LTCH PPS labor-related 
share for FY 2021 is the sum of the FY 2021 
relative importance of each labor-related cost 
category in the 2017-based LTCH market 
basket using the most recent available data. 
For more information on comments related to 
our proposed labor-related share as well as 
our responses to those comments, we refer 
readers to section VII.D.6. of the preamble of 
this final rule. Also as we proposed, 
consistent with our historical practice, we are 
using the most recent data available to 
determine the final FY 2021 labor-related 
share in this final rule. 

Table E9 in section VII.D.6. of the preamble 
of this final rule shows the FY 2021 labor- 
related share using the 2017-based LTCH 
market basket and the FY 2020 labor-related 
share using the 2013-based LTCH market 
basket. The labor-related share for FY 2021 
is the sum of the relative importance of 
Wages and Salaries; Employee Benefits; 
Professional Fees: Labor-Related; 
Administrative and Facilities Support 
Services; Installation, Maintenance, and 
Repair Services; All Other: Labor-related 
Services; and a portion of the Capital-Related 
cost weight from the 2017-based LTCH 
market basket. The relative importance 
reflects the different rates of price change for 
these cost categories between the base year 
(2017) and FY 2021. Based on IHS Global 
Inc.’s second quarter 2020 forecast of the 

2017-based LTCH market basket, the sum of 
the FY 2021 relative importance for Wages 
and Salaries, Employee Benefits, Professional 
Fees: Labor-related, Administrative and 
Facilities Support Services, Installation 
Maintenance & Repair Services, and All 
Other: Labor-related Services is 63.7 percent. 
The portion of Capital-Related costs that is 
influenced by the local labor market is 
estimated to be 46 percent, which is the same 
percentage applied to the 2013-based LTCH 
market basket. Since the FY 2021 relative 
importance for Capital-Related is 9.5 percent 
based on IHS Global Inc.’s second quarter 
2020 forecast of the 2017-based LTCH market 
basket, we took 46 percent of 9.5 percent to 
determine the labor-related share of Capital- 
Related for FY 2021 of 4.4 percent. Therefore, 
consistent with our proposal, we are 
establishing a total labor-related share for FY 
2021 of 68.1 percent (the sum of 63.7 percent 
for the operating cost and 4.4 percent for the 
labor-related share of Capital-Related). The 
total difference between the FY 2021 labor- 
related share using the 2017-based LTCH 
market basket and the FY 2020 labor-related 
share using the 2013-based LTCH market 
basket is 1.8 percentage points (68.1 percent 
and 66.3 percent, respectively). As discussed 
in greater detail in section VII.D.6. of the 
preamble of this final rule, this difference is 
attributable to the revision to the base year 
cost weights, the revision to the starting point 
of the calculation of relative importance (base 
year) from 2013 to 2017, and the use of an 
updated IHS Global Inc. forecast and 
reflecting an additional year of inflation. 

4. Wage Index for FY 2021 for the LTCH PPS 
Standard Federal Payment Rate 

Historically, we have established LTCH 
PPS area wage index values calculated from 
acute care IPPS hospital wage data without 
taking into account geographic 
reclassification under sections 1886(d)(8) and 
1886(d)(10) of the Act (67 FR 56019). The 
area wage level adjustment established under 
the LTCH PPS is based on an LTCH’s actual 
location without regard to the ‘‘urban’’ or 
‘‘rural’’ designation of any related or 
affiliated provider. 

In the FY 2020 IPPS/LTCH PPS final rule 
(84 FR 42643), we calculated the FY 2020 
LTCH PPS area wage index values using the 
same data used for the FY 2020 acute care 
hospital IPPS (that is, data from cost 
reporting periods beginning during FY 2016), 
without taking into account geographic 
reclassification under sections 1886(d)(8) and 
1886(d)(10) of the Act, as these were the most 
recent complete data available at that time. 
In that same final rule, we indicated that we 
computed the FY 2020 LTCH PPS area wage 
index values, consistent with the urban and 
rural geographic classifications (labor market 
areas) that were in place at that time and 
consistent with the pre-reclassified IPPS 
wage index policy (that is, our historical 
policy of not taking into account IPPS 
geographic reclassifications in determining 
payments under the LTCH PPS). As with the 
IPPS wage index, wage data for multicampus 
hospitals with campuses located in different 
labor market areas (CBSAs) are apportioned 
to each CBSA where the campus (or 
campuses) are located. We also continued to 
use our existing policy for determining area 
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wage index values for areas where there are 
no IPPS wage data. 

Consistent with our historical 
methodology, to determine the applicable 
area wage index values for the FY 2021 LTCH 
PPS standard Federal payment rate, under 
the broad authority of section 123 of the 
BBRA, as amended by section 307(b) of the 
BIPA, as we proposed, we are continuing to 
employ our historical practice of using the 
same data we used to compute the FY 2021 
acute care hospital inpatient wage index, as 
discussed in section III. of the preamble of 
this final rule, that is wage data collected 
from cost reports submitted by IPPS hospitals 
for cost reporting periods beginning during 
FY 2017, because these data are the most 
recent complete data available. 

In addition, as we proposed, we computed 
the FY 2021 LTCH PPS standard Federal 
payment rate area wage index values 
consistent with the ‘‘urban’’ and ‘‘rural’’ 
geographic classifications (that is, the labor 
market area delineations, including the 
updates, as previously discussed in section 
V.B. of this Addendum) and our historical 
policy of not taking into account IPPS 
geographic reclassifications under sections 
1886(d)(8) and 1886(d)(10) of the Act in 
determining payments under the LTCH PPS. 
As we proposed, we also continued to 
apportion the wage data for multicampus 
hospitals with campuses located in different 
labor market areas to each CBSA where the 
campus or campuses are located, consistent 
with the IPPS policy. Lastly, consistent with 
our existing methodology for determining the 
LTCH PPS wage index values and as we 
proposed, for FY 2021 we continued to use 
our existing policy for determining area wage 
index values for areas where there are no 
IPPS wage data. Under our existing 
methodology, the LTCH PPS wage index 
value for urban CBSAs with no IPPS wage 
data is determined by using an average of all 
of the urban areas within the State, and the 
LTCH PPS wage index value for rural areas 
with no IPPS wage data is determined by 
using the unweighted average of the wage 
indices from all of the CBSAs that are 
contiguous to the rural counties of the State. 

Based on the FY 2017 IPPS wage data that 
we used to determine the FY 2021 LTCH PPS 
standard Federal payment rate area wage 
index values in this final rule, there are no 
IPPS wage data for the urban area of 
Hinesville, GA (CBSA 25980). Consistent 
with our existing methodology, we calculated 
the FY 2021 wage index value for CBSA 
25980 as the average of the wage index 
values for all of the other urban areas within 
the State of Georgia (that is, CBSAs 10500, 
12020, 12060, 12260, 15260, 16860, 17980, 
19140, 23580, 31420, 40660, 42340, 46660 
and 47580), as shown in Table 12A, which 
is listed in section VI. of the Addendum to 
this final rule and available via the internet 
on the CMS website. 

Based on the FY 2017 IPPS wage data that 
we used to determine the FY 2021 LTCH PPS 
standard Federal payment rate area wage 
index values in this final rule, there are no 
rural areas without IPPS hospital wage data. 
Therefore, it is not necessary to use our 
established methodology to calculate a LTCH 
PPS standard Federal payment rate wage 

index value for rural areas with no IPPS wage 
data for FY 2021. We note that, as IPPS wage 
data are dynamic, it is possible that the 
number of rural areas without IPPS wage data 
will vary in the future. 

5. Transition Wage Index for LTCHs 
Negatively Impacted 

As discussed in the FY 2021 IPPS/LTCH 
PPS proposed rule (85 FR 32922), overall, we 
believe that our proposal to adopt the revised 
OMB delineations announced in Bulletin No. 
18–04 for FY 2021 would result in LTCH PPS 
wage index values being more representative 
of the actual costs of labor in a given area. 
However, we also recognize that some LTCHs 
would experience decreases in their area 
wage index values as a result of our proposal. 
We also realize that some LTCHs would have 
higher area wage index values under our 
proposal. 

To mitigate the potential impacts of 
policies on LTCHs, as we explained in the FY 
2021 IPPS/LTCH PPS proposed final rule, we 
have in the past provided for transition 
periods when adopting changes that have 
significant payment implications, 
particularly large negative impacts. For 
example, we have proposed and finalized 
budget neutral transition policies to help 
mitigate negative impacts on LTCHs 
following the adoption of the new CBSA 
delineations based on the 2010 decennial 
census data in the FY 2015 IPPS/LTCH PPS 
final rule (79 FR 50185). Specifically, we 
implemented a 1-year 50/50 blended wage 
index for any LTCHs that experienced a 
decrease in wage index values due to our 
adoption of the revised delineations. This 
required calculating and comparing two wage 
indexes for each LTCH since that blended 
wage index was computed as the sum of 50 
percent of the FY 2015 LTCH PPS wage 
index values under the FY 2014 CBSA 
delineations and 50 percent of the FY 2015 
LTCH PPS wage index values under the FY 
2015 new OMB delineations. While we 
believed that using the new OMB 
delineations would ultimately create a more 
accurate payment adjustment for differences 
in area wage levels, we also recognized that 
adopting such changes may cause some 
short-term instability in LTCH PPS 
payments. Similar instability may result from 
the wage policies herein, in particular for 
LTCHs that would be negatively impacted by 
the adoption of the updates to the OMB 
delineations. For example, LTCH’s currently 
located in CBSA 35614 (New York–Jersey 
City–White Plains, NY–NJ) that would be 
located in new CBSA 35154 (New 
Brunswick–Lakewood, NJ) under the changes 
to the CBSA-based labor market area 
delineations would experience a nearly 17 
percent decrease in the wage index as a result 
of the change. (85 FR 32922) 

Consistent with our past practice of 
implementing transition policies to help 
mitigate negative impacts on hospitals 
following the adoption of the new CBSA 
delineations, we proposed that if we adopt 
the revised delineations announced in OMB 
Bulletin 18–04, it would be appropriate to 
implement a transition policy since, as 
mentioned previously, some of these 
revisions are material, and may negatively 
impact payments to LTCHs. Similar to the 

proposed policy under the IPPS for the 
adoption of the revised delineations 
announced in OMB Bulletin 18–04 discussed 
in section III.A.2. of the preamble to the 
proposed rule, we believe applying a 5- 
percent cap on any decrease in an LTCH’s 
wage index from the LTCH’s final wage index 
from the prior fiscal year would be an 
appropriate transition for FY 2021 for the 
revised OMB delineations as it provides 
transparency and predictability in payment 
levels from FY 2020 to the upcoming FY 
2021. The FY 2021 5-percent cap on wage 
index decreases would be applied to all 
LTCHs that have any decrease in their wage 
indexes, regardless of the circumstance 
causing the decline. Given the significant 
portion of Medicare LTCH PPS payments that 
are adjusted by the wage index and how 
relatively few LTCHs generally see wage 
index declines in excess of 5 percent, LTCHs 
may have difficulty adapting to changes in 
the wage index of this magnitude all at once. 
For these reasons, in the FY 2021 IPPS/LTCH 
PPS proposed rule (85 FR 32922), under the 
authority of section 123 of the BBRA, as 
amended by section 307(b) of the BIPA, we 
proposed to apply a 5-percent cap on any 
decrease in a LTCH’s wage index from the 
LTCH’s wage index from the prior fiscal year 
such that that an LTCH’s final wage index for 
FY 2021 would not be less than 95 percent 
of its final wage index for FY 2020. This 
transition would allow the effects of our 
adoption of the revised CBSA delineations to 
be phased in over 2 years, where the 
estimated reduction in an LTCH’s wage index 
would be capped at 5 percent in FY 2021 
(that is, no cap would be applied to the 
reduction in the wage index for the second 
year (FY 2022)). Because we believe that 
using the new OMB delineations would 
ultimately create a more accurate payment 
adjustment for differences in area wage levels 
we did not propose to include a cap on the 
overall increase in an LTCH’s wage index 
value. 

Furthermore, consistent with the 
requirement at § 412.525(c)(2) that changes to 
area wage level adjustments are made in a 
budget neutral manner, we proposed that this 
5 percent cap on the decrease on an LTCH’s 
wage index would not result in any change 
in estimated aggregate LTCH PPS payments 
by including the application of this policy in 
the determination of the area wage level 
budget neutrality factor that is applied to the 
standard Federal payment rate, as is 
discussed in section V.B.6. of the Addendum 
to the proposed rule. 

Comment: A commenter expressed support 
for the proposed 5-percent cap on wage index 
decreases. However, the commenter 
encouraged CMS to also apply a 5-percent 
cap on wage index increases and to 
implement that policy in a budget neutral 
manner. 

Another commenter noted that the FY 2021 
LTCH PPS Impact File that accompanied the 
proposed rule did not include the proposed 
wage indexes for LTCHs after the 5-percent 
cap on wage index decreases was applied. 
The commenter recommended that in this 
final rule, we ensure that the wage index 
value for every LTCH with a final wage index 
value that would decreases by more than 5 
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percent show the application of the cap, as 
we proposed. 

Response: We appreciate the suggestion 
that the cap on wage index changes of more 
than 5 percent should also be applied to 
increases in the wage index. However, as we 
discussed in the proposed rule, the purpose 
of the proposed transition policy, as well as 
those we have implemented in the past, is to 
help mitigate the significant negative impacts 
of certain wage index changes. We believe 
that using the new OMB delineations will 
ultimately create a more accurate payment 
adjustment for differences in area wage levels 
and thus we do not think it would be 
appropriate to apply the 5 percent cap on 
wage index increases as well. 

After consideration of the public comments 
we received, for the reasons discussed above, 
we are finalizing without modification our 
proposal to apply a 5-percent cap on any 
decrease in a LTCH’s wage index from the 
LTCH’s wage index from the prior fiscal year 
such that that an LTCH’s final wage index for 
FY 2021 will not be less than 95 percent of 
its final wage index for FY 2020. In addition 
we are finalizing without modification our 
proposal adopt the 5 percent cap on the 
decrease on an LTCH’s wage index in a 
budget neutral manner by including the 
application of this policy in the 
determination of the area wage level budget 
neutrality factor that is applied to the 
standard Federal payment rate, which is 
discussed in section V.B.6. of the Addendum 
to this final rule. 

In response to the comment that the FY 
2021 LTCH PPS Impact File that 
accompanied the proposed rule did not 
include the LTCH wage indexes after the 5- 
percent cap on wage index decreases was 
applied, we have included in the FY 2021 
LTCH PPS Impact File that accompanies this 
final rule the LTCH wage indexes without the 
5-percent cap on wage index decreases 
applied, as well as the final LTCH wage 
indexes for FY 2021 (which do have the 5- 
percent cap on wage index decreases 
applied). 

6. Budget Neutrality Adjustments for 
Changes to the LTCH PPS Standard Federal 
Payment Rate Area Wage Level Adjustment 

Historically, the LTCH PPS wage index and 
labor-related share are updated annually 
based on the latest available data. Under 
§ 412.525(c)(2), any changes to the area wage 
index values or labor-related share are to be 
made in a budget neutral manner such that 
estimated aggregate LTCH PPS payments are 
unaffected; that is, will be neither greater 
than nor less than estimated aggregate LTCH 
PPS payments without such changes to the 
area wage level adjustment. Under this 
policy, we determine an area wage level 
adjustment budget neutrality factor that is 
applied to the standard Federal payment rate 
to ensure that any changes to the area wage 
level adjustments are budget neutral such 
that any changes to the area wage index 
values or labor-related share would not result 
in any change (increase or decrease) in 
estimated aggregate LTCH PPS payments. 
Accordingly, under § 412.523(d)(4), we have 
applied an area wage level adjustment budget 
neutrality factor in determining the standard 
Federal payment rate, and we also 

established a methodology for calculating an 
area wage level adjustment budget neutrality 
factor. (For additional information on the 
establishment of our budget neutrality policy 
for changes to the area wage level 
adjustment, we refer readers to the FY 2012 
IPPS/LTCH PPS final rule (76 FR 51771 
through 51773 and 51809).) 

For FY 2021, in accordance with 
§ 412.523(d)(4), as we proposed, we applied 
an area wage level budget neutrality factor to 
adjust the LTCH PPS standard Federal 
payment rate to account for the estimated 
effect of the adjustments or updates to the 
area wage level adjustment under 
§ 412.525(c)(1) on estimated aggregate LTCH 
PPS payments, consistent with the 
methodology we established in the FY 2012 
IPPS/LTCH PPS final rule (76 FR 51773). As 
discussed previously, the 5 percent cap on 
the decrease on an LTCH’s wage index will 
be implemented in a budget neutral manner 
by including the application of that policy in 
the area wage level a budget neutrality factor 
that is applied to the standard Federal 
payment rate. 

Specifically, as we proposed, we 
determined an area wage level adjustment 
budget neutrality factor that is applied to the 
LTCH PPS standard Federal payment rate 
under § 412.523(d)(4) for FY 2021 using the 
following methodology: 

Step 1—Simulate estimated aggregate 
LTCH PPS standard Federal payment rate 
payments using the FY 2020 wage index 
values, the FY 2020 labor-related share of 
66.3 percent, and the FY 2020 labor market 
area designations. 

Step 2—Simulate estimated aggregate 
LTCH PPS standard Federal payment rate 
payments using the FY 2021 wage index 
values based on updated hospital wage data, 
including the 5 percent cap on the decrease 
on an LTCH’s wage index, the FY 2021 labor- 
related share of 68.1 percent, and the FY 
2021 labor market area designations. (As 
noted previously, the changes to the wage 
index values based on updated hospital wage 
data are discussed in section V.B.4.a. of this 
Addendum to this final rule; the transitional 
5 percent cap on the decrease on an LTCH’s 
wage index is discussed in section V.B.5. of 
this Addendum to this final rule, the labor- 
related share is discussed in section V.B.3. of 
this Addendum to this final rule, and 
changes to the geographic labor-market area 
designations are discussed in section V.B.2. 
of this Addendum to this final rule.) 

Step 3—Calculate the ratio of these 
estimated total LTCH PPS standard Federal 
payment rate payments by dividing the 
estimated total LTCH PPS standard Federal 
payment rate payments using the FY 2020 
area wage level adjustments (calculated in 
Step 1) by the estimated total LTCH PPS 
standard Federal payment rate payments 
using the FY 2021 general updates to the area 
wage level adjustment (calculated in Step 2) 
to determine the budget neutrality factor for 
general updates to the area wage level 
adjustment for FY 2021 LTCH PPS standard 
Federal payment rate payments. 

Step 4—Apply the FY 2021 general 
updates to the area wage level adjustment 
budget neutrality factor from Step 3 to 
determine the FY 2021 LTCH PPS standard 

Federal payment rate after the application of 
the FY 2021 annual update. 

We note that, because the area wage level 
adjustment under § 412.525(c) is an 
adjustment to the LTCH PPS standard 
Federal payment rate, consistent with 
historical practice, we only used data from 
claims that qualified for payment at the 
LTCH PPS standard Federal payment rate 
under the dual rate LTCH PPS to calculate 
the FY 2021 LTCH PPS standard Federal 
payment rate area wage level adjustment 
budget neutrality factor. In addition, we note 
that the estimated LTCH PPS standard 
Federal payment rate used in the calculations 
in Steps 1 through 4 include the permanent 
one-time budget neutrality adjustment factor 
for the estimated cost of eliminating the 25- 
percent threshold policy in FY 2021 and 
subsequent years (discussed in section VII.D. 
of the preamble of this final rule). 

For this final rule, using the steps in the 
methodology previously described, we 
determined a FY 2021 LTCH PPS standard 
Federal payment rate area wage level 
adjustment budget neutrality factor of 
1.0016837. Accordingly, in section V.A. of 
the Addendum to this final rule, to determine 
the FY 2021 LTCH PPS standard Federal 
payment rate, we applied the area wage level 
adjustment budget neutrality factor of 
1.0016837, in accordance with 
§ 412.523(d)(4). 

C. LTCH PPS Cost-of-Living Adjustment 
(COLA) for LTCHs Located in Alaska and 
Hawaii 

Under § 412.525(b), a cost-of-living 
adjustment (COLA) is provided for LTCHs 
located in Alaska and Hawaii to account for 
the higher costs incurred in those States. 
Specifically, we apply a COLA to payments 
to LTCHs located in Alaska and Hawaii by 
multiplying the nonlabor-related portion of 
the standard Federal payment rate by the 
applicable COLA factors established annually 
by CMS. Higher labor-related costs for LTCHs 
located in Alaska and Hawaii are taken into 
account in the adjustment for area wage 
levels previously described. The 
methodology used to determine the COLA 
factors for Alaska and Hawaii is based on a 
comparison of the growth in the Consumer 
Price Indexes (CPIs) for Anchorage, Alaska, 
and Honolulu, Hawaii, relative to the growth 
in the CPI for the average U.S. city as 
published by the Bureau of Labor Statistics 
(BLS). It also includes a 25-percent cap on 
the CPI-updated COLA factors. Under our 
current policy, we update the COLA factors 
using the methodology as previously 
described every 4 years (at the same time as 
the update to the labor-related share of the 
IPPS market basket), and we last updated the 
COLA factors for Alaska and Hawaii 
published by OPM for 2009 in FY 2018 (82 
FR 38539 through 38540). 

We continue to believe that determining 
updated COLA factors using this 
methodology would appropriately adjust the 
nonlabor-related portion of the LTCH PPS 
standard Federal payment rate for LTCHs 
located in Alaska and Hawaii. Therefore, in 
the FY 2021 IPPS/LTCH PPS proposed rule 
(85 FR 32923 through 32924), for FY 2021, 
under the broad authority conferred upon the 
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Secretary by section 123 of the BBRA, as 
amended by section 307(b) of the BIPA, to 
determine appropriate payment adjustments 
under the LTCH PPS, we proposed to 
continue to use the COLA factors based on 
the 2009 OPM COLA factors updated through 
2016 by the comparison of the growth in the 
CPIs for Anchorage, Alaska, and Honolulu, 
Hawaii, relative to the growth in the CPI for 
the average U.S. city as established in the FY 

2018 IPPS/LTCH PPS final rule. (For 
additional details on our current 
methodology for updating the COLA factors 
for Alaska and Hawaii and for a discussion 
on the FY 2018 COLA factors, we refer 
readers to the FY 2018 IPPS/LTCH PPS final 
rule (82 FR 38539 through 38540).) 

We did not receive any public comments 
on our proposal. Therefore, we are adopting 
our proposal, without modification. 

Consistent with our historical practice, we 
are establishing that the COLA factors shown 
in the following table will be used to adjust 
the nonlabor-related portion of the LTCH PPS 
standard Federal payment rate for LTCHs 
located in Alaska and Hawaii under 
§ 412.525(b). 

D. Adjustment for LTCH PPS High Cost 
Outlier (HCO) Cases 
1. HCO Background 

From the beginning of the LTCH PPS, we 
have included an adjustment to account for 
cases in which there are extraordinarily high 
costs relative to the costs of most discharges. 
Under this policy, additional payments are 
made based on the degree to which the 
estimated cost of a case (which is calculated 
by multiplying the Medicare allowable 
covered charge by the hospital’s overall 
hospital CCR) exceeds a fixed-loss amount. 
This policy results in greater payment 
accuracy under the LTCH PPS and the 
Medicare program, and the LTCH sharing the 
financial risk for the treatment of 
extraordinarily high-cost cases. 

We retained the basic tenets of our HCO 
policy in FY 2016 when we implemented the 
dual rate LTCH PPS payment structure under 
section 1206 of Public Law 113–67. LTCH 
discharges that meet the criteria for exclusion 
from the site neutral payment rate (that is, 
LTCH PPS standard Federal payment rate 
cases) are paid at the LTCH PPS standard 
Federal payment rate, which includes, as 
applicable, HCO payments under 
§ 412.523(e). LTCH discharges that do not 
meet the criteria for exclusion are paid at the 
site neutral payment rate, which includes, as 
applicable, HCO payments under 
§ 412.522(c)(2)(i). In the FY 2016 IPPS/LTCH 
PPS final rule, we established separate fixed- 
loss amounts and targets for the two different 
LTCH PPS payment rates. Under this 
bifurcated policy, the historic 8-percent HCO 
target was retained for LTCH PPS standard 
Federal payment rate cases, with the fixed- 
loss amount calculated using only data from 

LTCH cases that would have been paid at the 
LTCH PPS standard Federal payment rate if 
that rate had been in effect at the time of 
those discharges. For site neutral payment 
rate cases, we adopted the operating IPPS 
HCO target (currently 5.1 percent) and set the 
fixed-loss amount for site neutral payment 
rate cases at the value of the IPPS fixed-loss 
amount. Under the HCO policy for both 
payment rates, an LTCH receives 80 percent 
of the difference between the estimated cost 
of the case and the applicable HCO 
threshold, which is the sum of the LTCH PPS 
payment for the case and the applicable 
fixed-loss amount for such case. 

In order to maintain budget neutrality, 
consistent with the budget neutrality 
requirement at § 412.522(d)(1) for HCO 
payments to LTCH PPS standard Federal rate 
payment cases, we also adopted a budget 
neutrality requirement for HCO payments to 
site neutral payment rate cases by applying 
a budget neutrality factor to the LTCH PPS 
payment for those site neutral payment rate 
cases. (We refer readers to § 412.522(c)(2)(i) 
of the regulations for further details.) We note 
that, during the 4-year transitional period, 
the site neutral payment rate HCO budget 
neutrality factor did not apply to the LTCH 
PPS standard Federal payment rate portion of 
the blended payment rate at § 412.522(c)(3) 
payable to site neutral payment rate cases. 
(For additional details on the HCO policy 
adopted for site neutral payment rate cases 
under the dual rate LTCH PPS payment 
structure, including the budget neutrality 
adjustment for HCO payments to site neutral 
payment rate cases, we refer readers to the 
FY 2016 IPPS/LTCH PPS final rule (80 FR 
49617 through 49623).) 

2. Determining LTCH CCRs Under the LTCH 
PPS 

a. Background 

As noted previously, CCRs are used to 
determine payments for HCO adjustments for 
both payment rates under the LTCH PPS and 
also are used to determine payments for site 
neutral payment rate cases. As noted earlier, 
in determining HCO and the site neutral 
payment rate payments (regardless of 
whether the case is also an HCO), we 
generally calculate the estimated cost of the 
case by multiplying the LTCH’s overall CCR 
by the Medicare allowable charges for the 
case. An overall CCR is used because the 
LTCH PPS uses a single prospective payment 
per discharge that covers both inpatient 
operating and capital-related costs. The 
LTCH’s overall CCR is generally computed 
based on the sum of LTCH operating and 
capital costs (as described in Section 150.24, 
Chapter 3, of the Medicare Claims Processing 
Manual (Pub. 100–4)) as compared to total 
Medicare charges (that is, the sum of its 
operating and capital inpatient routine and 
ancillary charges), with those values 
determined from either the most recently 
settled cost report or the most recent 
tentatively settled cost report, whichever is 
from the latest cost reporting period. 
However, in certain instances, we use an 
alternative CCR, such as the statewide 
average CCR, a CCR that is specified by CMS, 
or one that is requested by the hospital. (We 
refer readers to § 412.525(a)(4)(iv) of the 
regulations for further details regarding HCO 
adjustments for either LTCH PPS payment 
rate and § 412.522(c)(1)(ii) for the site neutral 
payment rate.) 
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The LTCH’s calculated CCR is then 
compared to the LTCH total CCR ceiling. 
Under our established policy, an LTCH with 
a calculated CCR in excess of the applicable 
maximum CCR threshold (that is, the LTCH 
total CCR ceiling, which is calculated as 3 
standard deviations from the national 
geometric average CCR) is generally assigned 
the applicable statewide CCR. This policy is 
premised on a belief that calculated CCRs 
above the LTCH total CCR ceiling are most 
likely due to faulty data reporting or entry, 
and CCRs based on erroneous data should 
not be used to identify and make payments 
for outlier cases. 

b. LTCH Total CCR Ceiling 

Consistent with our historical practice, as 
we proposed, we used the most recent data 
available to determine the LTCH total CCR 
ceiling for FY 2021 in this final rule. 
Specifically, in this final rule, using our 
established methodology for determining the 
LTCH total CCR ceiling based on IPPS total 
CCR data from the March 2020 update of the 
Provider Specific File (PSF), which is the 
most recent data available, we are 
establishing an LTCH total CCR ceiling of 
1.24 under the LTCH PPS for FY 2021 in 
accordance with § 412.525(a)(4)(iv)(C)(2) for 
HCO cases under either payment rate and 
§ 412.522(c)(1)(ii) for the site neutral 
payment rate. (For additional information on 
our methodology for determining the LTCH 
total CCR ceiling, we refer readers to the FY 
2007 IPPS final rule (71 FR 48118 through 
48119).) 

We did not receive any public comments 
on our proposals. Therefore, we are finalizing 
our proposals as described above, without 
modification. 

c. LTCH Statewide Average CCRs 

Our general methodology for determining 
the statewide average CCRs used under the 
LTCH PPS is similar to our established 
methodology for determining the LTCH total 
CCR ceiling because it is based on ‘‘total’’ 
IPPS CCR data. (For additional information 
on our methodology for determining 
statewide average CCRs under the LTCH PPS, 
we refer readers to the FY 2007 IPPS final 
rule (71 FR 48119 through 48120).) Under the 
LTCH PPS HCO policy at 
§ 412.525(a)(4)(iv)(C), the SSO policy at 
§ 412.529(f)(4)(iii), and the site neutral 
payment rate at § 412.522(c)(1)(ii), the MAC 
may use a statewide average CCR, which is 
established annually by CMS, if it is unable 
to determine an accurate CCR for an LTCH 
in one of the following circumstances: (1) 
New LTCHs that have not yet submitted their 
first Medicare cost report (a new LTCH is 
defined as an entity that has not accepted 
assignment of an existing hospital’s provider 
agreement in accordance with § 489.18); (2) 
LTCHs whose calculated CCR is in excess of 
the LTCH total CCR ceiling; and (3) other 
LTCHs for whom data with which to 
calculate a CCR are not available (for 
example, missing or faulty data). (Other 
sources of data that the MAC may consider 
in determining an LTCH’s CCR include data 
from a different cost reporting period for the 
LTCH, data from the cost reporting period 
preceding the period in which the hospital 
began to be paid as an LTCH (that is, the 

period of at least 6 months that it was paid 
as a short-term, acute care hospital), or data 
from other comparable LTCHs, such as 
LTCHs in the same chain or in the same 
region.) 

Consistent with our historical practice of 
using the best available data, in this final 
rule, using our established methodology for 
determining the LTCH statewide average 
CCRs, based on the most recent complete 
IPPS ‘‘total CCR’’ data from the March 2020 
update of the PSF, as we proposed, we are 
establishing LTCH PPS statewide average 
total CCRs for urban and rural hospitals that 
will be effective for discharges occurring on 
or after October 1, 2020, through September 
30, 2021, in Table 8C listed in section VI. of 
the Addendum to this final rule (and 
available via the internet on the CMS 
website). Consistent with our historical 
practice, as we also proposed, we used more 
recent data to determine the LTCH PPS 
statewide average total CCRs for FY 2021 in 
this final rule. 

Under the current LTCH PPS labor market 
areas, all areas in Delaware, the District of 
Columbia, New Jersey, and Rhode Island are 
classified as urban. Therefore, there are no 
rural statewide average total CCRs listed for 
those jurisdictions in Table 8C. This policy 
is consistent with the policy that we 
established when we revised our 
methodology for determining the applicable 
LTCH statewide average CCRs in the FY 2007 
IPPS final rule (71 FR 48119 through 48121) 
and is the same as the policy applied under 
the IPPS. In addition, although Connecticut 
has areas that are designated as rural, in our 
calculation of the LTCH statewide average 
CCRs, there was no data available from short- 
term, acute care IPPS hospitals to compute a 
rural statewide average CCR or there were no 
short-term, acute care IPPS hospitals or 
LTCHs located in these areas as of March 
2020. Therefore, consistent with our existing 
methodology, as we proposed, we used the 
national average total CCR for rural IPPS 
hospitals for rural Connecticut in Table 8C. 
While Massachusetts also has rural areas, the 
statewide average CCR for rural areas in 
Massachusetts is based on one IPPS provider 
whose CCR is an atypical 0.949. Because this 
is much higher than the statewide urban 
average (0.459) and furthermore implies costs 
are nearly equal to charges, as with 
Connecticut, we used the national average 
total CCR for rural hospitals for hospitals 
located in rural Massachusetts. Furthermore, 
consistent with our existing methodology, in 
determining the urban and rural statewide 
average total CCRs for Maryland LTCHs paid 
under the LTCH PPS, as we proposed, we are 
continuing to use, as a proxy, the national 
average total CCR for urban IPPS hospitals 
and the national average total CCR for rural 
IPPS hospitals, respectively. We are using 
this proxy because we believe that the CCR 
data in the PSF for Maryland hospitals may 
not be entirely accurate (as discussed in 
greater detail in the FY 2007 IPPS final rule 
(71 FR 48120)). 

We did not receive any public comments 
on our proposals. Therefore, we are finalizing 
our proposals as described above, without 
modification. 

d. Reconciliation of HCO Payments 

Under the HCO policy for cases paid under 
either payment rate at § 412.525(a)(4)(iv)(D), 
the payments for HCO cases are subject to 
reconciliation. Specifically, any such 
payments are reconciled at settlement based 
on the CCR that was calculated based on the 
cost report coinciding with the discharge. For 
additional information on the reconciliation 
policy, we refer readers to Sections 150.26 
through 150.28 of the Medicare Claims 
Processing Manual (Pub. 100–4), as added by 
Change Request 7192 (Transmittal 2111; 
December 3, 2010), and the RY 2009 LTCH 
PPS final rule (73 FR 26820 through 26821). 

3. High-Cost Outlier Payments for LTCH PPS 
Standard Federal Payment Rate Cases 

a. Changes to High-Cost Outlier Payments for 
LTCH PPS Standard Federal Payment Rate 
Cases 

Under the regulations at § 412.525(a)(2)(ii) 
and as required by section 1886(m)(7) of the 
Act, the fixed-loss amount for HCO payments 
is set each year so that the estimated 
aggregate HCO payments for LTCH PPS 
standard Federal payment rate cases are 
99.6875 percent of 8 percent (that is, 7.975 
percent) of estimated aggregate LTCH PPS 
payments for LTCH PPS standard Federal 
payment rate cases. (For more details on the 
requirements for high-cost outlier payments 
in FY 2018 and subsequent years under 
section 1886(m)(7) of the Act and additional 
information regarding high-cost outlier 
payments prior to FY 2018, we refer readers 
to the FY 2018 IPPS/LTCH PPS final rule (82 
FR 38542 through 38544).) 

b. Fixed-Loss Amount for LTCH PPS 
Standard Federal Payment Rate Cases for FY 
2021 

When we implemented the LTCH PPS, we 
established a fixed-loss amount so that total 
estimated outlier payments are projected to 
equal 8 percent of total estimated payments 
under the LTCH PPS (67 FR 56022 through 
56026). When we implemented the dual rate 
LTCH PPS payment structure beginning in 
FY 2016, we established that, in general, the 
historical LTCH PPS HCO policy would 
continue to apply to LTCH PPS standard 
Federal payment rate cases. That is, the 
fixed-loss amount and target for LTCH PPS 
standard Federal payment rate cases would 
be determined using the LTCH PPS HCO 
policy adopted when the LTCH PPS was first 
implemented, but we limited the data used 
under that policy to LTCH cases that would 
have been LTCH PPS standard Federal 
payment rate cases if the statutory changes 
had been in effect at the time of those 
discharges. 

To determine the applicable fixed-loss 
amount for LTCH PPS standard Federal 
payment rate cases, we estimate outlier 
payments and total LTCH PPS payments for 
each LTCH PPS standard Federal payment 
rate case (or for each case that would have 
been a LTCH PPS standard Federal payment 
rate case if the statutory changes had been in 
effect at the time of the discharge) using 
claims data from the MedPAR files. In 
accordance with § 412.525(a)(2)(ii), the 
applicable fixed-loss amount for LTCH PPS 
standard Federal payment rate cases results 
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in estimated total outlier payments being 
projected to be equal to 7.975 percent of 
projected total LTCH PPS payments for LTCH 
PPS standard Federal payment rate cases. We 
use MedPAR claims data and CCRs based on 
data from the most recent PSF (or from the 
applicable statewide average CCR if an 
LTCH’s CCR data are faulty or unavailable) 
to establish an applicable fixed-loss 
threshold amount for LTCH PPS standard 
Federal payment rate cases. 

In the FY 2021 IPPS/LTCH PPS proposed 
rule (85 FR 32925), we proposed to continue 
to use our current methodology to calculate 
an applicable fixed-loss amount for LTCH 
PPS standard Federal payment rate cases for 
FY 2021 using the best available data that 
would maintain estimated HCO payments at 
the projected 7.975 percent of total estimated 
LTCH PPS payments for LTCH PPS standard 
Federal payment rate cases (based on the 
payment rates and policies for these cases 
presented in the proposed rule). 

Specifically, based on the most recent 
complete LTCH data available at that time 
(that is, LTCH claims data from the December 
2019 update of the FY 2019 MedPAR file and 
CCRs from the December 2019 update of the 
PSF), we determined a proposed fixed-loss 
amount for LTCH PPS standard Federal 
payment rate cases for FY 2021 of $30,515 
that would result in estimated outlier 
payments projected to be equal to 7.975 
percent of estimated FY 2021 payments for 
such cases. We also proposed to continue to 
make an additional HCO payment for the cost 
of an LTCH PPS standard Federal payment 
rate case that exceeds the HCO threshold 
amount that is equal to 80 percent of the 
difference between the estimated cost of the 
case and the outlier threshold (the sum of the 
proposed adjusted LTCH PPS standard 
Federal payment rate payment and the 
proposed fixed-loss amount for LTCH PPS 
standard Federal payment rate cases of 
$30,515). 

Consistent with our historical practice of 
using the best data available, when 
determining the fixed-loss amount for LTCH 
PPS standard Federal payment rate cases for 
FY 2021 in the final rule, we proposed to use 
the most recent available LTCH claims data 
and CCR data. 

Comment: Some commenters stated that 
CMS continues to propose increases to the 
LTCH PPS standard Federal payment rate 
high cost outlier threshold. These 
commenters noted that an increase in the 
fixed-loss amount will result in reductions of 
the number of cases that qualify as high-cost 
outliers. One commenter added that the 
proposed increase in the fixed-loss amount 
would require LTCHs to absorb even more 
costs during a time when they are already 
struggling with high COVID related expenses. 
Commenters suggested that CMS leave the 
fixed-loss threshold at the FY 2020 amount 
of $26,778. 

Another commenter stated that CMS did 
not explain the proposed increase in the 
fixed-loss amount from FY 2020 of $26,778 
to the FY 2021 proposed amount of $30,515. 
The commenter continued by indicating that, 
based on historical experience, the final 
fixed-loss amount would likely decrease from 
the proposed amount but expressed concern 

that the final fixed-loss amount may still 
reflect a significant increase. This commenter 
also stated that CMS did not explain how the 
charge inflation factor, which is integral to 
the determination of the fixed-loss amount, is 
calculated, and requested that CMS provide 
more information on how the fixed-loss 
amount for LTCH PPS standard Federal 
payment rate cases is calculated and the 
reasons for any significant changes. 

Response: We thank the commenters for 
their input and suggestions. In accordance 
with § 412.525(a)(2)(ii), the applicable fixed- 
loss amount for LTCH PPS standard Federal 
payment rate cases results in estimated total 
outlier payments being projected to be equal 
to 7.975 percent of projected total LTCH PPS 
payments for LTCH PPS standard Federal 
payment rate cases. We therefore are required 
by existing regulations to determine a fixed- 
loss amount for the fiscal year, based on the 
most recently available data. We project that 
if the fixed-loss amount was kept at the FY 
2020 amount of $26,778, outlier payments 
would be equal to 8.044 percent of total 
LTCH PPS payments for LTCH PPS standard 
Federal payment rate cases. Therefore, as 
described below, an increase in the fixed-loss 
amount for FY 2021 is necessary to maintain 
estimated HCO payments at the projected 
7.975 percent of total estimated LTCH PPS 
payments for LTCH PPS standard Federal 
payment rate cases. 

As stated in the FY 2021 IPPS/LTCH PPS 
proposed rule (85 FR 32963), consistent with 
past practice, in calculating estimated high 
cost outlier payments for that proposed rule, 
we increased estimated costs by an inflation 
factor of 5.4 percent (determined by the 
Office of the Actuary) to update the FY 2019 
costs of each case to FY 2021. Based on the 
data available for this final rule, in 
calculating estimated high cost outlier 
payments for this final rule, we increased 
estimated costs by an inflation factor of 4.3 
percent (determined by the Office of the 
Actuary) to update the FY 2019 costs of each 
case to FY 2021. The charge inflation factor 
is the average value resultant from eight 
quarterly market basket updates. To calculate 
a two-year charge inflation factor for FY 2021 
for this final rule, consistent with historical 
practice, we divided the average of the four 
quarter market basket values for FY 2021 
(1.093) by the average of the four quarter 
market basket values for FY 2019 (1.047), 
which results in a two-year charge inflation 
factor for FY 2021 of 1.043 (calculation 
performed using unrounded numbers). 
Therefore, consistent with past practice, in 
determining a FY 2021 fixed-loss amount 
that would result in estimated outlier 
payments for FY 2021 being projected to be 
equal to 7.975 percent of projected total FY 
2021 LTCH PPS payments for LTCH PPS 
standard Federal payment rate cases, we 
inflated the charges on the MedPAR claims 
by 2 years, from FY 2019 to FY 2021, using 
the two-year charge inflation factor of 1.043. 

After consideration of public comments we 
are finalizing our proposals without 
modification. In addition, consistent with our 
historical practice of using the best data 
available, as we proposed, when determining 
the fixed-loss amount for LTCH PPS standard 
Federal payment rate cases for FY 2021 in 

this final rule, we used the most recent 
available LTCH claims data and CCR data. 

For this FY 2021 IPPS/LTCH PPS final 
rule, we are continuing to use our current 
methodology to calculate an applicable fixed- 
loss amount for LTCH PPS standard Federal 
payment rate cases for FY 2021 using the best 
available data that will maintain estimated 
HCO payments at the projected 7.975 percent 
of total estimated LTCH PPS payments for 
LTCH PPS standard Federal payment rate 
cases (based on the payment rates and 
policies for these cases presented in this final 
rule). Specifically, based on the most recent 
complete LTCH data available at this time 
(that is, LTCH claims data from the March 
2020 update of the FY 2019 MedPAR file and 
CCRs from the March 2020 update of the 
PSF), we determined a fixed-loss amount for 
LTCH PPS standard Federal payment rate 
cases for FY 2021 of $27,195 that will result 
in estimated outlier payments projected to be 
equal to 7.975 percent of estimated FY 2021 
payments for such cases. Under the broad 
authority of section 123(a)(1) of the BBRA 
and section 307(b)(1) of the BIPA, we are 
establishing a fixed-loss amount of $27,195 
for LTCH PPS standard Federal payment rate 
cases for FY 2021. Under this policy, we 
would continue to make an additional HCO 
payment for the cost of an LTCH PPS 
standard Federal payment rate case that 
exceeds the HCO threshold amount that is 
equal to 80 percent of the difference between 
the estimated cost of the case and the outlier 
threshold (the sum of the adjusted LTCH PPS 
standard Federal payment rate and the fixed- 
loss amount for LTCH PPS standard Federal 
payment rate cases of $27,195). 

We note, the fixed-loss amount for FY 2021 
for LTCH PPS standard Federal payment rate 
cases we are establishing in this final rule 
based on the most recent LTCH claims data 
from the MedPAR file and the latest CCRs 
from the PSF, result in a fixed-loss amount 
for such cases that is lower than the proposed 
fixed-loss amount. This change is largely 
attributable to updates to CCRs from the 
December 2019 update of the PSF to the 
March 2020 update of the PSF. As previously 
discussed, the increase in the fixed-loss 
amount from FY 2020 of $26,778 to the FY 
2021 amount of $27,195 is necessary to 
maintain estimated HCO payments at the 
projected 7.975 percent of total estimated 
LTCH PPS payments for LTCH PPS standard 
Federal payment rate cases. 

4. High-Cost Outlier Payments for Site 
Neutral Payment Rate Cases 

When we implemented the application of 
the site neutral payment rate in FY 2016, in 
examining the appropriate fixed-loss amount 
for site neutral payment rate cases issue, we 
considered how LTCH discharges based on 
historical claims data would have been 
classified under the dual rate LTCH PPS 
payment structure and the CMS’ Office of the 
Actuary projections regarding how LTCHs 
will likely respond to our implementation of 
policies resulting from the statutory payment 
changes. We again relied on these 
considerations and actuarial projections in 
FY 2017 and FY 2018 because the historical 
claims data available in each of these years 
were not all subject to the LTCH PPS dual 
rate payment system. Similarly, for FY 2019 
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and FY 2020, we continued to rely on these 
considerations and actuarial projections 
because, due to the transitional blended 
payment policy for site neutral payment rate 
cases, FY 2018 and FY 2019 claims for these 
cases were not subject to the full effect of the 
site neutral payment rate. 

For FYs 2016 through 2020, at that time 
our actuaries projected that the proportion of 
cases that would qualify as LTCH PPS 
standard Federal payment rate cases versus 
site neutral payment rate cases under the 
statutory provisions would remain consistent 
with what is reflected in the historical LTCH 
PPS claims data. Although our actuaries did 
not project an immediate change in the 
proportions found in the historical data, they 
did project cost and resource changes to 
account for the lower payment rates. Our 
actuaries also projected that the costs and 
resource use for cases paid at the site neutral 
payment rate would likely be lower, on 
average, than the costs and resource use for 
cases paid at the LTCH PPS standard Federal 
payment rate and would likely mirror the 
costs and resource use for IPPS cases 
assigned to the same MS–DRG, regardless of 
whether the proportion of site neutral 
payment rate cases in the future remains 
similar to what is found based on the 
historical data. As discussed in the FY 2016 
IPPS/LTCH PPS final rule (80 FR 49619), this 
actuarial assumption is based on our 
expectation that site neutral payment rate 
cases would generally be paid based on an 
IPPS comparable per diem amount under the 
statutory LTCH PPS payment changes that 
began in FY 2016, which, in the majority of 
cases, is much lower than the payment that 
would have been paid if these statutory 
changes were not enacted. In light of these 
projections and expectations, we discussed 
that we believed that the use of a single 
fixed-loss amount and HCO target for all 
LTCH PPS cases would be problematic. In 
addition, we discussed that we did not 
believe that it would be appropriate for 
comparable LTCH PPS site neutral payment 
rate cases to receive dramatically different 
HCO payments from those cases that would 
be paid under the IPPS (80 FR 49617 through 
49619 and 81 FR 57305 through 57307). For 
those reasons, we stated that we believed that 
the most appropriate fixed-loss amount for 
site neutral payment rate cases for FYs 2016 
through 2020 would be equal to the IPPS 
fixed-loss amount for that particular fiscal 
year. Therefore, we established the fixed-loss 
amount for site neutral payment rate cases as 
the corresponding IPPS fixed-loss amounts 
for FYs 2016 through 2020. In particular, in 
FY 2020, we established the fixed-loss 
amount for site neutral payment rate cases as 
the FY 2020 IPPS fixed-loss amount of 
$26,552 (as corrected at 84 FR 49845). 

As noted earlier, because not all claims in 
the data used for this FY 2021 IPPS/LTCH 
PPS final rule were subject to the unblended 
site neutral payment rate, we continue to rely 
on the same considerations and actuarial 
projections used in FYs 2016 through 2020 
when developing a fixed-loss amount for site 
neutral payment rate cases for FY 2021. Our 
actuaries continue to project that site neutral 
payment rate cases in FY 2021 will continue 
to mirror an IPPS case paid under the same 

MS–DRG. That is, our actuaries continue to 
project that the costs and resource use for FY 
2021 cases paid at the site neutral payment 
rate would likely be lower, on average, than 
the costs and resource use for cases paid at 
the LTCH PPS standard Federal payment rate 
and will likely mirror the costs and resource 
use for IPPS cases assigned to the same MS– 
DRG, regardless of whether the proportion of 
site neutral payment rate cases in the future 
remains similar to what was found based on 
the historical data. (Based on the most recent 
FY 2019 LTCH claims data used in the 
development of this FY 2021 IPPS/LTCH PPS 
final rule, approximately 75 percent of LTCH 
cases were paid the LTCH PPS standard 
Federal payment rate and approximately 25 
percent of LTCH cases were paid the site 
neutral payment rate for discharges occurring 
in FY 2019.) 

For these reasons, we continue to believe 
that the most appropriate fixed-loss amount 
for site neutral payment rate cases for FY 
2021 is the IPPS fixed-loss amount for FY 
2021. Therefore, consistent with past 
practice, in the FY 2021 IPPS/LTCH PPS 
proposed rule (85 FR 32926), we proposed 
that the applicable HCO threshold for site 
neutral payment rate cases is the sum of the 
site neutral payment rate for the case and the 
IPPS fixed-loss amount. That is, we proposed 
a fixed-loss amount for site neutral payment 
rate cases of $30,006. Accordingly, for FY 
2021, we proposed to calculate a HCO 
payment for site neutral payment rate cases 
with costs that exceed the HCO threshold 
amount that is equal to 80 percent of the 
difference between the estimated cost of the 
case and the outlier threshold (the sum of the 
site neutral payment rate payment and the 
proposed fixed-loss amount for site neutral 
payment rate cases of $30,006). 

We did not receive any public comments 
on our proposals. Therefore, we are finalizing 
our proposals as described above, without 
modification. Therefore, for FY 2021, as we 
proposed, we are establishing that the 
applicable HCO threshold for site neutral 
payment rate cases is the sum of the site 
neutral payment rate for the case and the 
IPPS fixed loss amount. That is, we are 
establishing a fixed-loss amount for site 
neutral payment rate cases of $29,051, which 
is the same FY 2021 IPPS fixed-loss amount 
discussed in section II.A.4.g.(1). of the 
Addendum to this final rule. Accordingly, 
under this policy, for FY 2021, we will 
calculate a HCO payment for site neutral 
payment rate cases with costs that exceed the 
HCO threshold amount, which is equal to 80 
percent of the difference between the 
estimated cost of the case and the outlier 
threshold (the sum of site neutral payment 
rate payment and the fixed-loss amount for 
site neutral payment rate cases of $29,051). 

In establishing a HCO policy for site 
neutral payment rate cases, we established a 
budget neutrality adjustment under 
§ 412.522(c)(2)(i). We established this 
requirement because we believed, and 
continue to believe, that the HCO policy for 
site neutral payment rate cases should be 
budget neutral, just as the HCO policy for 
LTCH PPS standard Federal payment rate 
cases is budget neutral, meaning that 
estimated site neutral payment rate HCO 

payments should not result in any change in 
estimated aggregate LTCH PPS payments. 

To ensure that estimated HCO payments 
payable to site neutral payment rate cases in 
FY 2021 would not result in any increase in 
estimated aggregate FY 2021 LTCH PPS 
payments, under the budget neutrality 
requirement at § 412.522(c)(2)(i), it is 
necessary to reduce site neutral payment rate 
payments by 5.1 percent to account for the 
estimated additional HCO payments payable 
to those cases in FY 2021, in general, we 
proposed to continue this policy. 

As explained in the proposed rule, 
consistent with the IPPS HCO payment 
threshold, we estimate the proposed fixed- 
loss threshold would result in FY 2021 HCO 
payments for site neutral payment rate cases 
to equal 5.1 percent of the site neutral 
payment rate payments that are based on the 
IPPS comparable per diem amount. As such, 
to ensure estimated HCO payments payable 
for site neutral payment rate cases in FY 2021 
would not result in any increase in estimated 
aggregate FY 2021 LTCH PPS payments, 
under the budget neutrality requirement at 
§ 412.522(c)(2)(i), as we explained in the 
proposed rule, it is necessary to reduce the 
site neutral payment rate amount paid under 
§ 412.522(c)(1)(i) by 5.1 percent to account 
for the estimated additional HCO payments 
payable for site neutral payment rate cases in 
FY 2021. In order to achieve this, for FY 
2021, we proposed to apply a budget 
neutrality factor of 0.949 (that is, the decimal 
equivalent of a 5.1 percent reduction, 
determined as 1.0 ¥ 5.1/100 = 0.949) to the 
site neutral payment rate for those site 
neutral payment rate cases paid under 
§ 412.522(c)(1)(i). We note that, consistent 
with our current policy, this HCO budget 
neutrality adjustment would not be applied 
to the HCO portion of the site neutral 
payment rate amount (81 FR 57309). 

Comment: Some commenters, as they have 
done since the inception of the dual rate 
payment system that created the site neutral 
payment rate, objected to the proposed site 
neutral payment rate HCO budget neutrality 
adjustment, claiming that it would result in 
savings to the Medicare program instead of 
being budget neutral. The commenters’ 
primary objection continued to be based on 
their belief that, because the IPPS base rates 
used in the IPPS comparable per diem 
amount calculation of the site neutral 
payment rate include a budget neutrality 
adjustment for IPPS HCO payments (for 
example, a 5.1 percent adjustment on the 
operating IPPS standardized amount), an 
‘‘additional’’ budget neutrality factor is not 
necessary and is, in fact, duplicative. Based 
on their belief that the proposed site neutral 
payment rate HCO budget neutrality 
adjustment is duplicative, some commenters 
recommended that if CMS continues with the 
application of that budget neutrality 
adjustment, the calculation of the IPPS 
comparable per diem amount should be 
revised to use the IPPS operating 
standardized amount prior to the application 
of the IPPS HCO budget neutrality 
adjustment. 

Response: We continue to disagree with 
the commenters that a budget neutrality 
adjustment for site neutral payment rate HCO 
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payments is unnecessary or duplicative. We 
have stated such disagreement during each 
previous rulemaking cycle. We refer readers 
to 84 FR 42648 through 42649, 83 FR 41737 
through 41738, 82 FR 38545 through 38546, 
81 FR 57308 through 57309, and 80 FR 49621 
through 49622 for more information on our 
responses to these comments. 

After consideration of public comments, 
for the reasons discussed above, we are 
adopting our proposed site neutral payment 
rate HCO budget neutrality adjustment as 
final without modification. Specifically, for 
FY 2021, as we proposed, we are applying a 
budget neutrality factor of 0.949 (that is, the 
decimal equivalent of a 5.1 percent 
reduction, determined as 1.0 ¥ 5.1/100 = 
0.949) to the site neutral payment rate for 
those site neutral payment rate cases paid 
under § 412.522(c)(1)(i). We note that, 
consistent with our current policy, this HCO 
budget neutrality adjustment will not apply 
to the HCO portion of the site neutral 
payment rate amount. 

E. Update to the IPPS Comparable Amount 
To Reflect the Statutory Changes to the IPPS 
DSH Payment Adjustment Methodology 

In the FY 2014 IPPS/LTCH PPS final rule 
(78 FR 50766), we established a policy to 
reflect the changes to the Medicare IPPS DSH 
payment adjustment methodology made by 
section 3133 of the Affordable Care Act in the 
calculation of the ‘‘IPPS comparable amount’’ 
under the SSO policy at § 412.529 and the 
‘‘IPPS equivalent amount’’ under the site 
neutral payment rate at § 412.522. 
Historically, the determination of both the 
‘‘IPPS comparable amount’’ and the ‘‘IPPS 
equivalent amount’’ includes an amount for 
inpatient operating costs ‘‘for the costs of 
serving a disproportionate share of low- 
income patients.’’ Under the statutory 
changes to the Medicare DSH payment 
adjustment methodology that began in FY 
2014, in general, eligible IPPS hospitals 
receive an empirically justified Medicare 
DSH payment equal to 25 percent of the 
amount they otherwise would have received 
under the statutory formula for Medicare 
DSH payments prior to the amendments 
made by the Affordable Care Act. The 
remaining amount, equal to an estimate of 75 
percent of the amount that otherwise would 
have been paid as Medicare DSH payments, 
reduced to reflect changes in the percentage 
of individuals who are uninsured and any 
additional statutory adjustment, is made 
available to make additional payments to 
each hospital that qualifies for Medicare DSH 
payments and that has uncompensated care. 
The additional uncompensated care 
payments are based on the hospital’s amount 
of uncompensated care for a given time 
period relative to the total amount of 
uncompensated care for that same time 
period reported by all IPPS hospitals that 
receive Medicare DSH payments. 

To reflect the statutory changes to the 
Medicare DSH payment adjustment 
methodology in the calculation of the ‘‘IPPS 
comparable amount’’ and the ‘‘IPPS 
equivalent amount’’ under the LTCH PPS, we 
stated that we will include a reduced 
Medicare DSH payment amount that reflects 
the projected percentage of the payment 

amount calculated based on the statutory 
Medicare DSH payment formula prior to the 
amendments made by the Affordable Care 
Act that will be paid to eligible IPPS 
hospitals as empirically justified Medicare 
DSH payments and uncompensated care 
payments in that year (that is, a percentage 
of the operating Medicare DSH payment 
amount that has historically been reflected in 
the LTCH PPS payments that are based on 
IPPS rates). We also stated that the projected 
percentage will be updated annually, 
consistent with the annual determination of 
the amount of uncompensated care payments 
that will be made to eligible IPPS hospitals. 
We believe that this approach results in 
appropriate payments under the LTCH PPS 
and is consistent with our intention that the 
‘‘IPPS comparable amount’’ and the ‘‘IPPS 
equivalent amount’’ under the LTCH PPS 
closely resemble what an IPPS payment 
would have been for the same episode of 
care, while recognizing that some features of 
the IPPS cannot be translated directly into 
the LTCH PPS (79 FR 50766 through 50767). 

As discussed in the FY 2021 IPPS/LTCH 
PPS proposed rule (85 FR 32927), based on 
the data available at that time, we proposed 
to establish that the calculation of the ‘‘IPPS 
comparable amount’’ under § 412.529 would 
include an applicable operating Medicare 
DSH payment amount that is equal to 75.90 
percent of the operating Medicare DSH 
payment amount that would have been paid 
based on the statutory Medicare DSH 
payment formula absent the amendments 
made by the Affordable Care Act. 
Furthermore, consistent with our historical 
practice, we proposed that, if more recent 
data became available, we would use that 
data to determine this factor in this final rule. 

We did not receive any public comments 
in response to our proposal, and we are 
adopting it as final. However, as we proposed 
we are determine the factor in this final rule 
using more recent data. For FY 2021, as 
discussed in greater detail in section IV.G.3. 
of the preamble of this final rule, based on 
the most recent data available, our estimate 
of 75 percent of the amount that would 
otherwise have been paid as Medicare DSH 
payments (under the methodology outlined 
in section 1886(r)(2) of the Act) is adjusted 
to 72.86 percent of that amount to reflect the 
change in the percentage of individuals who 
are uninsured. The resulting amount is then 
used to determine the amount available to 
make uncompensated care payments to 
eligible IPPS hospitals in FY 2021. In other 
words, the amount of the Medicare DSH 
payments that would have been made prior 
to the amendments made by the Affordable 
Care Act is adjusted to 54.65 percent (the 
product of 75 percent and 72.86 percent) and 
the resulting amount is used to calculate the 
uncompensated care payments to eligible 
hospitals. As a result, for FY 2021, we project 
that the reduction in the amount of Medicare 
DSH payments pursuant to section 1886(r)(1) 
of the Act, along with the payments for 
uncompensated care under section 1886(r)(2) 
of the Act, will result in overall Medicare 
DSH payments of 79.65 percent of the 
amount of Medicare DSH payments that 
would otherwise have been made in the 
absence of the amendments made by the 

Affordable Care Act (that is, 25 percent + 
54.65 percent = 79.65 percent). 

Therefore, for FY 2021, consistent with our 
proposal, we are establishing that the 
calculation of the ‘‘IPPS comparable amount’’ 
under § 412.529 will include an applicable 
operating Medicare DSH payment amount 
that is equal to 79.65 percent of the operating 
Medicare DSH payment amount that would 
have been paid based on the statutory 
Medicare DSH payment formula absent the 
amendments made by the Affordable Care 
Act. 

F. Computing the Adjusted LTCH PPS 
Federal Prospective Payments for FY 2021 

Section 412.525 sets forth the adjustments 
to the LTCH PPS standard Federal payment 
rate. Under the dual rate LTCH PPS payment 
structure, only LTCH PPS cases that meet the 
statutory criteria to be excluded from the site 
neutral payment rate are paid based on the 
LTCH PPS standard Federal payment rate. 
Under § 412.525(c), the LTCH PPS standard 
Federal payment rate is adjusted to account 
for differences in area wages by multiplying 
the labor-related share of the LTCH PPS 
standard Federal payment rate for a case by 
the applicable LTCH PPS wage index (the FY 
2021 values are shown in Tables 12A through 
12B listed in section VI. of the Addendum to 
this final rule and are available via the 
internet on the CMS website). The LTCH PPS 
standard Federal payment rate is also 
adjusted to account for the higher costs of 
LTCHs located in Alaska and Hawaii by the 
applicable COLA factors (the final FY 2021 
factors are shown in the chart in section V.C. 
of this Addendum) in accordance with 
§ 412.525(b). In this final rule, we are 
establishing an LTCH PPS standard Federal 
payment rate for FY 2021 of $43,755.34, as 
discussed in section V.A. of the Addendum 
to this final rule. We illustrate the 
methodology to adjust the LTCH PPS 
standard Federal payment rate for FY 2021 in 
the following example: 

Example: During FY 2021, a Medicare 
discharge that meets the criteria to be 
excluded from the site neutral payment rate, 
that is, an LTCH PPS standard Federal 
payment rate case, is from an LTCH that is 
located in CBSA 16984, which has a FY 2021 
LTCH PPS wage index value of 1.0442 
(obtained from Table 12A listed in section VI. 
of the Addendum to this final rule and 
available via the internet on the CMS 
website). The Medicare patient case is 
classified into MS–LTC–DRG 189 
(Pulmonary Edema & Respiratory Failure), 
which has a relative weight for FY 2021 of 
0.9446 (obtained from Table 11 listed in 
section VI. of the Addendum to this final rule 
and available via the internet on the CMS 
website). The LTCH submitted quality 
reporting data for FY 2021 in accordance 
with the LTCH QRP under section 1886(m)(5) 
of the Act. 

To calculate the LTCH’s total adjusted 
Federal prospective payment for this 
Medicare patient case in FY 2021, we 
computed the wage-adjusted Federal 
prospective payment amount by multiplying 
the unadjusted FY 2021 LTCH PPS standard 
Federal payment rate ($43,755.34) by the 
labor-related share (0.681 percent) and the 

VerDate Sep<11>2014 22:38 Sep 17, 2020 Jkt 250001 PO 00000 Frm 00628 Fmt 4701 Sfmt 4700 E:\FR\FM\18SER2.SGM 18SER2jb
el

l o
n 

D
S

K
JL

S
W

7X
2P

R
O

D
 w

ith
 R

U
LE

S
2



59059 Federal Register / Vol. 85, No. 182 / Friday, September 18, 2020 / Rules and Regulations 

wage index value (1.0442). This wage- 
adjusted amount was then added to the 
nonlabor-related portion of the unadjusted 
LTCH PPS standard Federal payment rate 
(0.319 percent; adjusted for cost of living, if 

applicable) to determine the adjusted LTCH 
PPS standard Federal payment rate, which is 
then multiplied by the MS–LTC–DRG 
relative weight (0.9446) to calculate the total 
adjusted LTCH PPS standard Federal 

prospective payment for FY 2021 
($42,575.37). The table illustrates the 
components of the calculations in this 
example. 

VI. Tables Referenced in This Final Rule 
Generally Available Through the Internet on 
the CMS Website 

This section lists the tables referred to 
throughout the preamble of this final rule 
and in the Addendum. In the past, a majority 
of these tables were published in the Federal 
Register as part of the annual proposed and 
final rules. However, similar to FYs 2012 
through 2020, for the FY 2021 rulemaking 
cycle, the IPPS and LTCH PPS tables will not 
be published in the Federal Register in the 
annual IPPS/LTCH PPS proposed and final 
rules and will be available through the 
internet. Specifically, all IPPS tables listed 
below, with the exception of IPPS Tables 1A, 
1B, 1C, and 1D, and LTCH PPS Table 1E, will 
generally be available through the internet. 
IPPS Tables 1A, 1B, 1C, and 1D, and LTCH 
PPS Table 1E are displayed at the end of this 
section and will continue to be published in 
the Federal Register as part of the annual 
proposed and final rules. For additional 
discussion of the information included in the 
IPPS and LTCH PPS tables associated with 
the IPPS/LTCH PPS proposed and final rules, 
as well as prior changes to the information 
included in these tables, we refer readers to 
the FY 2020 IPPS/LTCH PPS final rule (84 FR 
42650 through 42651). 

In addition, under the HAC Reduction 
Program, established by section 3008 of the 
Affordable Care Act, a hospital’s total 
payment may be reduced by 1 percent if it 
is in the lowest HAC performance quartile. 
The hospital-level data for the FY 2021 HAC 
Reduction Program will be made publicly 
available once it has undergone the review 
and corrections process. 

As was the cases for the FY 2020 IPPS/ 
LTCH PPS proposed and final rules, we are 
no longer including Table 15, which had 
typically included the fiscal year 
readmissions payment adjustment factors 
because hospitals have not yet had the 
opportunity to review and correct the data 
before the data are made public under our 
policy regarding the reporting of hospital- 
specific data. After hospitals have been given 
an opportunity to review and correct their 
calculations for FY 2021, we will post Table 
15 (which will be available via the internet 
on the CMS website) to display the final FY 
2021 readmissions payment adjustment 

factors that will be applicable to discharges 
occurring on or after October 1, 2020. We 
expect Table 15 will be posted on the CMS 
website in the fall of 2020. 

Readers who experience any problems 
accessing any of the tables that are posted on 
the CMS websites identified below should 
contact Michael Treitel at (410) 786–4552. 

The following IPPS tables for this final rule 
are generally available through the internet 
on the CMS website at: http://www.cms.gov/ 
Medicare/Medicare-Fee-for-Service-Payment/ 
AcuteInpatientPPS/index.html. Click on the 
link on the left side of the screen titled, ‘‘FY 
2021 IPPS Final Rule Home Page’’ or ‘‘Acute 
Inpatient-Files- for Download.’’ 
Table 2.—Case-Mix Index and Wage Index 

Table by CCN—FY 2021 
Table 3.—Wage Index Table by CBSA—FY 

2021 
Table 4A.—List of Counties Eligible for the 

Out-Migration Adjustment under Section 
1886(d)(13) of the Act—FY 2021 

Table 4B.—Counties Redesignated under 
Section 1886(d)(8)(B) of the Act (LUGAR 
Counties)—FY 2021 

Table 5.—List of Medicare Severity 
Diagnosis-Related Groups (MS–DRGs), 
Relative Weighting Factors, and Geometric 
and Arithmetic Mean Length of Stay—FY 
2021 

Table 6A.—New Diagnosis Codes—FY 2021 
Table 6B.—New Procedure Codes—FY 2021 
Table 6C.—Invalid Diagnosis Codes—FY 

2021 
Table 6E.—Revised Diagnosis Code Titles— 

FY 2021 
Table 6G.1.—Secondary Diagnosis Order 

Additions to the CC Exclusions List-FY 
2021 

Table 6G.2.—Principal Diagnosis Order 
Additions to the CC Exclusions List—FY 
2021 

Table 6H.1.—Secondary Diagnosis Order 
Deletions to the CC Exclusions List—FY 
2021 

Table 6H.2.—Principal Diagnosis Order 
Deletions to the CC Exclusions List—FY 
2021 

Table 6I.—Complete MCC List—FY 2021 
Table 6I.1.—Additions to the MCC List— 
FY 2021 

Table 6I.2.—Deletions to the MCC List—FY 
2021 

Table 6J.—Complete CC List—FY 2021 
Table 6J.1.—Additions to the CC List—FY 

2021 
Table 6J.2.—Deletions to the CC List—FY 

2021 
Table 6K.—Complete List of CC Exclusions— 

FY 2021 
Table 6P.—ICD–10–CM and ICD–10–PCS 

Codes for MS–DRG Changes—FY 2021 
(Table 6P contains multiple tables, 6P.1a. 
through 6P.4a., that include the ICD–10– 
CM and ICD–10–PCS code lists relating to 
specific MS–DRG changes. These tables are 
referred to throughout section II.D. of the 
preamble of this final rule.) 

Table 7A.—Medicare Prospective Payment 
System Selected Percentile Lengths of Stay: 
FY 2019 MedPAR Update—March 2020 
GROUPER Version 37 MS–DRGs 

Table 7B.—Medicare Prospective Payment 
System Selected Percentile Lengths of Stay: 
FY 2019 MedPAR Update—March 2020 
GROUPER Version 38 MS–DRGs 

Table 8A.—FY 2021 Statewide Average 
Operating Cost-to-Charge Ratios (CCRs) for 
Acute Care Hospitals (Urban and Rural) 

Table 8B.—FY 2021 Statewide Average 
Capital Cost-to-Charge Ratios (CCRs) for 
Acute Care Hospitals 

Table 16A.—Updated Proxy Hospital Value- 
Based Purchasing (VBP) Program 
Adjustment Factors for FY 2021 

Table 18.—FY 2021 Medicare DSH 
Uncompensated Care Payment Factor 3 
The following LTCH PPS tables for this FY 

2021 final rule are available through the 
internet on the CMS website at: http://
www.cms.gov/Medicare/Medicare-Fee-for- 
Service-Payment/LongTermCareHospitalPPS/ 
index.html under the list item for Regulation 
Number CMS–1735–F: 
Table 8C.—FY 2021 Statewide Average Total 

Cost-to-Charge Ratios (CCRs) for LTCHs 
(Urban and Rural) 

Table 11.—MS–LTC–DRGs, Relative Weights, 
Geometric Average Length of Stay, and 
Short-Stay Outlier (SSO) Threshold for 
LTCH PPS Discharges Occurring from 
October 1, 2020 through September 30, 
2021 

Table 12A.—LTCH PPS Wage Index for 
Urban Areas for Discharges Occurring from 
October 1, 2020 through September 30, 
2021 
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Table 12B.— LTCH PPS Wage Index for Rural 
Areas for Discharges Occurring from 

October 1, 2020 through September 30, 
2021 

BILLING CODE 4120–01–P 
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BILLING CODE 4120–01–C Appendix A: Economic Analyses 

I. Regulatory Impact Analysis 

A. Statement of Need 

This final rule is necessary in order to 
make payment and policy changes under the 

Medicare IPPS for Medicare acute care 
hospital inpatient services for operating and 
capital-related costs as well as for certain 
hospitals and hospital units excluded from 
the IPPS. This final rule also is necessary to 
make payment and policy changes for 
Medicare hospitals under the LTCH PPS. 
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Also as we note later in this Appendix, the 
primary objective of the IPPS and the LTCH 
PPS is to create incentives for hospitals to 
operate efficiently and minimize unnecessary 
costs, while at the same time ensuring that 
payments are sufficient to adequately 
compensate hospitals for their legitimate 
costs in delivering necessary care to 
Medicare beneficiaries. In addition, we share 
national goals of preserving the Medicare 
Hospital Insurance Trust Fund. 

We believe that the changes in this final 
rule, such as the updates to the IPPS and 
LTCH PPS rates, and the policies and 
discussions relating to applications for new 
technology add-on payments, are needed to 
further each of these goals while maintaining 
the financial viability of the hospital industry 
and ensuring access to high quality health 
care for Medicare beneficiaries. 

For example, without additional payments 
for new medical technologies that meet the 
criteria for approval for new technology add- 
on payments, Medicare beneficiaries may not 
have appropriate access to these new 
technologies. We discuss the technologies for 
which we received applications for add-on 
payments for new medical technologies for 
FY 2021 in sections II.G.5. and 6. of the 
preamble to this final rule. As discussed in 
section II.G.6. of the preamble of this final 
rule, under the alternative pathway for new 
technology add-on payments, new 
technologies that are medical products with 
a Qualified Infectious Disease Product (QIDP) 
designation or are part of the Breakthrough 
Device program will be considered new and 
not substantially similar to an existing 
technology and will not need to demonstrate 
that the technology represents a substantial 
clinical improvement. These technologies 
must still meet the cost criterion. 

We expect that the policies in this final 
rule would ensure that the outcomes of the 
prospective payment systems are reasonable 
and equitable, while avoiding or minimizing 
unintended adverse consequences. 

B. Overall Impact 

We have examined the impacts of this final 
rule as required by Executive Order 12866 on 
Regulatory Planning and Review (September 
30, 1993), Executive Order 13563 on 
Improving Regulation and Regulatory Review 
(January 18, 2011), the Regulatory Flexibility 
Act (RFA) (September 19, 1980, Pub. L. 96– 
354), section 1102(b) of the Social Security 
Act, section 202 of the Unfunded Mandates 
Reform Act of 1995 (March 22, 1995; Pub. L. 
104–4), Executive Order 13132 on Federalism 
(August 4, 1999), the Congressional Review 
Act (5 U.S.C. 804(2), and Executive Order 
13771 on Reducing Regulation and 
Controlling Regulatory Costs (January 30, 
2017). 

Executive Orders 12866 and 13563 direct 
agencies to assess all costs and benefits of 
available regulatory alternatives and, if 
regulation is necessary, to select regulatory 
approaches that maximize net benefits 
(including potential economic, 
environmental, public health and safety 
effects, distributive impacts, and equity). 
Section 3(f) of Executive Order 12866 defines 
a ‘‘significant regulatory action’’ as an action 
that is likely to result in a rule: (1) Having 

an annual effect on the economy of $100 
million or more in any 1 year, or adversely 
and materially affecting a sector of the 
economy, productivity, competition, jobs, the 
environment, public health or safety, or 
State, local or tribal governments or 
communities (also referred to as 
‘‘economically significant’’); (2) creating a 
serious inconsistency or otherwise interfering 
with an action taken or planned by another 
agency; (3) materially altering the budgetary 
impacts of entitlement grants, user fees, or 
loan programs or the rights and obligations 
of recipients thereof; or (4) raising novel legal 
or policy issues arising out of legal mandates, 
the President’s priorities, or the principles set 
forth in the Executive Order. 

We have determined that this final rule is 
a major rule as defined in 5 U.S.C. 804(2). We 
estimate that the changes for FY 2021 acute 
care hospital operating and capital payments 
would redistribute amounts in excess of $100 
million to acute care hospitals. The 
applicable percentage increase to the IPPS 
rates required by the statute, in conjunction 
with other payment changes in this final rule, 
would result in an estimated $3.5 billion 
increase in FY 2021 payments, primarily 
driven by a combined $3.0 billion increase in 
FY 2021 operating payments and 
uncompensated care payments, and a net 
increase of $506 million resulting from 
estimated changes in FY 2021 capital 
payments and new technology add-on 
payments. These changes are relative to 
payments made in FY 2020. The impact 
analysis of the capital payments can be found 
in section I.I. of this Appendix. In addition, 
as described in section I.J. of this Appendix, 
LTCHs are expected to experience a decrease 
in payments by approximately 40 million in 
FY 2021 relative to FY 2020, primarily due 
to the end of the statutory transition period 
for site neutral payment rate cases. 

Our operating impact estimate includes the 
0.5 percentage point adjustment required 
under section 414 of the MACRA applied to 
the IPPS standardized amount, as discussed 
in section II.D. of the preamble of this final 
rule. In addition, our operating payment 
impact estimate includes the 2.4 percent 
hospital update to the standardized amount 
(which includes the estimated 2.4 percent 
market basket update and the 0.0 percentage 
point for the multifactor productivity (MFP) 
adjustment). The estimates of IPPS operating 
payments to acute care hospitals do not 
reflect any changes in hospital admissions or 
real case-mix intensity, which will also affect 
overall payment changes. 

The analysis in this Appendix, in 
conjunction with the remainder of this 
document, demonstrates that this final rule is 
consistent with the regulatory philosophy 
and principles identified in Executive Orders 
12866 and 13563, the RFA, and section 
1102(b) of the Act. This final rule would 
affect payments to a substantial number of 
small rural hospitals, as well as other classes 
of hospitals, and the effects on some 
hospitals may be significant. Finally, in 
accordance with the provisions of Executive 
Order 12866, the Executive Office of 
Management and Budget has reviewed this 
final rule. 

C. Objectives of the IPPS and the LTCH PPS 

The primary objective of the IPPS and the 
LTCH PPS is to create incentives for 
hospitals to operate efficiently and minimize 
unnecessary costs, while at the same time 
ensuring that payments are sufficient to 
adequately compensate hospitals for their 
legitimate costs in delivering necessary care 
to Medicare beneficiaries. In addition, we 
share national goals of preserving the 
Medicare Hospital Insurance Trust Fund. 

We believe that the changes in this final 
rule would further each of these goals while 
maintaining the financial viability of the 
hospital industry and ensuring access to high 
quality health care for Medicare 
beneficiaries. We expect that these changes 
would ensure that the outcomes of the 
prospective payment systems are reasonable 
and equitable, while avoiding or minimizing 
unintended adverse consequences. 

Because this final rule contains a range of 
policies, we refer readers to the section of the 
final rule where each policy is discussed. 
These sections include the rationale for our 
decisions, including the need for the policy. 

D. Limitations of Our Analysis 

The following quantitative analysis 
presents the projected effects of our policy 
changes, as well as statutory changes 
effective for FY 2021, on various hospital 
groups. We estimate the effects of individual 
policy changes by estimating payments per 
case, while holding all other payment 
policies constant. We use the best data 
available, but, generally unless specifically 
indicated, we do not attempt to make 
adjustments for future changes in such 
variables as admissions, lengths of stay, case- 
mix, changes to the Medicare population, or 
incentives. In addition, we discuss 
limitations of our analysis for specific 
policies in the discussion of those policies as 
needed. 

E. Hospitals Included in and Excluded From 
the IPPS 

The prospective payment systems for 
hospital inpatient operating and capital- 
related costs of acute care hospitals 
encompass most general short-term, acute 
care hospitals that participate in the 
Medicare program. There were 27 Indian 
Health Service hospitals in our database, 
which we excluded from the analysis due to 
the special characteristics of the prospective 
payment methodology for these hospitals. 
Among other short-term, acute care hospitals, 
hospitals in Maryland are paid in accordance 
with the Maryland Total Cost of Care Model, 
and hospitals located outside the 50 States, 
the District of Columbia, and Puerto Rico 
(that is, 6 short-term acute care hospitals 
located in the U.S. Virgin Islands, Guam, the 
Northern Mariana Islands, and American 
Samoa) receive payment for inpatient 
hospital services they furnish on the basis of 
reasonable costs, subject to a rate-of-increase 
ceiling. 

As of July 2020, there were 3,201 IPPS 
acute care hospitals included in our analysis. 
This represents approximately 54 percent of 
all Medicare-participating hospitals. The 
majority of this impact analysis focuses on 
this set of hospitals. There also are 
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approximately 1,414 CAHs. These small, 
limited service hospitals are paid on the basis 
of reasonable costs, rather than under the 
IPPS. IPPS-excluded hospitals and units, 
which are paid under separate payment 
systems, include IPFs, IRFs, LTCHs, RNHCIs, 
children’s hospitals, 11 cancer hospitals, 1 
extended neoplastic disease care hospital, 
and 6 short-term acute care hospitals located 
in the Virgin Islands, Guam, the Northern 
Mariana Islands, and American Samoa. 
Changes in the prospective payment systems 
for IPFs and IRFs are made through separate 
rulemaking. Payment impacts of changes to 
the prospective payment systems for these 
IPPS-excluded hospitals and units are not 
included in this final rule. The impact of the 
update and policy changes to the LTCH PPS 
for FY 2021 is discussed in section I.J. of this 
Appendix. 

F. Effects on Hospitals and Hospital Units 
Excluded From the IPPS 

As of July 2020, there were 95 children’s 
hospitals, 11 cancer hospitals, 6 short-term 
acute care hospitals located in the Virgin 
Islands, Guam, the Northern Mariana Islands 
and American Samoa, 1 extended neoplastic 
disease care hospital, and 15 RNHCIs being 
paid on a reasonable cost basis subject to the 
rate-of-increase ceiling under § 413.40. (In 
accordance with § 403.752(a) of the 
regulation, RNHCIs are paid under § 413.40.) 
Among the remaining providers, 302 
rehabilitation hospitals and 816 
rehabilitation units, and approximately 363 
LTCHs, are paid the Federal prospective per 
discharge rate under the IRF PPS and the 
LTCH PPS, respectively, and 547 psychiatric 
hospitals and 1,003 psychiatric units are paid 
the Federal per diem amount under the IPF 
PPS. As stated previously, IRFs and IPFs are 
not affected by the rate updates discussed in 
this final rule. The impacts of the changes on 
LTCHs are discussed in section I.J. of this 
Appendix. 

For children’s hospitals, the 11 cancer 
hospitals, the 6 short-term acute care 
hospitals located in the Virgin Islands, Guam, 
the Northern Mariana Islands, and American 
Samoa, the 1 extended neoplastic disease 
care hospital, and RNHCIs, the update of the 
rate-of-increase limit (or target amount) is the 
estimated FY 2021 percentage increase in the 
2014-based IPPS operating market basket, 
consistent with section 1886(b)(3)(B)(ii) of 
the Act, and §§ 403.752(a) and 413.40 of the 
regulations. Consistent with current law, 
based on IGI’s second quarter 2020 forecast 
of the 2014-based IPPS market basket 
increase, we are estimating the FY 2021 
update to be 2.4 percent (that is, the estimate 
of the market basket rate-of-increase), as 
discussed in section IV.B. of the preamble of 
this final rule. We used the most recent data 
available for this final rule to calculate the 
IPPS operating market basket update for FY 
2021. Children’s hospitals, the 11 cancer 
hospitals, the 6 short-term acute care 
hospitals located in the Virgin Islands, Guam, 
the Northern Mariana Islands, and American 
Samoa, the 1 extended neoplastic disease 
care hospital, and RNHCIs that continue to be 
paid based on reasonable costs subject to 
rate-of-increase limits under § 413.40 of the 
regulations are not subject to the reductions 

in the applicable percentage increase 
required under the Affordable Care Act. The 
impact of the update in the rate-of-increase 
limit on those excluded hospitals depends on 
the cumulative cost increases experienced by 
each excluded hospital since its applicable 
base period. For excluded hospitals that have 
maintained their cost increases at a level 
below the rate-of-increase limits since their 
base period, the major effect is on the level 
of incentive payments these excluded 
hospitals receive. Conversely, for excluded 
hospitals with cost increases above the 
cumulative update in their rate-of-increase 
limits, the major effect is the amount of 
excess costs that would not be paid. 

We note that, under § 413.40(d)(3), an 
excluded hospital that continues to be paid 
under the TEFRA system and whose costs 
exceed 110 percent of its rate-of-increase 
limit receives its rate-of-increase limit plus 
the lesser of: (1) 50 percent of its reasonable 
costs in excess of 110 percent of the limit; or 
(2) 10 percent of its limit. In addition, under 
the various provisions set forth in § 413.40, 
hospitals can obtain payment adjustments for 
justifiable increases in operating costs that 
exceed the limit. 

G. Quantitative Effects of the Policy Changes 
Under the IPPS for Operating Costs 

1. Basis and Methodology of Estimates 

In this final rule, we are announcing policy 
changes and payment rate updates for the 
IPPS for FY 2021 for operating costs of acute 
care hospitals. The FY 2021 updates to the 
capital payments to acute care hospitals are 
discussed in section I.I. of this Appendix. 

Based on the overall percentage change in 
payments per case estimated using our 
payment simulation model, we estimate that 
total FY 2021 operating payments would 
increase by 2.5 percent, compared to FY 
2020. In addition to the applicable 
percentage increase, this amount reflects the 
+0.5 percentage point permanent adjustment 
to the standardized amount required under 
section 414 of MACRA. The impacts do not 
reflect changes in the number of hospital 
admissions or real case-mix intensity, which 
would also affect overall payment changes. 

We have prepared separate impact analyses 
of the changes to each system. This section 
deals with the changes to the operating 
inpatient prospective payment system for 
acute care hospitals. Our payment simulation 
model relies on the most recent available 
claims data to enable us to estimate the 
impacts on payments per case of certain 
changes in this final rule. However, there are 
other changes for which we do not have data 
available that would allow us to estimate the 
payment impacts using this model. For those 
changes, we have attempted to predict the 
payment impacts based upon our experience 
and other more limited data. 

The data used in developing the 
quantitative analyses of changes in payments 
per case presented in this section are taken 
from the FY 2019 MedPAR file and the most 
current Provider-Specific File (PSF) that are 
used for payment purposes. Although the 
analyses of the changes to the operating PPS 
do not incorporate cost data, data from the 
most recently available hospital cost reports 
were used to categorize hospitals. Our 

analysis has several qualifications. First, in 
this analysis, we do not make adjustments for 
future changes in such variables as 
admissions, lengths of stay, or underlying 
growth in real case-mix. Second, due to the 
interdependent nature of the IPPS payment 
components, it is very difficult to precisely 
quantify the impact associated with each 
change. Third, we use various data sources 
to categorize hospitals in the tables. In some 
cases, particularly the number of beds, there 
is a fair degree of variation in the data from 
the different sources. We have attempted to 
construct these variables with the best 
available source overall. However, for 
individual hospitals, some 
miscategorizations are possible. 

Using cases from the FY 2019 MedPAR 
file, we simulate payments under the 
operating IPPS given various combinations of 
payment parameters. As described 
previously, Indian Health Service hospitals 
and hospitals in Maryland were excluded 
from the simulations. The impact of 
payments under the capital IPPS, and the 
impact of payments for costs other than 
inpatient operating costs, are not analyzed in 
this section. Estimated payment impacts of 
the capital IPPS for FY 2021 are discussed in 
section I.I. of this Appendix. 

We discuss the following changes: 
• The effects of the application of the 

applicable percentage increase of 2.4 percent 
(that is, a 2.4 percent market basket update 
with a 0.0 percentage point adjustment for 
the multifactor productivity adjustment), and 
a 0.5 percentage point adjustment required 
under section 414 of the MACRA to the IPPS 
standardized amount, and the applicable 
percentage increase (including the market 
basket update and the multifactor 
productivity adjustment) to the hospital- 
specific rates. 

• The effects of the changes to the relative 
weights and MS–DRG GROUPER. 

• The effects of the changes in hospitals’ 
wage index values reflecting updated wage 
data from hospitals’ cost reporting periods 
beginning during FY 2017, compared to the 
FY 2016 wage data, to calculate the FY 2021 
wage index. 

• The effects of the geographic 
reclassifications by the MGCRB (as of 
publication of this final rule) that will be 
effective for FY 2021. 

• The effects of the rural floor with the 
application of the national budget neutrality 
factor to the wage index. 

• The effects of the frontier State wage 
index adjustment under the statutory 
provision that requires hospitals located in 
States that qualify as frontier States to not 
have a wage index less than 1.0. This 
provision is not budget neutral. 

• The effects of the implementation of 
section 1886(d)(13) of the Act, as added by 
section 505 of Public Law 108–173, which 
provides for an increase in a hospital’s wage 
index if a threshold percentage of residents 
of the county where the hospital is located 
commute to work at hospitals in counties 
with higher wage indexes for FY 2021. This 
provision is not budget neutral. 

• The total estimated change in payments 
based on the FY 2021 policies relative to 
payments based on FY 2020 policies, 
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including estimated changes in outlier 
payments, the revised labor market area 
delineations in OMB Bulletin No. 18–04 and 
the transition to apply a 5-percent cap on any 
decrease in a hospital’s wage index from the 
hospital’s final wage index from the prior 
fiscal year. 

To illustrate the impact of the FY 2021 
changes, our analysis begins with a FY 2020 
baseline simulation model using: The FY 
2020 applicable percentage increase of 2.6 
percent; the 0.5 percentage point adjustment 
required under section 414 of the MACRA 
applied to the IPPS standardized amount; the 
FY 2020 MS–DRG GROUPER (Version 37); 
the FY 2020 CBSA designations for hospitals 
based on the OMB definitions from the 2010 
Census; the FY 2020 wage index; and no 
MGCRB reclassifications. Outlier payments 
are set at 5.1 percent of total operating MS– 
DRG and outlier payments for modeling 
purposes. 

Section 1886(b)(3)(B)(viii) of the Act, as 
added by section 5001(a) of Public Law 109– 
171, as amended by section 4102(b)(1)(A) of 
the ARRA (Pub. L. 111–5) and by section 
3401(a)(2) of the Affordable Care Act (Pub. L. 
111–148), provides that, for FY 2007 and 
each subsequent year through FY 2014, the 
update factor will include a reduction of 2.0 
percentage points for any subsection (d) 
hospital that does not submit data on 
measures in a form and manner, and at a time 
specified by the Secretary. Beginning in FY 
2015, the reduction is one-quarter of such 
applicable percentage increase determined 
without regard to section 1886(b)(3)(B)(ix), 
(xi), or (xii) of the Act, or one-quarter of the 
market basket update. Therefore, as 
discussed in section IV.B.1. of the preamble 
of this final rule, for FY 2021, hospitals that 
do not submit quality information under 
rules established by the Secretary and that 
are meaningful EHR users under section 
1886(b)(3)(B)(ix) of the Act would receive an 
applicable percentage increase of 1.8 percent. 
At the time this impact was prepared, 37 
hospitals are estimated to not receive the full 
market basket rate-of-increase for FY 2021 
because they failed the quality data 
submission process or did not choose to 
participate, but are meaningful EHR users. 
For purposes of the simulations shown later 
in this section, we modeled the payment 
changes for FY 2021 using a reduced update 
for these hospitals. 

For FY 2021, in accordance with section 
1886(b)(3)(B)(ix) of the Act, a hospital that 
has been identified as not a meaningful EHR 
user will be subject to a reduction of three- 
quarters of such applicable percentage 
increase determined without regard to 
section 1886(b)(3)(B)(ix), (xi), or (xii) of the 
Act. Therefore, as discussed in section 
IV.B.1. of the preamble of this final rule, for 
FY 2021, hospitals that are identified as not 
meaningful EHR users and do submit quality 
information under section 1886(b)(3)(B)(viii) 
of the Act would receive an applicable 
percentage increase of 0.6 percent. At the 
time this impact analysis was prepared, 153 
hospitals are estimated to not receive the full 
market basket rate-of-increase for FY 2021 
because they are identified as not meaningful 
EHR users that do submit quality information 
under section 1886(b)(3)(B)(viii) of the Act. 

For purposes of the simulations shown in 
this section, we modeled the payment 
changes for FY 2021 using a reduced update 
for these hospitals. 

Hospitals that are identified as not 
meaningful EHR users under section 
1886(b)(3)(B)(ix) of the Act and also do not 
submit quality data under section 
1886(b)(3)(B)(viii) of the Act would receive a 
applicable percentage increase of 0 percent, 
which reflects a one-quarter reduction of the 
market basket update for failure to submit 
quality data and a three-quarter reduction of 
the market basket update for being identified 
as not a meaningful EHR user. At the time 
this impact was prepared, 30 hospitals are 
estimated to not receive the full market 
basket rate-of-increase for FY 2021 because 
they are identified as not meaningful EHR 
users that do not submit quality data under 
section 1886(b)(3)(B)(viii) of the Act. 

Each policy change, statutory or otherwise, 
is then added incrementally to this baseline, 
finally arriving at an FY 2021 model 
incorporating all of the changes. This 
simulation allows us to isolate the effects of 
each change. 

Our comparison illustrates the percent 
change in payments per case from FY 2020 
to FY 2021. Two factors not discussed 
separately have significant impacts here. The 
first factor is the update to the standardized 
amount. In accordance with section 
1886(b)(3)(B)(i) of the Act, we are updating 
the standardized amounts for FY 2021 using 
an applicable percentage increase of 2.4 
percent. This includes our forecasted IPPS 
operating hospital market basket increase of 
2.4 percent with a 0.0 percentage point 
reduction for the multifactor productivity 
adjustment. Hospitals that fail to comply 
with the quality data submission 
requirements and are meaningful EHR users 
would receive an update of 1.8 percent. This 
update includes a reduction of one-quarter of 
the market basket update for failure to submit 
these data. Hospitals that do comply with the 
quality data submission requirements but are 
not meaningful EHR users would receive an 
update of 0.6 percent, which includes a 
reduction of three-quarters of the market 
basket update. Furthermore, hospitals that do 
not comply with the quality data submission 
requirements and also are not meaningful 
EHR users would receive a update of 0.0 
percent. Under section 1886(b)(3)(B)(iv) of 
the Act, the update to the hospital-specific 
amounts for SCHs and MDHs is also equal to 
the applicable percentage increase, or 2.4 
percent, if the hospital submits quality data 
and is a meaningful EHR user. 

A second significant factor that affects the 
changes in hospitals’ payments per case from 
FY 2020 to FY 2021 is the change in 
hospitals’ geographic reclassification status 
from one year to the next. That is, payments 
may be reduced for hospitals reclassified in 
FY 2020 that are no longer reclassified in FY 
2021. Conversely, payments may increase for 
hospitals not reclassified in FY 2020 that are 
reclassified in FY 2021. 

2. Analysis of Table I 

Table I displays the results of our analysis 
of the changes for FY 2021. The table 
categorizes hospitals by various geographic 

and special payment consideration groups to 
illustrate the varying impacts on different 
types of hospitals. The top row of the table 
shows the overall impact on the 3,201 acute 
care hospitals included in the analysis. 

The next two rows of Table I contain 
hospitals categorized according to their 
geographic location: Urban and rural. There 
are 2,462 hospitals located in urban areas and 
739 hospitals in rural areas included in our 
analysis. The next two groupings are by bed- 
size categories, shown separately for urban 
and rural hospitals. The last groupings by 
geographic location are by census divisions, 
also shown separately for urban and rural 
hospitals. 

The second part of Table I shows hospital 
groups based on hospitals’ FY 2021 payment 
classifications, including any 
reclassifications under section 1886(d)(10) of 
the Act. For example, the rows labeled urban 
and rural show that the numbers of hospitals 
paid based on these categorizations after 
consideration of geographic reclassifications 
(including reclassifications under sections 
1886(d)(8)(B) and 1886(d)(8)(E) of the Act 
that have implications for capital payments) 
are 2,049, and 1,152, respectively. 

The next three groupings examine the 
impacts of the changes on hospitals grouped 
by whether or not they have GME residency 
programs (teaching hospitals that receive an 
IME adjustment) or receive Medicare DSH 
payments, or some combination of these two 
adjustments. There are 2,037 nonteaching 
hospitals in our analysis, 907 teaching 
hospitals with fewer than 100 residents, and 
257 teaching hospitals with 100 or more 
residents. 

In the DSH categories, hospitals are 
grouped according to their DSH payment 
status, and whether they are considered 
urban or rural for DSH purposes. The next 
category groups together hospitals considered 
urban or rural, in terms of whether they 
receive the IME adjustment, the DSH 
adjustment, both, or neither. 

The next three rows examine the impacts 
of the changes on rural hospitals by special 
payment groups (SCHs, MDHs and RRCs). 
There were 483 RRCs, 304 SCHs, 145 MDHs, 
149 hospitals that are both SCHs and RRCs, 
and 25 hospitals that are both MDHs and 
RRCs. 

The next series of groupings are based on 
the type of ownership and the hospital’s 
Medicare utilization expressed as a percent 
of total inpatient days. These data were taken 
from the FY 2018 or FY 2017 Medicare cost 
reports. 

The next grouping concerns the geographic 
reclassification status of hospitals. The first 
subgrouping is based on whether a hospital 
is reclassified or not. The second and third 
subgroupings are based on whether urban 
and rural hospitals were reclassified by the 
MGCRB for FY 2021 or not, respectively. The 
fourth subgrouping displays hospitals that 
reclassified from urban to rural in accordance 
with section 1886(d)(8)(E) of the Act. The 
fifth subgrouping displays hospitals deemed 
urban in accordance with section 
1886(d)(8)(B) of the Act. 
BILLING CODE 4120–01–P 
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BILLING CODE 4120–01–C 

a. Effects of the Hospital Update and Other 
Adjustments (Column 1) 

As discussed in section IV.B. of the 
preamble of this final rule, this column 

includes the hospital update, including the 
2.4 percent market basket update and the 0.0 
percentage point for the multifactor 
productivity adjustment. In addition, as 
discussed in section II.D. of the preamble of 

this final rule, this column includes the FY 
2021 +0.5 percentage point adjustment 
required under section 414 of the MACRA. 
As a result, we are making a 2.9 percent 
update to the national standardized amount. 
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This column also includes the update to the 
hospital-specific rates which includes the 2.4 
percent market basket update together with 
the 0.0 percentage point for the multifactor 
productivity adjustment. As a result, we are 
making a 2.4 percent update to the hospital- 
specific rates. 

Overall, hospitals would experience a 2.8 
percent increase in payments primarily due 
to the combined effects of the hospital update 
to the national standardized amount and the 
hospital update to the hospital-specific rate. 
Hospitals that are paid under the hospital- 
specific rate would experience a 2.4 percent 
increase in payments; therefore, hospital 
categories containing hospitals paid under 
the hospital-specific rate would experience a 
lower than average increase in payments. 

b. Effects of the Changes to the MS–DRG 
Reclassifications and Relative Cost-Based 
Weights With Recalibration Budget 
Neutrality (Column 2) 

Column 2 shows the effects of the changes 
to the MS–DRGs and relative weights with 
the application of the recalibration budget 
neutrality factor to the standardized amounts. 
Section 1886(d)(4)(C)(i) of the Act requires us 
annually to make appropriate classification 
changes in order to reflect changes in 
treatment patterns, technology, and any other 
factors that may change the relative use of 
hospital resources. Consistent with section 
1886(d)(4)(C)(iii) of the Act, we calculated a 
recalibration budget neutrality factor to 
account for the changes in MS–DRGs and 
relative weights to ensure that the overall 
payment impact is budget neutral. 

As discussed in section II.E. of the 
preamble of this final rule, the FY 2021 MS– 
DRG relative weights will be 100 percent 
cost-based and 100 percent MS–DRGs. For 
FY 2021, the MS–DRGs are calculated using 
the FY 2019 MedPAR data grouped to the 
Version 38 (FY 2021) MS–DRGs. The 
methodology to calculate the relative weights 
and the reclassification changes to the 
GROUPER are described in more detail in 
section II.G. of the preamble of this final rule. 

The ‘‘All Hospitals’’ line in Column 2 
indicates that changes due to the MS–DRGs 
and relative weights would result in a 0.0 
percent change in payments with the 
application of the recalibration budget 
neutrality factor of 0.99798 to the 
standardized amount. Hospital categories 
that generally treat relatively less complex 
cases, such as rural hospitals and smaller 
urban hospitals, would experience a decrease 
in their payments, while hospitals that 
generally treat relatively more complex cases, 
such as larger urban hospitals, would 
experience an increase in their payments 
under the relative weights. For example, 
rural hospitals with 50–99 beds and urban 
hospitals of 99 beds or less would experience 
a ¥0.3 and ¥0.5 percent decrease in 
payments, respectively. Conversely, urban 
hospitals of 500 beds or more would 
experience a +0.2 percent increase in 
payments. 

c. Effects of the Wage Index Changes 
(Column 3) 

Column 3 shows the impact of the updated 
wage data using FY 2017 cost report data, 
with the application of the wage budget 

neutrality factor. The wage index is 
calculated and assigned to hospitals on the 
basis of the labor market area in which the 
hospital is located. Under section 
1886(d)(3)(E) of the Act, beginning with FY 
2005, we delineate hospital labor market 
areas based on the Core Based Statistical 
Areas (CBSAs) established by OMB. The 
current statistical standards used in FY 2021 
are based on OMB standards published on 
February 28, 2013 (75 FR 37246 and 37252), 
and 2010 Decennial Census data (OMB 
Bulletin No. 13–01), as updated in OMB 
Bulletin Nos. 15–01 and 17–01. (We refer 
readers to the FY 2015 IPPS/LTCH PPS final 
rule (79 FR 49951 through 49963) for a full 
discussion on our adoption of the OMB labor 
market area delineations, based on the 2010 
Decennial Census data, effective beginning 
with the FY 2015 IPPS wage index, to the FY 
2017 IPPS/LTCH PPS final rule (81 FR 
56913) for a discussion of our adoption of the 
CBSA updates in OMB Bulletin No. 15–01, 
which were effective beginning with the FY 
2017 wage index, and to the FY 2020 IPPS/ 
LTCH PPS final rule (83 FR 41362) for a 
discussion of our adoption of the CBSA 
update in OMB Bulletin No. 17–01 for the FY 
2020 wage index.) 

As discussed in section III.A.2.a. of the 
preamble of this final rule, OMB Bulletin No. 
18–04 established revised delineations for 
statistical areas, and in order to implement 
these changes for the IPPS, it is necessary to 
identify the new labor market area 
delineation for each county and hospital in 
the country that are affected by the revised 
OMB delineations. We believe that adopting 
the revised OMB delineations described in 
OMB Bulletin No. 18–04 will allow us to 
maintain a more accurate payment system 
that reflects the reality of population shifts 
and labor market conditions. We further 
believe that using these delineations will 
increase the integrity of the IPPS wage index 
system by creating a more accurate 
representation of geographic variations in 
wage levels. As discussed in section III.A.2, 
in this final rule, we are finalizing our 
proposal to implement the revised OMB 
delineations as described in the September 
14, 2018 OMB Bulletin No. 18–04, effective 
beginning with the FY 2021 IPPS wage index. 

Section 1886(d)(3)(E) of the Act requires 
that, beginning October 1, 1993, we annually 
update the wage data used to calculate the 
wage index. In accordance with this 
requirement, the wage index for acute care 
hospitals for FY 2021 is based on data 
submitted for hospital cost reporting periods, 
beginning on or after October 1, 2016 and 
before October 1, 2017. The estimated impact 
of the updated wage data using the FY 2017 
cost report data and the revised OMB labor 
market area delineations on hospital 
payments is isolated in Column 3 by holding 
the other payment parameters constant in 
this simulation. That is, Column 3 shows the 
percentage change in payments when going 
from a model using the FY 2020 wage index, 
based on FY 2016 wage data, the labor- 
related share of 68.3 percent, under the 
revised OMB delineations and having a 100- 
percent occupational mix adjustment 
applied, to a model using the FY 2021 pre- 
reclassification wage index based on FY 2017 

wage data with the labor-related share of 68.3 
percent, under the revised OMB delineations, 
also having a 100-percent occupational mix 
adjustment applied, while holding other 
payment parameters, such as use of the 
Version 38 MS–DRG GROUPER constant. 
The FY 2021 occupational mix adjustment is 
based on the CY 2016 occupational mix 
survey. 

In addition, the column shows the impact 
of the application of the wage budget 
neutrality to the national standardized 
amount. In FY 2010, we began calculating 
separate wage budget neutrality and 
recalibration budget neutrality factors, in 
accordance with section 1886(d)(3)(E) of the 
Act, which specifies that budget neutrality to 
account for wage index changes or updates 
made under that subparagraph must be made 
without regard to the 62 percent labor-related 
share guaranteed under section 
1886(d)(3)(E)(ii) of the Act. Therefore, for FY 
2021, we finalizing our proposal to calculate 
the wage budget neutrality factor to ensure 
that payments under updated wage data and 
the labor-related share of 68.3 percent are 
budget neutral, without regard to the lower 
labor-related share of 62 percent applied to 
hospitals with a wage index less than or 
equal to 1.0. In other words, the wage budget 
neutrality is calculated under the assumption 
that all hospitals receive the higher labor- 
related share of the standardized amount. 
The FY 2021 wage budget neutrality factor is 
1.000426 and the overall payment change is 
0 percent. 

Column 3 shows the impacts of updating 
the wage data using FY 2017 cost reports. 
Overall, the new wage data and the labor- 
related share, combined with the wage 
budget neutrality adjustment, would lead to 
no change for all hospitals, as shown in 
Column 3. 

In looking at the wage data itself, the 
national average hourly wage would increase 
1.02 percent compared to FY 2020. 
Therefore, the only manner in which to 
maintain or exceed the previous year’s wage 
index was to match or exceed the 1.02 
percent increase in the national average 
hourly wage. Of the 3,181 hospitals with 
wage data for both FYs 2020 and 2021, 1,655 
or 52 percent would experience an average 
hourly wage increase of 1.02 percent or more. 

The following chart compares the shifts in 
wage index values for hospitals due to 
changes in the average hourly wage data for 
FY 2021 relative to FY 2020. These figures 
reflect changes in the ‘‘pre-reclassified, 
occupational mix-adjusted wage index,’’ that 
is, the wage index before the application of 
geographic reclassification, the rural floor, 
the out-migration adjustment, and other wage 
index exceptions and adjustments. We note 
that this analysis was performed by applying 
the revised OMB labor market area 
delineations to the FY 2021 wage data and 
also by recomputing the FY 2020 final wage 
data to reflect the revised OMB delineations. 
(We refer readers to sections III.G. through 
III.L. of the preamble of this final rule for a 
complete discussion of the exceptions and 
adjustments to the wage index.) We note that 
the ‘‘post-reclassified wage index’’ or 
‘‘payment wage index,’’ which is the wage 
index that includes all such exceptions and 
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adjustments (as reflected in Tables 2 and 3 
associated with this final rule, which are 
available via the internet on the CMS 
website) is used to adjust the labor-related 
share of a hospital’s standardized amount, 
either 68.3 percent or 62 percent, depending 

upon whether a hospital’s wage index is 
greater than 1.0 or less than or equal to 1.0. 
Therefore, the pre-reclassified wage index 
figures in the following chart may illustrate 
a somewhat larger or smaller change than 

would occur in a hospital’s payment wage 
index and total payment. 

The following chart shows the projected 
impact of changes in the area wage index 
values for urban and rural hospitals. 

d. Effects of MGCRB Reclassifications 
(Column 4) 

Our impact analysis to this point has 
assumed acute care hospitals are paid on the 
basis of their actual geographic location (with 
the exception of ongoing policies that 
provide that certain hospitals receive 
payments on bases other than where they are 
geographically located). The changes in 
Column 4 reflect the per case payment 
impact of moving from this baseline to a 
simulation incorporating the MGCRB 
decisions for FY 2021. 

By spring of each year, the MGCRB makes 
reclassification determinations that will be 
effective for the next fiscal year, which 
begins on October 1. The MGCRB may 
approve a hospital’s reclassification request 
for the purpose of using another area’s wage 
index value. Hospitals may appeal denials of 
MGCRB decisions to the CMS Administrator. 
Further, hospitals have 45 days from the date 
the IPPS proposed rule is issued in the 
Federal Register to decide whether to 
withdraw or terminate an approved 
geographic reclassification for the following 
year. 

The overall effect of geographic 
reclassification is required by section 
1886(d)(8)(D) of the Act to be budget neutral. 
Therefore, for purposes of this impact 
analysis, we finalizing our proposal to apply 
an adjustment of 0.986583 to ensure that the 
effects of the reclassifications under sections 
1886(d)(8)(B) and (C) and 1886(d)(10) of the 
Act are budget neutral (section II.A. of the 
Addendum to this final rule). Geographic 
reclassification generally benefits hospitals in 
rural areas. We estimate that the geographic 
reclassification would increase payments to 
rural hospitals by an average of 1.1 percent. 
By region, most rural hospital categories 
would experience increases in payments due 
to MGCRB reclassifications. Hospitals in the 
rural West North Central region would 
experience a decrease in payments due to 
MGCRB reclassifications, while hospitals in 
the rural Mountain region would experience 
no change in payments due to MGCRB 
reclassifications. 

Table 2 listed in section VI. of the 
Addendum to this final rule and available via 

the internet on the CMS website reflects the 
reclassifications for FY 2021. 

e. Effects of the Rural Floor, Including 
Application of National Budget Neutrality 
(Column 5) 

As discussed in the FY 2009 IPPS final 
rule, the FY 2010 IPPS/RY 2010 LTCH PPS 
final rule, the FYs 2011 through 2020 IPPS/ 
LTCH PPS final rules, and this FY 2021 IPPS/ 
LTCH PPS final rule, section 4410 of Public 
Law 105–33 established the rural floor by 
requiring that the wage index for a hospital 
in any urban area cannot be less than the 
wage index applicable to hospitals located in 
rural areas in the same state. We apply a 
uniform budget neutrality adjustment to the 
wage index. Column 5 shows the effects of 
the final rural floor. 

The Affordable Care Act requires that we 
apply one rural floor budget neutrality factor 
to the wage index nationally. We have 
calculated a FY 2021 rural floor budget 
neutrality factor of 0.993433 that we applied 
to the wage index, which will reduce wage 
indexes by approximately 0.7 percent. 

Column 5 shows the projected impact of 
the rural floor with the national rural floor 
budget neutrality factor applied to the wage 
index based on the revised OMB labor market 
area delineations. The column compares the 
post-reclassification FY 2021 wage index of 
providers before the rural floor adjustment 
and the post-reclassification FY 2021 wage 
index of providers with the rural floor 
adjustment based on the revised OMB labor 
market area delineations. Only urban 
hospitals can benefit from the rural floor. 
Because the provision is budget neutral, all 
other hospitals that do not receive an 
increase to their wage index from the rural 
floor adjustment (that is, all rural hospitals 
and those urban hospitals to which the 
adjustment is not made) will experience a 
decrease in payments due to the budget 
neutrality adjustment that is applied to the 
wage index nationally. (As finalized in the 
FY 2020 IPPS/LTCH PPS final rule, we 
calculate the rural floor without including 
the wage data of hospitals that have 
reclassified as rural under § 412.103.) 

We estimate that 285 hospitals will receive 
the rural floor in FY 2021. All IPPS hospitals 
in our model will have their wage indexes 

reduced by the rural floor budget neutrality 
adjustment of 0.993433. We project that, in 
aggregate, rural hospitals will experience a 
0.2 percent decrease in payments as a result 
of the application of the rural floor budget 
neutrality because the rural hospitals do not 
benefit from the rural floor, but have their 
wage indexes downwardly adjusted to ensure 
that the application of the rural floor is 
budget neutral overall. We project that, in the 
aggregate, hospitals located in urban areas 
will experience no change in payments 
because increases in payments to hospitals 
benefitting from the rural floor offset 
decreases in payments to nonrural floor 
urban hospitals whose wage index is 
downwardly adjusted by the rural floor 
budget neutrality factor. Urban hospitals in 
the New England region will experience a 2.3 
percent increase in payments primarily due 
to the application of the rural floor in 
Massachusetts. Fifty-two urban providers in 
Massachusetts are expected to receive the 
rural floor wage index value, including the 
rural floor budget neutrality adjustment, 
which will increase payments overall to 
hospitals in Massachusetts by an estimated 
$158 million. We estimate that Massachusetts 
hospitals will receive approximately a 4.1 
percent increase in IPPS payments due to the 
application of the rural floor in FY 2021. 
Urban Puerto Rico hospitals are expected to 
experience a 0.2 percent increase in 
payments as a result of the application of the 
rural floor for FY 2021. 

f. Effects of the Application of the Frontier 
State Wage Index and Out-Migration 
Adjustment (Column 6) 

This column shows the combined effects of 
the application of section 10324(a) of the 
Affordable Care Act, which requires that we 
establish a minimum post-reclassified wage 
index of 1.00 for all hospitals located in 
‘‘frontier States,’’ and the effects of section 
1886(d)(13) of the Act, as added by section 
505 of Public Law 108–173, which provides 
for an increase in the wage index for 
hospitals located in certain counties that 
have a relatively high percentage of hospital 
employees who reside in the county, but 
work in a different area with a higher wage 
index. These two wage index provisions are 
not budget neutral and will increase 
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payments overall by 0.1 percent compared to 
the provisions not being in effect. 

The term ‘‘frontier States’’ is defined in the 
statute as States in which at least 50 percent 
of counties have a population density less 
than 6 persons per square mile. Based on 
these criteria, 5 States (Montana, Nevada, 
North Dakota, South Dakota, and Wyoming) 
are considered frontier States and 44 
hospitals located in those States will receive 
a frontier wage index of 1.0000. Overall, this 
provision is not budget neutral and is 
estimated to increase IPPS operating 
payments by approximately $69 million. 
Urban hospitals located in the West North 
Central region will experience an increase in 
payments by 0.6 percent, because many of 
the hospitals located in this region are 
frontier State hospitals. 

In addition, section 1886(d)(13) of the Act, 
as added by section 505 of Public Law 108– 
173, provides for an increase in the wage 
index for hospitals located in certain 
counties that have a relatively high 
percentage of hospital employees who reside 
in the county, but work in a different area 
with a higher wage index. Hospitals located 
in counties that qualify for the payment 
adjustment will receive an increase in the 
wage index that is equal to a weighted 
average of the difference between the wage 
index of the resident county, post- 
reclassification and the higher wage index 
work area(s), weighted by the overall 
percentage of workers who are employed in 
an area with a higher wage index. There are 
an estimated 212 providers that will receive 
the out-migration wage adjustment in FY 
2021. Rural hospitals generally will qualify 
for the adjustment, resulting in a 0.1 percent 
increase in payments. This provision appears 
to benefit section 401 hospitals and RRCs in 
that they will each experience a 0.1 and 0.2 
percent increase in payments, respectively. 

This out-migration wage adjustment also is 
not budget neutral, and we estimate the 
impact of these providers receiving the out- 
migration increase will be approximately $51 
million. 

g. Effects of All FY 2021 Changes (Column 
7) 

Column 7 shows our estimate of the 
changes in payments per discharge from FY 
2020 and FY 2021, resulting from all changes 
reflected in this final rule for FY 2021. It 
includes combined effects of the year-to-year 
change of the previous columns in the table. 

The average increase in payments under 
the IPPS for all hospitals is approximately 2.5 
percent for FY 2021 relative to FY 2020 and 
for this row is primarily driven by the 
changes reflected in Column 1. Column 7 
includes the annual hospital update of 2.9 
percent to the national standardized amount. 
This annual hospital update includes the 2.4 
percent market basket update and the 0.0 
percentage point multifactor productivity 
adjustment. As discussed in section II.D. of 
the preamble of this final rule, this column 
also includes the +0.5 percentage point 
adjustment required under section 414 of the 
MACRA. Hospitals paid under the hospital- 
specific rate would receive a 2.4 percent 
hospital update. As described in Column 1, 
the annual hospital update with the +0.5 
percent adjustment for hospitals paid under 
the national standardized amount, combined 
with the annual hospital update for hospitals 
paid under the hospital-specific rates, would 
result in a 2.5 percent increase in payments 
in FY 2021 relative to FY 2020. This 
estimated increase also reflects the effects of 
the adoption of the revised labor market area 
delineations in OMB Bulletin 18–04 and the 
effects of the transition to apply a 5-percent 
cap on any decrease in a hospital’s wage 
index from the hospital’s final wage index 
from the prior fiscal year. Additionally, the 

estimated increase also reflects an estimated 
decrease in outlier payments of 0.2 percent 
(from our current estimate of FY 2020 outlier 
payments of approximately 5.3 percent to 5.1 
percent projected for FY 2021 based on the 
FY 2019 MedPAR data used for this final rule 
calculated for purposes of this impact 
analysis). There are also interactive effects 
among the various factors comprising the 
payment system that we are not able to 
isolate, which contribute to our estimate of 
the changes in payments per discharge from 
FY 2020 and FY 2021 in Column 7. 

Overall payments to hospitals paid under 
the IPPS due to the applicable percentage 
increase and changes to policies related to 
MS–DRGs, geographic adjustments, and 
outliers are estimated to increase by 2.5 
percent for FY 2021. Hospitals in urban areas 
would experience a 2.5 percent increase in 
payments per discharge in FY 2021 
compared to FY 2020. Hospital payments per 
discharge in rural areas are estimated to 
increase by 2.2 percent in FY 2021. 

3. Impact Analysis of Table II 

Table II presents the projected impact of 
the changes for FY 2021 for urban and rural 
hospitals and for the different categories of 
hospitals shown in Table I. It compares the 
estimated average payments per discharge for 
FY 2020 with the estimated average 
payments per discharge for FY 2021, as 
calculated under our models. Therefore, this 
table presents, in terms of the average dollar 
amounts paid per discharge, the combined 
effects of the changes presented in Table I. 
The estimated percentage changes shown in 
the last column of Table II equal the 
estimated percentage changes in average 
payments per discharge from Column 7 of 
Table I. 
BILLING CODE 4120–01–P 
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BILLING CODE 4120–01–C 

H. Effects of Other Policy Changes 

In addition to those policy changes 
discussed previously that we are able to 
model using our IPPS payment simulation 
model, we are implementing various other 
changes in this final rule. As noted in section 
I.G. of this regulatory impact analysis, our 
payment simulation model uses the most 
recent available claims data to estimate the 
impacts on payments per case of certain 
changes being implemented in this final rule. 
Generally, we have limited or no specific 

data available with which to estimate the 
impacts of these changes using that payment 
simulation model. For those changes, we 
have attempted to predict the payment 
impacts based upon our experience and other 
more limited data. Our estimates of the likely 
impacts associated with these other changes 
are discussed in this section. 

1. Effects of Policies Relating to New Medical 
Service and Technology Add-On Payments 

In section II.G.9.b of the preamble of this 
final rule, we are revising § 412.87(d)(1) to 
add drugs approved under FDA’s LPAD 

pathway to the current alternative new 
technology add-on payment pathway for 
QIDPs, beginning with discharges occurring 
on or after October 1, 2021. 

Given the relatively recent introduction of 
the FDA’s LPAD pathway there have not 
been any drugs that were approved under the 
FDA’s LPAD pathway that applied for an 
NTAP under the IPPS and were not approved 
for that NTAP. If all of the future LPADs that 
would have applied for new technology add- 
on payments would have been approved 
under existing criteria, this policy has no 
impact relative to current policy. To the 
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extent that there are future LPADs that are 
the subject of applications for new 
technology add-on payments, and those 
applications would have been denied under 
the current new technology add-on payment 
criteria, this policy is a cost, but that cost is 
not estimable. We also note that as this 
policy would be effective beginning with 
new technology add-on payment applications 
for FY 2022, there would be no impact of this 
policy in FY 2021. 

b. Change to Announcement of 
Determinations and Deadline for 
Consideration of New Medical Service or 
Technology Applications for Certain 
Antimicrobial Products 

In section II.G.9.c. of the preamble of this 
final rule, we are revising § 412.87(e) to add 
a new paragraph (3) which would provide for 
conditional new technology add-on payment 
approval for a technology for which an 
application is submitted under the 
alternative pathway for certain antimicrobial 
products at § 412.87(d) that does not receive 
FDA marketing authorization by the July 1 
deadline specified in § 412.87(e)(2), provided 
that the technology receives FDA marketing 
authorization by July 1 of the particular fiscal 
year for which the applicant applied for new 
technology add-on payments. 

If all of the future antimicrobial products 
eligible for the alternative pathway for 
certain antimicrobial products at § 412.87(d) 
receive marketing authorization by the July 1 
deadline specified in § 412.87(e)(2), this 
policy has no impact. To the extent that there 
are future antimicrobial products that do not 
receive marketing authorization by that 
deadline, but do receive FDA marketing 
authorization by July 1 of the particular fiscal 
year for which the applicant applied for new 
technology add-on payments, this policy is a 
cost, but that cost is not estimable. 

c. FY 2021 Status of Technologies Approved 
for FY 2020 New Technology Add-On 
Payments 

In section II.G.4. of the preamble of this 
final rule, as proposed, we are discontinuing 
new technology add-on payments for the 
AQUABEAM System (Aquablation), 
ERLEADA®, GIAPREZATM, the remede¥® 
System, VABOMERETM, VYXEOSTM, the 
Sentinel® Cerebral Protection System, and 
KYMRIAH® and YESCARTA® for FY 2021 
because these technologies will have been on 
the U.S. market for 3 years. In addition, as 
we proposed, as discussed in section II.G.4. 
of the preamble of this final rule, we are 
continuing to make new technology add-on 
payments for AndexXaTM, AZEDRA®, 
BALVERSATM, Cablivi®, ELZONRIS®, 
Esketamine, Jakafi®, T2 Bacteria Test Panel, 
XOSPATA®, and ZEMDRITM in FY 2021 
because these technologies would still be 
considered new for purposes of new 
technology add-on payments. Under 
§ 412.88(a)(2) and in conjunction with our 
change to the calculation of the new 
technology add-on payments for products 
approved under the LPAD pathway, the new 
technology add-on payment for each case 
would be limited to the lesser of: (1) 65 
percent of the costs of the new technology (or 
75 percent of the costs for technologies 
designated as QIDPs or approved under the 

LPAD pathway); or (2) 65 percent of the 
amount by which the costs of the case exceed 
the standard MS–DRG payment for the case 
(or 75 percent of the amount for technologies 
designated as QIDPs or approved under the 
LPAD pathway). Because it is difficult to 
predict the actual new technology add-on 
payment for each case, our estimates below 
are based on the increase in new technology 
add-on payments for FY 2021 as if every 
claim that would qualify for a new 
technology add-on payment would receive 
the maximum add-on payment. The 
following are estimates for FY 2021 for the 
10 technologies for which we are continuing 
to make new technology add-on payments in 
FY 2021: 

• Based on the applicant’s estimate for FY 
2019, we currently estimate that new 
technology add-on payments for AndexXaTM 
would increase overall FY 2021 payments by 
$98,755,313 (maximum add-on payment of 
$18,281.25 * 5,402 patients). 

• Based on the applicant’s estimate for FY 
2020, we currently estimate that new 
technology add-on payments for AZEDRA® 
would increase overall FY 2021 payments by 
$39,260,000 (maximum add-on payment of 
$98,150 * 400 patients). 

• Based on the applicant’s estimate for FY 
2020, we currently estimate that new 
technology add-on payments for 
BALVERSATM would increase overall FY 
2021 payments by $178,162 (maximum add- 
on payment of $3,563.23 * 50 patients). 

• Based on the applicant’s estimate for FY 
2020, we currently estimate that new 
technology add-on payments for Cablivi® 
would increase overall FY 2021 payments by 
$4,351,165 (maximum add-on payment of 
$33,215 * 131 patients). 

• Based on the applicant’s estimate for FY 
2020, we currently estimate that new 
technology add-on payments for ELZONRIS® 
would increase overall FY 2021 payments by 
$30,985,668 (maximum add-on payment of 
$125,448.05 * 247 patients). 

• Based on the applicant’s estimate for FY 
2020, we currently estimate that new 
technology add-on payments for Esketamine 
would increase overall FY 2021 payments by 
$6,494,656 (maximum add-on payment of 
$1,014.79 * 6,400 patients). 

• Based on the applicant’s estimate for FY 
2020, we currently estimate that new 
technology add-on payments for Jakafi® 
would increase overall FY 2021 payments by 
$573,469 (maximum add-on payment of 
$4,096.21 * 140 patients). 

• Based on the applicant’s estimate for FY 
2020, we currently estimate that new 
technology add-on payments for T2 Bacteria 
Test Panel would increase overall FY 2021 
payments by $3,669,803 (maximum add-on 
payment of $97.50 * 37,639 patients). 

• Based on the applicant’s estimate for FY 
2020, we currently estimate that new 
technology add-on payments for XOSPATA® 
would increase overall FY 2021 payments by 
$13,710,938 (maximum add-on payment of 
$7,312.50 * 1,875 patients). 

• Based on the applicant’s estimate for FY 
2019 we currently estimate that new 
technology add-on payments for ZEMDRITM 
would increase overall FY 2021 payments by 
$10,209,375 (maximum add-on payment of 
$4,083.75 * 2,500 patients). 

d. FY 2021 Applications for New Technology 
Add-On Payments 

In sections II.G.5. and 6. of the preamble 
to this final rule, we discuss 15 technologies 
for which we received applications for add- 
on payments for new medical services and 
technologies for FY 2021. We note that three 
applicants did not receive FDA approval for 
their technology by the July 1 deadline. As 
explained in the preamble to this final rule, 
add-on payments for new medical services 
and technologies under section 1886(d)(5)(K) 
of the Act are not required to be budget 
neutral. As discussed in section II.H.6. of the 
preamble of this final rule, under the 
alternative pathway for new technology add- 
on payments, new technologies that are 
medical products with a QIDP designation or 
are part of the Breakthrough Device program 
will be considered new and not substantially 
similar to an existing technology and will not 
need to demonstrate that the technology 
represents a substantial clinical 
improvement. These technologies must still 
meet the cost criterion. 

The following are estimates for FY 2021 for 
the 6 technologies that we are approving for 
under the traditional pathway new 
technology add-on payments beginning in FY 
2021. 

• Based on the applicant’s estimate for FY 
2021 we currently estimate that new 
technology add-on payments for ContaCT 
would increase overall FY 2021 payments by 
$72,109,440 (maximum add-on payment of 
$1,040 * 69,336 patients). 

• Based on the applicant’s estimate for FY 
2021, we currently estimate that new 
technology add-on payments for EluviaTM 
Drug-Eluting Vascular Stent System would 
increase overall FY 2021 payments by 
$8,944,865 (maximum add-on payment of 
$3,646.50 * 2,453 patients). 

• Based on the applicant’s estimate for FY 
2021, we currently estimate that new 
technology add-on payments for Hemospray® 
would increase overall FY 2021 payments by 
$20,637,500 (maximum add-on payment of 
$1,625 * 12,700 patients). 

• Based on the applicants’ estimate for FY 
2021, we currently estimate that new 
technology add-on payments for 
TECENTRIQ® and IMFINZI® would increase 
overall FY 2021 payments by $29,538,866 
(maximum add-on payment of $6,875.90 * 
4,296 patients). 

• Based on the applicant’s estimate for FY 
2021, we currently estimate that new 
technology add-on payments for Soliris® 
would increase overall FY 2021 payments by 
$290,012,580 (maximum add-on payment of 
$21,199.75 * 13,680 patients). 

• Based on the applicant’s estimate for FY 
2021, we currently estimate that new 
technology add-on payments for the 
SpineJack System would increase overall FY 
2021 payments by $5,745,220 (maximum 
add-on payment of $3,654.72 * 1,572 
patients). 

As also discussed in section II.G.6. of the 
preamble of this final rule, for FY 2021 we 
are approving seven alternative pathway 
applicant technologies (2 Breakthrough 
devices and 5 QIDPs) and conditionally 
approving one alternative pathway applicant 
technology (1 QIDP) for FY 2021that one 
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applicant did not receive FDA approval by 
the July 1 deadline (as discussed in section 
II.G.9.c. of the preamble of this final rule). 
We note that one applicant under the 
alternative pathway for Breakthrough Devices 
did not receive FDA approval by the July 1 
deadline. 

The following are estimates for FY 2021 for 
the eight alternative pathway technologies 
that we are approving or conditionally 
approving for new technology add-on 
payments beginning in FY 2021. 

• Based on the applicant’s estimate for FY 
2021, we currently estimate that new 
technology add-on payments for the 
BAROSTIM NEOTM System would increase 
overall FY 2021 payments by $16,425,500 
(maximum add-on payment of $22,750 * 722 
patients). 

• Based on the applicant’s estimate for FY 
2021, we currently estimate that new 
technology add-on payments for FETROJA® 
could increase overall FY 2021 payments by 
$50,330,710 (maximum add-on payment of 
$7,919.86 * 6,355 patients). 

• Based on the applicant’s estimate for FY 
2021, we currently estimate that new 
technology add-on payments for CONTEPO 
would increase overall FY 2021 payments by 
$20,369,531 (maximum add-on payment of 
$2,343.75 * 8,691 patients) under our 
conditional approval policy for certain 
antimicrobial products depending on the 
quarter in which it ultimately receives FDA 
marketing authorization. 

• Based on the applicant’s estimate for FY 
2021, we currently estimate that new 
technology add-on payments for NUZYRA® 
would increase overall FY 2021 payments by 
$26,235,698 (maximum add-on payment of 
$1,522.50 * 16,899 patients). 

• Based on the applicant’s estimate for FY 
2021, we currently estimate that new 
technology add-on payments for Optimizer 
System would increase overall FY 2021 
payments by $22,425,000 (maximum add-on 
payment of $14,950 * 1,500 patients). 

• Based on the applicant’s estimate for FY 
2021, we currently estimate that new 
technology add-on payments for 
RECARBRIOTM would increase overall FY 
2021 payments by $2,691,978 (maximum 
add-on payment of $3,532.78 * 762 patients). 

• Based on the applicant’s estimate for FY 
2021, we currently estimate that new 
technology add-on payments for 
XENELTATM would increase overall FY 2021 
payments by $44,965,085 (maximum add-on 
payment of $1,275.75 * 35,246 patients). 

• Based on the applicant’s estimate for FY 
2021, we currently estimate that new 
technology add-on payments for ZERBAXA® 
would increase overall FY 2021 payments by 
$55,324,327 (maximum add-on payment of 
$1,836.98 * 30,117 patients). 

2. Effects of Changes to MS–DRGs Subject to 
the Postacute Care Transfer Policy and the 
MS–DRG Special Payment Policy 

In section IV.A. of the preamble of this 
final rule, we discuss our changes to the list 
of MS–DRGs subject to the postacute care 
transfer policy and the MS DRG special 
payment policy for FY 2021. As reflected in 
Table 5 listed in section VI. of the Addendum 
to this final rule (which is available via the 

internet on the CMS website), using criteria 
set forth in regulations at 42 CFR 412.4, we 
evaluated MS–DRG charge, discharge, and 
transfer data to determine which new or 
revised MS–DRGs would qualify for the 
postacute care transfer and MS–DRG special 
payment policies. As a result of our revisions 
to the MS–DRG classifications for FY 2021, 
which are discussed in section II.F. of the 
preamble of this final rule, we are adding two 
MS–DRGs to the list of MS–DRGs that will 
be subject to the postacute care transfer 
policy and the MS–DRG special payment 
policy. Column 2 of Table I in this Appendix 
A shows the effects of the changes to the MS– 
DRGs and the relative payment weights and 
the application of the recalibration budget 
neutrality factor to the standardized amounts. 

Section 1886(d)(4)(C)(i) of the Act requires 
us annually to make appropriate DRG 
classification changes in order to reflect 
changes in treatment patterns, technology, 
and any other factors that may change the 
relative use of hospital resources. The 
analysis and methods for determining the 
changes due to the MS–DRGs and relative 
payment weights account for and include 
changes as a result of the changes to the MS– 
DRGs subject to the MS–DRG postacute care 
transfer and MS–DRG special payment 
policies. We refer readers to section I.G. of 
this Appendix A for a detailed discussion of 
payment impacts due to the MS–DRG 
reclassification policies for FY 2021. 

3. Effects of the Changes to Uncompensated 
Care Payments for FY 2021 

As discussed in section IV.G. of the 
preamble of this final rule, under section 
3133 of the Affordable Care Act, hospitals 
that are eligible to receive Medicare DSH 
payments will receive 25 percent of the 
amount they previously would have received 
under the statutory formula for Medicare 
DSH payments under section 1886(d)(5)(F) of 
the Act. The remainder, equal to an estimate 
of 75 percent of what formerly would have 
been paid as Medicare DSH payments (Factor 
1), reduced to reflect changes in the 
percentage of uninsured individuals and any 
additional statutory adjustment (Factor 2), is 
available to make additional payments to 
each hospital that qualifies for Medicare DSH 
payments and that has uncompensated care. 
Each hospital eligible for Medicare DSH 
payments will receive an additional payment 
based on its estimated share of the total 
amount of uncompensated care for all 
hospitals eligible for Medicare DSH 
payments. The uncompensated care payment 
methodology has redistributive effects based 
on the proportion of a hospital’s amount of 
uncompensated care relative to the aggregate 
amount of uncompensated care of all 
hospitals eligible for Medicare DSH 
payments (Factor 3). The change to Medicare 
DSH payments under section 3133 of the 
Affordable Care Act is not budget neutral. 

In this final rule, we are establishing the 
amount to be distributed as uncompensated 
care payments to DSH eligible hospitals, 
which for FY 2021 is $8,290,014,520.96. This 
figure represents 75 percent of the amount 
that otherwise would have been paid for 
Medicare DSH payment adjustments adjusted 
by a Factor 2 of 72.86 percent. For FY 2020, 

the amount available to be distributed for 
uncompensated care was $8,350,599,096.04, 
or 75 percent of the amount that otherwise 
would have been paid for Medicare DSH 
payment adjustments adjusted by a Factor 2 
of 67.14 percent. To calculate Factor 3 for FY 
2021, we used information on 
uncompensated care costs from Worksheet 
S–10 of hospitals’ FY 2017 cost reports for all 
eligible hospitals, with the exception of 
Puerto Rico hospitals and Indian Health 
Service and Tribal hospitals, for which we 
are finalizing our proposal to continue to use 
low-income insured days from FY 2013 cost 
reports and FY 2018 SSI days to determine 
Factor 3. For purposes of this final rule, we 
used uncompensated care data from the 
HCRIS database, as updated through June 30, 
2020, Medicaid days from hospitals’ FY 2013 
cost reports from the same extract of HCRIS, 
and SSI days from the FY 2018 SSI ratios. For 
a complete discussion of the methodology for 
calculating Factor 3, we refer readers to 
section IV.G.4. of the preamble of this final 
rule. 

To estimate the impact of the combined 
effect of the changes to Factors 1 and 2, as 
well as the changes to the data used in 
determining Factor 3, on the calculation of 
Medicare uncompensated care payments, we 
compared total uncompensated care 
payments estimated in the FY 2020 IPPS/ 
LTCH PPS final rule to total uncompensated 
care payments estimated in this FY 2021 
IPPS/LTCH PPS final rule. For FY 2020, we 
calculated 75 percent of the estimated 
amount that would be paid as Medicare DSH 
payments absent section 3133 of the 
Affordable Care Act, adjusted by a Factor 2 
of 67.14 percent and multiplied by a Factor 
3 calculated using the methodology 
described in the FY 2020 IPPS/LTCH PPS 
final rule. For FY 2021, we calculated 75 
percent of the estimated amount that would 
be paid as Medicare DSH payments absent 
section 3133 of the Affordable Care Act, 
adjusted by a Factor 2 of 72.86 percent and 
multiplied by a Factor 3 calculated using the 
methodology described previously. 

Our analysis included 2,401 hospitals that 
are projected to be eligible for DSH in FY 
2021. It did not include hospitals that 
terminated their participation from the 
Medicare program as of July 10, 2020, 
Maryland hospitals, new hospitals, MDHs, 
and SCHs that are expected to be paid based 
on their hospital-specific rates. The 22 
hospitals participating in the Rural 
Community Hospital Demonstration Program 
were also excluded from this analysis, as 
participating hospitals are not eligible to 
receive empirically justified Medicare DSH 
payments and uncompensated care 
payments. In addition, the data from merged 
or acquired hospitals were combined under 
the surviving hospital’s CMS certification 
number (CCN), and the nonsurviving CCN 
was excluded from the analysis. The 
estimated impact of the changes in Factors 1, 
2, and 3 on uncompensated care payments 
across all hospitals projected to be eligible for 
DSH payments in FY 2021, by hospital 
characteristic, is presented in the following 
table. 
BILLING CODE 4120–01–P 
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BILLING CODE 4120–01–C 

The changes in projected uncompensated 
care payments for FY 2021 in relation to the 
uncompensated care payments for FY 2020 
are driven by a decrease in Factor 1 and an 
increase in Factor 2, as well as by a decrease 
in the number of hospitals projected to be 
eligible to receive DSH in FY 2021 relative 
to FY 2020. Factor 1 has decreased from 
$12.438 billion to $11.378 billion, while the 
percent change in the percent of individuals 
who are uninsured (Factor 2) has increased 
from 67.14 percent to 72.86 percent. Based 
on the changes in these two factors, the 
impact analysis found that, across all 
projected DSH eligible hospitals, FY 2021 
uncompensated care payments are estimated 
at approximately $8.290 billion, or a decrease 

of approximately 0.73 percent from FY 2020 
uncompensated care payments 
(approximately $8.351 billion). While these 
changes will result in a net decrease in the 
amount available to be distributed in 
uncompensated care payments, the projected 
payment decreases vary by hospital type. 
This redistribution of uncompensated care 
payments is caused by changes in Factor 3. 
As seen in the previous table, a percent 
change lower than negative 0.73 percent 
indicates that hospitals within the specified 
category are projected to experience a larger 
decrease in uncompensated care payments, 
on average, compared to the universe of 
projected FY 2021 DSH hospitals. 
Conversely, a percent change greater than 
negative 0.73 percent indicates that a 

hospital type is projected to have a smaller 
decrease than the overall average. Similarly, 
a positive percent change indicates an 
increase in uncompensated care payments. 
The variation in the distribution of payments 
by hospital characteristic is largely 
dependent on a given hospital’s 
uncompensated care costs as reported in the 
Worksheet S–10, or number of Medicaid days 
and SSI days for Puerto Rico hospitals and 
Indian Health Service and Tribal hospitals, 
used in the Factor 3 computation. 

Rural hospitals, in general, are projected to 
experience larger decreases in 
uncompensated care payments than their 
urban counterparts. Overall, rural hospitals 
are projected to receive a 5.7 percent 
decrease in uncompensated care payments, 
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while urban hospitals are projected to receive 
a 0.39 percent decrease in uncompensated 
care payments. Larger urban hospitals, 
however, are projected to receive a 0.65 
percent increase in uncompensated care 
payments and hospitals in other urban areas 
a 2.04 percent decrease. 

By bed size, smaller rural hospitals are 
projected to receive the largest decreases in 
uncompensated care payments. Rural 
hospitals with 0–99 beds are projected to 
receive a 7.22 percent payment decrease, and 
rural hospitals with 100–249 beds are 
projected to receive a 6.73 percent decrease. 
These decreases for smaller rural hospitals 
are greater than the overall hospital average. 
However, larger rural hospitals with 250+ 
beds are projected to receive a 7.44 percent 
payment increase. In contrast, the smallest 
urban hospitals (0–99 beds) are projected to 
receive an increase in uncompensated care 
payments of 2.42 percent, while urban 
hospitals with 100–249 beds are projected to 
receive a decrease of 1.10 percent, and larger 
urban hospitals with 250+ beds projected to 
receive a 0.29 percent decrease in 
uncompensated care payments, which is less 
than the overall hospital average. 

By region, rural hospitals are expected to 
receive larger than average decreases in 
uncompensated care payments in all Regions, 
except for rural hospitals in the South 
Atlantic and East North Central Regions, 
which are projected to receive smaller than 
average decreases, and hospitals in the 
Pacific Region, which are projected to receive 
an increase in uncompensated care payments 
of 8.95 percent. Urban hospitals are projected 
to receive a more varied range of payment 
changes. Urban hospitals in the New 
England, the Middle Atlantic, West South 
Central, and Mountain Regions, as well as 
urban hospitals in Puerto Rico, are projected 
to receive larger than average decreases in 
uncompensated care payments. While 
hospitals in the South Atlantic, East North 
Central, East South Central, West North 
Central and Pacific Regions are projected to 
receive increases in uncompensated care 
payments. 

By payment classification, hospitals in 
urban areas overall are expected to receive a 
0.11 percent increase in uncompensated care 
payments, with hospitals in large urban areas 

are expected to see an increase in 
uncompensated care payments of 1.13 
percent, while hospitals in other urban areas 
are expected to receive a decrease of 1.78 
percent. In contrast, hospitals in rural areas 
are projected to receive a decrease in 
uncompensated care payments of 2.99 
percent. 

Nonteaching hospitals are projected to 
receive a payment decrease of 0.84 percent, 
teaching hospitals with fewer than 100 
residents are projected to receive a payment 
decrease of 0.77 percent, and teaching 
hospitals with 100+ residents have a 
projected payment decrease of 0.59 percent. 
All of these decreases are consistent with the 
overall hospital average. Proprietary and 
government hospitals are projected to receive 
larger than average decreases of 2.55 and 1.25 
percent respectively, while voluntary 
hospitals are expected to receive a payment 
increase of 0.06 percent. Hospitals with less 
than 50 percent Medicare utilization are 
projected to receive decreases in 
uncompensated care payments consistent 
with the overall hospital average percent 
change, while hospitals with 50 to 65 percent 
Medicare utilization are projected to receive 
a larger than average decrease of 2.31 
percent. Hospitals with greater than 65 
percent Medicare utilization are projected to 
receive an increase of 0.62 percent. 

4. Effects of Reductions Under the Hospital 
Readmissions Reduction Program for FY 
2021 

In section IV.G. of the preamble of this 
final rule, we discuss our proposed policies 
for the FY 2021 Hospital Readmissions 
Reduction Program. This program requires a 
reduction to a hospital’s base operating DRG 
payment to account for excess readmissions 
of selected applicable conditions and 
procedures. The table and analysis in this 
final rule illustrate the estimated financial 
impact of the Hospital Readmissions 
Reduction Program payment adjustment 
methodology by hospital characteristic. 
Hospitals are stratified into quintiles based 
on the proportion of dual-eligible stays 
among Medicare FFS and managed care stays 
between July 1, 2016 and June 30, 2019 (that 
is the FY 2021 Hospital Readmissions 
Reduction Program’s performance period). 
Hospitals’ excess readmission ratios (ERRs) 

are assessed relative to their peer group 
median and a neutrality modifier is applied 
in the payment adjustment factor calculation 
to maintain budget neutrality. To analyze the 
results by hospital characteristic, we used the 
FY 2021 Hospital IPPS Proposed Rule Impact 
File. 

These analyses include 2,986 non- 
Maryland hospitals eligible to receive a 
penalty during the performance period. 
Hospitals are eligible to receive a penalty if 
they have 25 or more eligible discharges for 
at least one measure between July 1, 2016 
and June 30, 2019. The second column in the 
table indicates the total number of non- 
Maryland hospitals with available data for 
each characteristic that have an estimated 
payment adjustment factor less than 1 (that 
is penalized hospitals). 

The third column in the table indicates the 
percentage of penalized hospitals among 
those eligible to receive a penalty by hospital 
characteristic. For example, 82.17 percent of 
eligible hospitals characterized as non- 
teaching hospitals are expected to be 
penalized. Among teaching hospitals, 89.70 
percent of eligible hospitals with fewer than 
100 residents and 92.64 percent of eligible 
hospitals with 100 or more residents are 
expected to be penalized. 

The fourth column in the table estimates 
the financial impact on hospitals by hospital 
characteristic. The table shows the share of 
penalties as a percentage of all base operating 
DRG payments for hospitals with each 
characteristic. This is calculated as the sum 
of penalties for all hospitals with that 
characteristic over the sum of all base 
operating DRG payments for those hospitals 
between October 1, 2018 and September 30, 
2019 (FY 2019). For example, the penalty as 
a share of payments for urban hospitals is 
0.68 percent. This means that total penalties 
for all urban hospitals are 0.68 percent of 
total payments for urban hospitals. 
Measuring the financial impact on hospitals 
as a percentage of total base operating DRG 
payments accounts for differences in the 
amount of base operating DRG payments for 
hospitals with the characteristic when 
comparing the financial impact of the 
program on different groups of hospitals. 
BILLING CODE 4120–01–P 
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We did not receive any public comments 
regarding the impact of our proposals. 

5. Effects of Requirements Under the FY 2021 
Hospital Value-Based Purchasing (VBP) 
Program 

In section IV.L. of the preamble of this final 
rule, we discuss the Hospital VBP Program 
under which the Secretary makes value- 
based incentive payments to hospitals based 
on their performance on measures during the 
performance period with respect to a fiscal 
year. These incentive payments will be 
funded for FY 2021 through a reduction to 
the FY 2021 base operating DRG payment 
amounts for discharges during the fiscal year, 
as required by section 1886(o)(7)(B) of the 
Act. The applicable percentage for FY 2021 
and subsequent years is 2 percent. The total 
amount available for value-based incentive 
payments must be equal to the total amount 
of reduced payments for all hospitals for the 
fiscal year, as estimated by the Secretary. 

In section IV.L.1.b. of the preamble of this 
final rule, we estimated the available pool of 
funds for value-based incentive payments in 
the FY 2021 program year, which, in 
accordance with section 1886(o)(7)(C)(v) of 
the Act, will be 2.00 percent of base 
operating DRG payment amounts, or a total 
of approximately $1.9 billion. This estimated 

available pool for FY 2021 is based on the 
historical pool of hospitals that were eligible 
to participate in the FY 2020 program year 
and the payment information from the March 
2020 update to the FY 2019 MedPAR file. 

The estimated impacts of the FY 2021 
program year by hospital characteristic, 
found in the table in this section, are based 
on historical TPSs. We used the FY 2020 
program year’s TPSs to calculate the proxy 
adjustment factors used for this impact 
analysis. These are the most recently 
available scores that hospitals were given an 
opportunity to review and correct. The proxy 
adjustment factors use estimated annual base 
operating DRG payment amounts derived 
from the March 2020 update to the FY 2019 
MedPAR file. The proxy adjustment factors 
can be found in Table 16A associated with 
this final rule (available via the internet on 
the CMS website at https://www.cms.gov/ 
medicare/acute-inpatient-pps/fy-2021-ipps- 
proposed-rule-home-page#Tables). 

The impact analysis shows that, for the FY 
2021 program year, the number of hospitals 
that are expected to receive an increase in 
their base operating DRG payment amount is 
higher than the number of hospitals that are 
expected to receive a decrease. On average, 
among urban hospitals, hospitals in the West 
North Central region are expected to have the 

largest positive percent change in base 
operating DRG payment amounts, and among 
rural hospitals, hospitals in the Pacific region 
are expected to have the largest positive 
percent change in base operating DRG 
payment amounts. Urban Middle Atlantic, 
Urban East South Central, and Urban West 
South Central regions are expected to 
experience, on average, a decrease in base 
operating DRG payment amounts. All other 
regions, both urban and rural, are expected 
to experience, on average, an increase in base 
operating DRG payment amounts. 

As DSH patient percentage increases, the 
average percent change in base operating 
DRG payment amounts is expected to 
decrease. With respect to hospitals’ Medicare 
utilization as a percent of inpatient days 
(MCR), as the MCR percent increases, the 
average percent change in base operating 
DRG payment amounts is expected to 
increase for MCR percent 0 to 65, but for 
MCR percent greater than 65, the average 
percent change in base operating DRG 
payment amounts is expected to decrease. On 
average, teaching hospitals are expected to 
have a decrease in base operating DRG 
payment amounts while non-teaching 
hospitals are expected to have an increase in 
base operating DRG payment amounts. 
BILLING CODE 4120–01–P 
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Actual FY 2021 program year’s TPSs will 
not be reviewed and corrected by hospitals 
until after the FY 2021 IPPS/LTCH PPS final 
rule has been published. Therefore, the same 
historical universe of eligible hospitals and 
corresponding TPSs from the FY 2020 
program year were used for the updated 
impact analysis in this final rule. We did not 
receive any public comments regarding the 
financial impact of our proposals. 

6. Effects of Requirements Under the HAC 
Reduction Program for FY 2021 

We are presenting the estimated impact of 
the FY 2021 Hospital-Acquired Condition 
(HAC) Reduction Program on hospitals by 
hospital characteristic. These FY 2021 HAC 
Reduction Program results were calculated 
using the Equal Measure Weights approach 
finalized in the FY 2019 IPPS/LTCH PPS 
final rule (83 FR 41486 through 41489). Each 
hospital’s Total HAC Score was calculated as 
the equally weighted average of the hospital’s 
measure scores. The table in this section 
presents the estimated proportion of 
hospitals in the worst performing quartile of 
Total HAC Scores by hospital characteristic. 
Hospitals’ CMS Patient Safety and Adverse 

Events Composite (CMS PSI 90) measure 
results are based on Medicare FFS discharges 
from July 1, 2017 through June 30, 2019 and 
version 10.0 of the PSI software. Hospitals’ 
measure results for CDC Central Line- 
Associated Bloodstream Infection (CLABSI), 
Catheter-Associated Urinary Tract Infection 
(CAUTI), Colon and Abdominal 
Hysterectomy Surgical Site Infection (SSI), 
Methicillin-resistant Staphylococcus aureus 
(MRSA) bacteremia, and Clostridium difficile 
Infection (CDI) are derived from standardized 
infection ratios (SIRs) calculated with 
hospital surveillance data reported to the 
NHSN for infections occurring between 
January 1, 2018 and December 31, 2019. To 
analyze the results by hospital characteristic, 
we used the FY 2021 Proposed Rule Impact 
File. 

This table includes 3,111 non-Maryland 
hospitals with a FY 2021 Total HAC Score. 
Maryland hospitals and hospitals without a 
Total HAC Score are excluded from the table. 
Of these 3,111 hospitals, 3,102 hospitals had 
information for geographic location with bed 
size, Safety-net status, DSH percent, teaching 
status and ownership; 3,111 had information 
on region; and 3,084 had information for 

MCR percent. The first column presents a 
breakdown of each characteristic. 

The third column in the table indicates the 
number of hospitals for each characteristic 
that would be in the worst-performing 
quartile of Total HAC Scores. These hospitals 
would receive a payment reduction under the 
FY 2021 HAC Reduction Program. For 
example, with regard to teaching status, 425 
hospitals out of 1,968 hospitals characterized 
as non-teaching hospitals would be subject to 
a payment reduction. Among teaching 
hospitals, 224 out of 876 hospitals with fewer 
than 100 residents and 123 out of 258 
hospitals with 100 or more residents would 
be subject to a payment reduction. 

The fourth column in the table indicates 
the proportion of hospitals for each 
characteristic that would be in the worst 
performing quartile of Total HAC Scores and 
thus receive a payment reduction under the 
FY 2021 HAC Reduction Program. For 
example, 21.6 percent of the 1,968 hospitals 
characterized as non-teaching hospitals, 25.6 
percent of the 876 teaching hospitals with 
fewer than 100 residents, and 47.7 percent of 
the 258 teaching hospitals with 100 or more 
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residents would be subject to a payment 
reduction. 
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We did not receive any public comments 
regarding the financial impact of our 
proposals. 

7. Policy Change Related to Medical 
Residents Affected by Residency Program or 
Teaching Hospital Closure 

In section IV.N. of the preamble of this 
final rule, we are amending the Medicare 
policy with regard to closing teaching 
hospitals and closing residency programs to 
address the needs of residents attempting to 
find alternative hospitals in which to 
complete their training and the incentives of 
home and receiving hospitals with regard to 
seamless Medicare IME and direct GME 
funding. There are no new Medicare funded 
slots being created by this amendment; as 
under current policy, the maximum number 
of FTE cap slots that may be transferred with 
displaced residents is the number equal to 
the closing hospital’s IME and direct GME 
FTE caps. Additionally, all of the funding for 
residents due to a hospital closure would 
eventually be transferred permanently to new 
hospitals under current law (section 5506 of 
the Affordable Care Act, which provides for 
permanent redistribution of slots due to 
hospital closure. As a result, we believe that 

ultimately, there is no new cost generated for 
the Medicare program as a result of this 
amendment. 

8. Effect of the Payment for Allogeneic 
Hematopoietic Stem Cell Acquisition Costs 

Section 108 of the Further Consolidated 
Appropriations Act, 2020 (Public Law 116– 
94) provides that, effective for cost reporting 
periods beginning on or after October 1, 
2020, payment to a subsection (d) hospital 
that furnishes an allogeneic hematopoietic 
stem cell transplant for hematopoietic stem 
cell acquisition shall be made on a 
reasonable cost basis, and that the Secretary 
shall specify the items included in such 
hematopoietic stem cell acquisition in 
rulemaking. This statutory provision also 
requires that, beginning in FY 2021, the 
payments made based on reasonable cost for 
the acquisition costs of allogeneic 
hematopoietic stem cells be made in a budget 
neutral manner. Our implementation of 
section 108 of the Further Consolidated 
Appropriations Act, 2020 is discussed in 
section II.H. of the preamble of this final rule, 
including our adjustment to the standardized 
amount to ensure the effects of the additional 
payments for allogeneic hematopoietic stem 

cell acquisition costs are budget neutral, as 
required under that law. 

9. Effects of Implementation of the Rural 
Community Hospital Demonstration Program 
in FY 2021 

In section IV.O. of the preamble of this 
final rule for FY 2021, we discussed our 
implementation and budget neutrality 
methodology for section 410A of Public Law 
108–173, as amended by sections 3123 and 
10313 of Public Law 111–148, and more 
recently, by section 15003 of Public Law 
114–255, which requires the Secretary to 
conduct a demonstration that would modify 
payments for inpatient services for up to 30 
rural hospitals. 

Section 15003 of Public Law 114–255 
requires the Secretary to conduct the Rural 
Community Hospital Demonstration for a 10- 
year extension period (in place of the 5-year 
extension period required by the Affordable 
Care Act), beginning on the date immediately 
following the last day of the initial 5-year 
period under section 410A(a)(5) of Public 
Law 108–173. Specifically, section 15003 of 
Public Law 114–255 amended section 
410A(g)(4) of Public Law 108–173 to require 
that, for hospitals participating in the 
demonstration as of the last day of the initial 
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5-year period, the Secretary shall provide for 
continued participation of such rural 
community hospitals in the demonstration 
during the 10-year extension period, unless 
the hospital makes an election to discontinue 
participation. Furthermore, section 15003 of 
Public Law 114–255 requires that, during the 
second 5 years of the 10-year extension 
period, the Secretary shall provide for 
participation under the demonstration during 
the second 5 years of the 10-year extension 
period for hospitals that are not described in 
section 410A(g)(4) of Public Law 108–173. 

Section 15003 of Public Law 114–255 also 
requires that no later than 120 days after 
enactment of Public Law 114–255 that the 
Secretary issue a solicitation for applications 
to select additional hospitals to participate in 
the demonstration program for the second 5 
years of the 10-year extension period so long 
as the maximum number of 30 hospitals 
stipulated by Public Law 111–148 is not 
exceeded. Section 410A(c)(2) of Public Law 
108–173 requires that in conducting the 
demonstration program under this section, 
the Secretary shall ensure that the aggregate 
payments made by the Secretary do not 
exceed the amount which the Secretary 
would have paid if the demonstration 
program under this section was not 
implemented (budget neutrality). 

In the preamble to this final rule, we 
described the terms of participation for the 
extension period authorized by Public Law 
114–255. In the FY 2018 IPPS/LTCH PPS 
final rule, we finalized our policy with regard 
to the effective date for the application of the 
reasonable cost-based payment methodology 
under the demonstration for those among the 
hospitals that had previously participated 
and were choosing to participate in the 
second 5-year extension period. According to 
our finalized policy, each of these previously 
participating hospitals began the second 5 
years of the 10-year extension period on the 
date immediately after the date the period of 
performance under the 5-year extension 
period ended. Seventeen of the 21 hospitals 
that completed their periods of participation 
under the extension period authorized by the 
Affordable Care Act elected to continue in 
the second 5-year extension period, while 13 
additional hospitals were selected to 
participate. One of the hospitals selected in 
2017 withdrew from the demonstration prior 
to beginning participation on July 1, 2018, 
while each of the remaining newly 
participating hospitals began its 5-year 
period of participation effective the start of 
the first cost reporting period on or after 
October 1, 2017. In addition, one among the 
previously participating hospitals closed 
effective January 2019, while two have 
withdrawn effective September 1 and 
October 1, 2019, respectively. Therefore, 27 
hospitals were participating in the 
demonstration as of this date—15 previously 
participating and 12 newly participating. For 
four of the previously participating hospitals, 
this 5-year period of participation will end 
during FY 2020; while one of the previously 
participating hospitals, scheduled to end in 
2021, chose in February of this past year to 
withdraw effective September 2019. 
Therefore, the budget neutrality calculations 
in this final rule are based on 22 hospitals. 

For seven of the remaining 10 hospitals 
among the original group, participation will 
end during FY 2021, with participation 
ending for the other three on December 31, 
2021. The newly participating hospitals are 
all scheduled to end their participation either 
at the end of FY 2022 or during FY 2023. 

In the FY 2018 IPPS/LTCH PPS final rule, 
we finalized the budget neutrality 
methodology in accordance with our policies 
for implementing the demonstration, 
adopting the general methodology used in 
previous years, whereby we estimated the 
additional payments made by the program for 
each of the participating hospitals as a result 
of the demonstration. In order to achieve 
budget neutrality, we adjusted the national 
IPPS rates by an amount sufficient to account 
for the added costs of this demonstration. In 
other words, we have applied budget 
neutrality across the payment system as a 
whole rather than across the participants of 
this demonstration. The language of the 
statutory budget neutrality requirement 
permits the agency to implement the budget 
neutrality provision in this manner. The 
statutory language requires that aggregate 
payments made by the Secretary do not 
exceed the amount which the Secretary 
would have paid if the demonstration was 
not implemented, but does not identify the 
range across which aggregate payments must 
be held equal. 

For this final rule, the resulting amount 
applicable to FY 2021 is $39,825,670, which 
we are including in the budget neutrality 
offset adjustment for FY 2021. This estimated 
amount is based on the specific assumptions 
regarding the data sources used, that is, 
recently available ‘‘as submitted’’ cost reports 
and historical and currently finalized update 
factors for cost and payment. 

In previous years, we have incorporated a 
second component into the budget neutrality 
offset amounts identified in the final IPPS 
rules. As finalized cost reports became 
available, we determined the amount by 
which the actual costs of the demonstration 
for an earlier, given year differed from the 
estimated costs for the demonstration set 
forth in the final IPPS rule for the 
corresponding fiscal year, and we 
incorporated that amount into the budget 
neutrality offset amount for the upcoming 
fiscal year. We have calculated this 
difference for FYs 2005 through 2015 
between the actual costs of the demonstration 
as determined from finalized cost reports 
once available, and estimated costs of the 
demonstration as identified in the applicable 
IPPS final rules for these years. 

With the extension of the demonstration 
for another 5-year period, as authorized by 
section 15003 of Public Law 114–255, we 
will continue this general procedure. All 
finalized cost reports are not yet all available 
for the 19 hospitals that completed a cost 
reporting period beginning in FY 2016 
according to the demonstration cost-based 
payment methodology. Therefore, we are 
expecting to include in the FY2022 IPPS/ 
LTCH PPS proposed and final rules the 
difference between the actual costs of the 
demonstration as determined from these cost 
reports and the estimated costs as determined 
in the FY 2016 final rule. 

For this final rule for FY 2021, the total 
amount that we are applying to the national 
IPPS rates is $39,825,670. 

Comment: A commenter expressed support 
for the continuation of the program, but said, 
that as a demonstration, the program does not 
offer long-term financial sustainability 
needed to maintain health care access in 
rural areas. 

Response: We appreciate the comment. We 
have conducted the demonstration program 
in accordance with Congressional mandates. 

10. Effects of Continued Implementation of 
the Frontier Community Health Integration 
Project (FCHIP) Demonstration 

In section VI.B.2. of the preamble of this 
final rule we discuss the implementation of 
the FCHIP demonstration, which allowed 
eligible entities to develop and test new 
models for the delivery of health care 
services in eligible counties in order to 
improve access to and better integrate the 
delivery of acute care, extended care, and 
other health care services to Medicare 
beneficiaries in no more than four States. 
Budget neutrality estimates for the 
demonstration will be based on the 
demonstration period of August 1, 2016, 
through July 31, 2019. The demonstration 
included three intervention prongs, under 
which specific waivers of Medicare payment 
rules allowed for enhanced payment: 
Telehealth, skilled nursing facility/nursing 
facility services, and ambulance services. 
These waivers were implemented with the 
goal of increasing access to care with no net 
increase in costs. (We also discussed this 
policy in the FY 2018 IPPS/LTCH PPS final 
rule (82 FR 38294 through 38296), the FY 
2019 IPPS/LTCH PPS final rule (83 FR 41516 
through 41517), and the FY 2020 IPPS/LTCH 
PPS final rule (84 FR 42044 through 42701), 
but did not make any changes to the policy 
that was adopted in FY 2017.) 

We specified the payment enhancements 
for the demonstration and selected CAHs for 
participation with the goal of maintaining the 
budget neutrality of the demonstration on its 
own terms (that is, the demonstration would 
produce savings from reduced transfers and 
admissions to other health care providers, 
thus offsetting any increase in payments 
resulting from the demonstration). However, 
because of the small size of this 
demonstration program and uncertainty 
associated with projected Medicare 
utilization and costs, in the FY 2017 IPPS/ 
LTCH PPS final rule we adopted a 
contingency plan (81 FR 57064 through 
57065) to ensure that the budget neutrality 
requirement in section 123 of Public Law 
110–275 is met. Accordingly, if analysis of 
claims data for the Medicare beneficiaries 
receiving services at each of the participating 
CAHs, as well as of other data sources, 
including cost reports, shows that increases 
in Medicare payments under the 
demonstration during the 3-year period are 
not sufficiently offset by reductions 
elsewhere, we will recoup the additional 
expenditures attributable to the 
demonstration through a reduction in 
payments to all CAHs nationwide. The 
demonstration is projected to impact 
payments to participating CAHs under both 
Medicare Part A and Part B. Thus, in the 
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event that we determine that aggregate 
payments under the demonstration exceed 
the payments that would otherwise have 
been made, we will recoup payments through 
reductions of Medicare payments to all CAHs 
under both Medicare Part A and Part B. 
Because of the small scale of the 
demonstration, it would not be feasible to 
implement budget neutrality by reducing 
payments only to the participating CAHs. 
Therefore, we would make the reduction to 
payments to all CAHs, not just those 
participating in the demonstration, because 
the FCHIP demonstration is specifically 
designed to test innovations that affect 
delivery of services by this provider category. 
As we explained in the FY 2017 IPPS/LTCH 
PPS final rule (81 FR 57064 through 57065), 
we believe that the language of the statutory 
budget neutrality requirement at section 
123(g)(1)(B) of the Act permits the agency to 
implement the budget neutrality provision in 
this manner. The statutory language merely 
refers to ensuring that aggregate payments 
made by the Secretary do not exceed the 
amount which the Secretary estimates would 
have been paid if the demonstration project 
was not implemented, and does not identify 
the range across which aggregate payments 
must be held equal. 

Under the policy adopted in FY 2017 IPPS/ 
LTCH PPS final rule, in the event the 
demonstration is found not to have been 
budget neutral, any excess costs will be 
recouped beginning in CY 2020. Based on the 
currently available data, the determination of 
budget neutrality results is preliminary and 
the amount of any reduction to CAH 
payments that would be needed in order to 
recoup excess costs under the demonstration 
remains uncertain. Therefore, in this final 
rule, we are finalizing our proposal in the FY 
2021 IPPS/LTCH PPS proposed rule to revise 
the policy originally adopted in the FY 2017 
IPPS/LTCH PPS final rule, to delay the 
implementation of any budget neutrality 
adjustment. We will revisit this policy in 
rulemaking for FY 2022 when we expect to 
have complete data for the demonstration 
period. Since our data analysis is incomplete, 
it is not possible to determine the impact of 
this policy for any national payment system 
for FY 2021. 

11. Effects of the Submission of Electronic 
Medical Records to Quality Improvement 
Organizations (QIOs) 

In section IX.A. of this final rule, we 
specify the changes we are adopting 
regarding the reimbursement to providers, 
practitioners and institutions for electronic 
submission of patient records required for 
QIO purposes. Over the last several years, 
numerous healthcare providers subject to 
QIO review activity under §§ 476.78 and 
480.111 have requested reimbursement for 
submitting requested patient records in an 
electronic format. However, our regulations 
concerning reimbursement to providers and 
practitioners for submitting patient records 
and information required for QIO review 
activity under § 476.78 only permitted 
reimbursement for records sent via 
photocopying and mailing or facsimile. This 

had the unintended consequence of 
discouraging providers from using the more 
efficient and cost effective means of 
submitting patient records and information to 
the QIOs in an electronic format solely 
because reimbursement was available only 
for patient records and information 
submitted via photocopying and mailing. 

The updates we are making to the 
regulation with this final rule respond to 
requests from providers, by addressing 
reimbursement for submitting records to the 
QIO in electronic format as well as by 
photocopying and mailing and facsimile. 
According to 2017 Office of National 
Coordinator survey result, 96 percent of all 
non-federal acute care hospitals possessed 
certified health IT. Ninety-nine percent of 
large hospitals (more than 300 beds) had 
certified health IT, while 97 percent of 
medium-sized hospitals (more than 100 beds) 
had certified health IT. Also nearly 9 in 10 
(86 percent) of office-based physicians had 
adopted any EHR, and nearly 4 in 5 (80 
percent) had adopted a certified EHR (https:// 
dashboard.healthit.gov/quickstats/ 
quickstats.php). Given the widespread 
adoption of the Certified Electronic Health 
Record Technology (CEHRT), we believe that 
the providers and QIOs now have the 
capacity to send and receive patient records 
in electronic format. In light of these facts, 
we believe that it is now appropriate to 
require providers, practitioners and 
institutions to submit patient records to the 
QIOs in electronic format. Our updates to the 
regulations also provide appropriate 
reimbursement for patient records submitted 
to the QIOs in an electronic format. We 
believe these changes will result in a large 
shift among providers, practitioners and 
institutions, which are subject to QIO review 
and which submit information and 
documents for the QIOs to perform their QIO 
functions under §§ 476.78 and 480.111, 
toward submitting patient records in 
electronic format. As discussed later in this 
section, we believe these provisions will help 
reduce our costs for QIO-labor associated 
with scanning and uploading patient records 
they receive by mail or facsimile, as well as 
reducing the time to complete QIO reviews 
as electronic records are generally easier to 
store and search. Thus, the requirement for 
providers to submit patient records to QIOs 
in electronic format will be advantageous for 
CMS. Providers and practitioners who are 
unable to send patient records to the QIOs in 
an electronic format will be able to obtain a 
waiver to permit them to submit records to 
the QIO via facsimile or photocopying and 
mailing under this provision. We proposed 
an updated reimbursement rate for patient 
records submitted by facsimile or by 
photocopying and mailing to account for 
current wage and materials costs, and a 
waiver process that is minimally burdensome 
for providers, practitioners, and institutions. 

We expect that implementation of the 
requirement for providers and practitioners 
to submit records to QIOs in and electronic 
format will have significant implications in 
terms of cost savings. Because CMS 
reimburses the QIOs directly for all payments 

to providers and practitioners for sending 
records to the QIOs and pays QIOs for their 
work, including the additional time and 
overhead expenses related to using paper 
records instead of electronic records. 
Therefore, any cost savings to the QIOs as a 
result of the adoption of electronic formats 
for submission of patient records would 
result in a cost savings to CMS. The less it 
costs to send records to the QIOs, the less 
CMS has to reimburse for those costs. 

To estimate savings, we assumed 100 
percent compliance with the proposed 
requirements at § 476.78(c). Although we 
assumed that 20 percent of providers, 
practitioners or institutions would seek a 
waiver, given the percentage of providers that 
currently have access to Certified Electronic 
Health Record Technology (CEHRT), we 
believe that ultimately all providers will be 
able to submit patient records in electronic 
format in the future. 

We did not receive any comments 
regarding our proposal to require providers to 
submit requested patient records to QIOs for 
the purpose of fulfilling one or more QIO 
functions unless they have an approved 
waiver. We continue to believe that it is 
reasonable to require providers to submit 
patient records in electronic format unless 
they have a QIO approved waiver. 

We estimated the total savings by 
subtracting the total cost of sending records 
electronically from the total cost of sending 
records by photocopying and mailing. Over 
the last 5 years, providers and practitioners 
have sent about 1.2 million patient records to 
the QIOs, totaling approximately 342 million 
pages of documents. Currently, providers are 
reimbursed at the rate of $0.12 per page, 
which results in a total reimbursement cost 
of about $41 million over 5 years. In contrast, 
we proposed, sending 1.2 million records 
electronically at a rate of reimbursement of 
$3 per record would amount to a total 
reimbursement cost of roughly $3.6 million. 
Subtracting $3.6 million (the estimated cost 
of sending records electronically over 5 
years) from $41 million (the cost of sending 
records by fax or by mail), would result in 
a total estimated savings to CMS of $37.4 
million. We would save money on the efforts 
of the QIOs to scan and process the paper 
records before sending them on for review 
electronically. However, these longer-run 
savings would be preceded by short-run 
transition costs, which we have not 
estimated. 

Based on our estimates for case volume set 
forth previously, and assuming the QIOs cost 
for scanning and labor is $0.10 per page, 
based on the information set out in Table 1 
of this Appendix, we estimate that it would 
save CMS about $34.3 million if the agency 
no longer needed to scan 342 million pages 
of records. Savings in payments for the labor 
and materials costs provided to both 
providers and QIOs for photocopying, 
scanning, and uploading results in total 
savings to CMS of $71.8 million. Tables 2 
and 3 of this Appendix illustrate the cost 
savings to CMS over 5 years. 
BILLING CODE 4120–01–P 
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The BFCC–QIO contracts under the 12th 
scope of work currently have four task orders 
that are awarded on a staggered 5-year basis. 
Currently CMS has budgeted $95.8 million 
per year for each of the four BFCC–QIOs task 
orders, for an estimated 5-year cost of $479 
million. We estimate that the costs of file 
transfer through photocopying and mailing, 
facsimile and in electronic formats would be 
a small fraction of the total operations budget 
of the QIOs. We believe that the changes we 
are adopting to the requirements governing 
reimbursement to providers, practitioners 
and institutions for submitting requested 
patient records to the QIO would also benefit 
providers, practitioners and institutions in 
fulfilling their responsibilities under § 476.78 
(obligating providers and practitioners to, 
among other things, furnish records to QIOs) 
and § 480.111 (obligating institutions and 
practitioners to provide access, records and 
information to QIOs), by providing 
reimbursement for the submission of 
requested patient records to the QIOs in an 
electronic format. 

Given our estimate, discussed in section 
IX.A.2.d. of this final rule that an appropriate 
employee can reasonably photocopy 6 pages 
of documents per minute and scan 
documents at the rate of 6 documents per 
minute, we estimate that the changes we are 
adopting would save providers and CMS a 
total of approximately 1.9 million labor hours 
over 5 years. We expect these proposed 
changes would also result in a positive 
environmental impact by avoiding printing, 
photocopying, faxing, scanning, and 
recycling about 342.2 million pages of 
medical records by providers and QIOs over 
5 years. 

We did not receive public comments on 
the methodologies used to calculate the 
reimbursement rates for electronic 
submission of patient records, submission of 
patient records via photocopying and 
mailing, or submission of patient records via 
facsimile. Since we did not receive 
comments on the methodologies used to 
calculate these rates, we continue to believe 
that the rates are reasonable, and that the cost 
savings we have calculated for the adopted 
changes are reasonable. 

12. Effects of the Changes To Prepare for 
Implementation of Mandatory PRRB 
Electronic Filing 

In section IX.B. of the preamble of this 
final rule, we are implementing the proposed 
changes regarding PRRB appeals. The burden 
associated with the requirements is the time 
and effort necessary to review instructions 
and register for the electronic submission 
system as well as the time and effort to 
gather, develop and submit various 
documents associated with a PRRB appeal. 
We also believe that requiring all parties 
involved in PRRB appeals to use OH CDMS 
would create efficiencies and reduce the 
burden and cost to external users in that, 
when a file or document is uploaded into the 
system and filed with the Board, the system 
simultaneously serves it on the opposing 
party. As a result, the system will eliminate 
the need to print documents and pay for 
postage for most submissions. Additionally, 
there is no material out-of-pocket direct cost 
or investment to utilize OH CDMS; parties do 

not need to purchase separate software. 
Finally, the required use of the system would 
also reduce the administrative burden on OH 
staff to enter data and scan correspondence, 
and will free up government resources to 
adjudicate cases and manage the docket. 
Similarly, it will enhance the PRRB’s ability 
to strategically manage the PRRB’s complex 
docket as it will provide better analytics for 
case management activities such as 
scheduling, jurisdictional and procedural 
reviews, and long-range docket planning. 
Last, the required use of the system would 
also reduce paper documents and the related 
costs associated with processing and securely 
storing the PRRB’s records. 

13. Effects of the Proposed Revisions of 
Medicare Bad Debt Policy 

In section IX.C. of the preamble of this 
final rule, we are implementing the proposed 
clarifications and codification of certain 
longstanding Medicare bad debt 
reimbursement provisions and requirements 
for all Medicare providers, suppliers, and 
other entities eligible to receive Medicare 
payment for bad debt by revising 42 CFR 
413.89, Bad debts, charity, and courtesy 
allowances. We are also implementing our 
proposal to codify our longstanding 
reasonable collection effort to require a 
Medicaid remittance advice (RA) for dual 
eligible beneficiaries. In the proposed rule, 
we sought suggestions from stakeholders 
regarding the best alternative documentation 
to the Medicaid RA that a provider could 
obtain and submit to Medicare to evidence 
the State’s Medicare cost sharing liability (or 
absence thereof) in instances where the State 
does not process a Medicare crossover claim 
and issue a Medicaid RA for certain dual 
eligible beneficiaries. In addition, we are 
finalizing our proposal to recognize the new 
Accounting Standard Update—Topic 606 for 
revenue recognition and classification of 
Medicare bad debts. We also made a 
technical correction to the cross references in 
42 CFR 412.622(b)(2)(i) and 42 CFR 
417.536(g) to Medicare bad debt 
reimbursement policy. As a result of our 
proposed changes, there would be no costs to 
the Medicare Program and no increased 
burden placed upon providers, suppliers or 
other entities. In addition, there would be a 
savings to the Medicare Program by the 
reduction of appeal and litigation costs. 
Providers would benefit and realize a burden 
reduction with the finalization of a policy to 
accept alternative documentation to evidence 
a provider’s reasonable collection effort for 
certain dual eligible beneficiaries, as doing so 
would serve an important public interest by 
allowing providers with cases currently 
pending before the PRRB an avenue for 
timely and cost-effective resolution, as well 
as an avenue for providers and contractors to 
resolve open cost reports containing these 
dual eligible crossover bad debt matters. 

Comment: While some commenters were 
supportive of our efforts to clarify 
longstanding Medicare bad debt policies, 
many commenters expressed disagreement 
with proposals to codify some longstanding 
Medicare bad debt policies with retroactive 
effective dates. Commenters were generally 
supportive of our solicitation for suggestions 
to accept alternative documentation to the 

Medicaid RA for Medicare crossover bad 
debts to evidence a provider’s reasonable 
collection effort for certain dual eligible 
beneficiaries. Some commenters suggested 
that a retroactive codification of some 
policies would create a burden and cause 
providers to re-submit prior cost reports. 
Other commenters submitted suggestions for 
the acceptance of alternative documentation 
to the Medicaid RA, asserting that it will 
provide a burden reduction to providers, 
including those with pending PRRB cases. 
Many commenters requested regulation text 
edits regarding to our proposal to adopt the 
Accounting Standard Update—Topic 606 for 
revenue recognition and classification of 
Medicare bad debts. Some commenters also 
inquired whether the PRM would also be 
updated. 

Response: We appreciate commenters’ 
support of our efforts to clarify longstanding 
Medicare bad debt policies. We believe the 
clarification and codification of many 
longstanding bad debt policies will benefit 
stakeholders when processing Medicare bad 
debt for reimbursement. Our acceptance of 
commenters’ suggestions for alternative 
documentation to the Medicaid RA will 
allow providers an avenue for resolution of 
pending PRRB cases. We agree with some 
commenters’ suggestions to further edit and 
clarify the regulation text proposals regarding 
the Accounting Standard Update—Topic 606 
for revenue recognition and classification of 
Medicare bad debts. We plan to update the 
PRM to coincide with the policy 
clarifications to further assist providers with 
policy guidance. 

After consideration of the public comments 
we received, we are finalizing our proposals 
to codify some of our longstanding Medicare 
bad debt policies as set forth in section IX.C. 
of this final rule. Some of the longstanding 
bad debt policy clarifications will be effective 
retroactively, while others will have effective 
dates for cost reporting periods beginning on 
or after October 1, 2020. We believe the 
retroactive effective dates of the policy 
clarifications and acceptance of alternative 
documentation to the Medicaid RA will serve 
to benefit providers with greater clarity and 
resolution of pending PRRB cases. 

14. Effects of a Potential Market-Based MS– 
DRG Relative Weight Methodology 

In section IV.P.4. of the preamble of this 
final rule, we finalizing the adoption of a 
market-based methodology for estimating the 
MS–DRG relative weights beginning in FY 
2024, utilizing the median payer-specific 
negotiated charge information we are 
finalizing to collect on the Medicare cost 
report. We are finalizing our data collection 
proposal with modification to only collect 
the median payer-specific negotiated charge 
by MS–DRG for payers that are MA 
organizations, rather than collecting both the 
median payer-specific negotiated charge by 
MS–DRG for payers that are MA organization 
and third party payers, as proposed. We note 
that in response to comments, we have 
increased the estimated total annual burden 
hours by 5 hours for this data collection 
requirement; 20 hours per hospital times 
3,189 total hospitals equals 63,780 annual 
burden hours and $4,315,993 annually for all 
hospitals nationally. We refer readers to 
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section XI.B.11. of the preamble of this final 
rule for further analysis of this assessment. 

We are applying a budget neutrality factor 
to ensure that the overall payment impact of 
any MS–DRG relative weight changes is 
budget neutral, as required by section 
1886(d)(4)(C)(iii) of the Act and consistent 
with our current practice. 

Once we have access to the payer-specific 
negotiated charge information at the MS– 
DRG level, we will be able to more precisely 
estimate the payment impact of adopting this 
market based MS–DRG relative weight 
methodology for payments beginning in FY 
2024. However, to explore the potential 
impacts more generally, we conducted a 
literature review to compare the payment 
rates of Medicare FFS, MA organizations, and 
other commercial payers. As noted in section 
IV.P.2.b. of the preamble of the proposed rule 
and this final rule, Berenson et al.531 
surveyed senior hospital and health plan 
executives and found that MA plans 
nominally pay only 100 to 105 percent of 
traditional Medicare rates and, in real 
economic terms, possibly less. Respondents 
broadly identified three primary reasons for 
near-payment equivalence: Statutory and 
regulatory provisions that limit out-of- 
network payments to traditional Medicare 
rates, de facto budget constraints that MA 
plans face because of the need to compete 
with traditional Medicare and other MA 
plans, and a market equilibrium that permits 
relatively lower MA rates as long as 
commercial rates remain well above the 
traditional Medicare rates. 

We next researched empirically based 
comparisons of Medicare FFS rates, MA 
organization rates, and rates of other 
commercial payers. Baker et al.532 used data 
from Medicare and the Health Care Cost 
Institute (HCCI) to identify the prices paid for 
hospital services by FFS Medicare, MA 
plans, and commercial insurers in 2009 and 
2012. They calculated the average price per 
admission, and its trend over time, in each 
of the three types of insurance for fixed 
baskets of hospital admissions across 
metropolitan areas. After accounting for 
differences in hospital networks, geographic 
areas, and case-mix between MA and FFS 
Medicare, they found that MA plans paid 5.6 
percent less for hospital services compared to 
FFS Medicare. For the time period studied, 
the authors suggest that at least one channel 
through which MA plans paid lower prices 
was by obtaining greater discounts on types 
of FFS Medicare admissions that were known 
to have very short lengths-of-stay. They also 
found that the rates paid by commercial 
plans were much higher than those of either 
MA or FFS Medicare, and growing. At least 
some of this difference they indicated came 
from the much higher prices that commercial 
plans paid for profitable service lines. 

Maeda and Nelson 533 also analyzed data 
from the HCCI in their research. They 
compared the hospital prices paid by MA 
organizations and commercial plans with 
Medicare FFS prices using 2013 claims from 
the HCCI. The HCCI claims were used to 
calculate hospital prices for private insurers, 
and Medicare’s payment rules were used to 
estimate Medicare FFS prices. The authors 
focused on stays at acute care hospitals in 
metropolitan statistical areas (MSAs). They 
found MA prices to be roughly equal to 
Medicare FFS prices, on average, but 
commercial prices were 89 percent higher 
than FFS prices. In addition, commercial 
prices varied greatly across and within 
MSAs, but MA prices varied much less. The 
authors considered their results generally 
consistent with the Baker et al. study 
findings in that hospital payments by MA 
plans were much more similar to Medicare 
FFS levels than they were to commercial 
payment levels, although they noted that 
they used slightly different methods to 
calculate Medicare FFS prices. 

In their study, Maeda and Nelson also 
examined whether the ratio of MA prices to 
FFS prices varied across DRGs to assess 
whether there were certain DRGs for which 
MA plans tended to pay more or less than 
FFS. They ranked the ratio of MA prices to 
FFS prices and adjusted for outlier payments. 
They found that there were some DRGs 
where the average MA price was much 
higher than FFS and there were some DRGs 
where the average MA price was a bit lower 
than FFS. For example, for the time period 
in question on average MA plans paid 129 
percent more than FFS for rehabilitation 
stays (DRG 945), 33 percent more for 
depressive neuroses (DRG 881), and 27 
percent more for stays related to psychoses 
(DRG 885). But MA plans paid an average of 
9 percent less than FFS for stays related to 
pathological fractures (DRG 542) and wound 
debridement and skin graft (DRG 464) (see 
Online Appendix Table 5 from their study). 
The authors state these results suggest that 
there may be certain services where MA 
plans pay more than FFS, possibly because 
the FFS rate for those services is too low, but 
there may be other services where MA plans 
pay less than FFS, possibly because the FFS 
rate for those DRGs is too high. 

As described previously, this body of 
research suggests that while the payer- 
specific charges negotiated between hospitals 
and MA organizations are generally well- 
correlated with Medicare IPPS payment rates, 
there may be instances where those 
negotiated charges may reflect the relative 
hospital resources used within an MS–DRG 
differently than our current cost-based 
methodology. Payer-specific charges 
negotiated between hospitals and commercial 
payers are generally not as well-correlated 
with Medicare IPPS payment rates. 

As previously noted, once we have access 
to the payer-specific negotiated charge 
information at the MS–DRG level, we can 

more precisely estimate the potential 
payment impact, which we intend to do in 
future rulemaking, prior to the FY 2024 
effective date of the market-based MS–DRG 
relative weight methodology. As under the 
current methodology, the impact of any MS– 
DRG relative weight changes on an 
individual hospital would depend on the mix 
of services provided by that particular 
hospital. 

I. Effects of Changes in the Capital IPPS 

1. General Considerations 

For the impact analysis presented in this 
section, we used data from the March 2020 
update of the FY 2019 MedPAR file and the 
March 2020 update of the Provider-Specific 
File (PSF) that was used for payment 
purposes. Although the analyses of the 
changes to the capital prospective payment 
system do not incorporate cost data, we used 
the March 2020 update of the most recently 
available hospital cost report data (FYs 2017 
and 2018) to categorize hospitals. Our 
analysis has several qualifications. We use 
the best data available and make assumptions 
about case-mix and beneficiary enrollment, 
as described later in this section. 

Due to the interdependent nature of the 
IPPS, it is very difficult to precisely quantify 
the impact associated with each change. In 
addition, we draw upon various sources for 
the data used to categorize hospitals in the 
tables. In some cases (for instance, the 
number of beds), there is a fair degree of 
variation in the data from different sources. 
We have attempted to construct these 
variables with the best available sources 
overall. However, it is possible that some 
individual hospitals are placed in the wrong 
category. 

Using cases from the March 2020 update of 
the FY 2019 MedPAR file, we simulated 
payments under the capital IPPS for FY 2020 
and the payments for FY 2021 for a 
comparison of total payments per case. Short- 
term, acute care hospitals not paid under the 
general IPPS (for example, hospitals in 
Maryland) are excluded from the 
simulations. 

The methodology for determining a capital 
IPPS payment is set forth at § 412.312. The 
basic methodology for calculating the capital 
IPPS payments in FY 2021 is as follows: 

(Standard Federal rate) × (DRG weight) × 
(GAF) × (COLA for hospitals located in 
Alaska and Hawaii) × (1 + DSH adjustment 
factor + IME adjustment factor, if applicable). 

In addition to the other adjustments, 
hospitals may receive outlier payments for 
those cases that qualify under the threshold 
established for each fiscal year. We modeled 
payments for each hospital by multiplying 
the capital Federal rate by the GAF and the 
hospital’s case-mix. Then we added 
estimated payments for indirect medical 
education, disproportionate share, and 
outliers, if applicable. For purposes of this 
impact analysis, the model includes the 
following assumptions: 

• The capital Federal rate was updated, 
beginning in FY 1996, by an analytical 
framework that considers changes in the 
prices associated with capital-related costs 
and adjustments to account for forecast error, 
changes in the case-mix index, allowable 
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changes in intensity, and other factors. As 
discussed in section III.A.1. of the 
Addendum to this final rule, the update to 
the capital Federal rate is 1.1 percent for FY 
2021. 

• In addition to the FY 2021 update factor, 
the FY 2021 capital Federal rate was 
calculated based on a GAF/DRG budget 
neutrality adjustment factor of 0.9971 and an 
outlier adjustment factor of 0.9466. 

2. Results 

We used the payment simulation model 
previously described in section I.I. of 
Appendix A of this final rule to estimate the 
potential impact of the changes for FY 2021 
on total capital payments per case, using a 
universe of 3,201 hospitals. As previously 
described, the individual hospital payment 
parameters are taken from the best available 
data, including the March 2020 update of the 
FY 2019 MedPAR file, the March 2020 
update to the PSF, and the most recent cost 
report data from the March 2020 update of 
HCRIS. In Table III, we present a comparison 
of estimated proposed total payments per 
case for FY 2020 and estimated total 
payments per case for FY 2021 based on the 
FY 2021 payment policies. Column 2 shows 
estimates of payments per case under our 
model for FY 2020. Column 3 shows 
estimates of payments per case under our 
model for FY 2021. Column 4 shows the total 
percentage change in payments from FY 2020 
to FY 2021. The change represented in 
Column 4 includes the 1.1 percent update to 
the capital Federal rate and other changes in 
the adjustments to the capital Federal rate. 
The comparisons are provided by: (1) 
Geographic location; (2) region; and (3) 
payment classification. 

The simulation results show that, on 
average, capital payments per case in FY 
2021 are expected to increase as compared to 
capital payments per case in FY 2020. This 
expected increase overall is primarily due to 
the 1.1 percent update to the capital Federal 
rate for FY 2021, in conjunction with 

estimated changes in outlier payments and 
DSH payments. Under § 412.320, in order to 
receive capital DSH payments a hospital 
must be located in an urban area for payment 
purposes and have 100 or more beds. As 
discussed in section III.A.2. of the preamble 
of this final rule, there are counties that will 
become rural beginning October 1, 2020 
based on our adoption of the revised OMB 
delineations, and therefore, hospitals in those 
areas (that have 100 or more beds) will no 
longer be eligible for capital DSH payments 
beginning in FY 2021. In general, regional 
variations in estimated capital payments per 
case in FY 2021 as compared to capital 
payments per case in FY 2020 are primarily 
due to changes in GAFs, and are generally 
consistent with the projected changes in 
payments due to changes in the wage index 
(and policies affecting the wage index), as 
shown in Table I in section I.G. of this 
Appendix A. 

The net impact of these changes is an 
estimated 0.3 percent increase in capital 
payments per case from FY 2020 to FY 2021 
for all hospitals (as shown in Table III). 

The geographic comparison shows that, on 
average, hospitals in both urban and rural 
classifications would experience an increase 
in capital IPPS payments per case in FY 2021 
as compared to FY 2020. Capital IPPS 
payments per case would increase by an 
estimated 0.3 percent for hospitals in urban 
areas while payments to hospitals in rural 
areas would increase by 0.6 percent in FY 
2020 to FY 2021. 

The comparisons by region show that the 
estimated changes in capital payments per 
case from FY 2020 to FY 2021 would 
increase in certain urban areas, ranging from 
a 0.6 percent increase for the East South 
Central region to a 1.0 percent increase for 
the New England region. We estimate a 
decrease for certain other urban regions 
ranging from 0.1 percent for the South 
Atlantic region to 0.8 percent for the 
Mountain region for the capital payments per 
case from FY 2020 to FY 2021. We estimate 

no change for the East North Central region 
for the capital payments per case from FY 
2020 to FY 2021. However, nearly all rural 
regions are expected to increase in capital 
payments per case from FY 2020 to FY 2021, 
ranging from 0.1 percent for the West North 
Central to a 1.3 percent increase for the East 
North Central rural region. We estimate no 
change in capital payment per case from FY 
2020 to FY 2021 for the South Atlantic rural 
region. These regional differences are 
primarily due to the changes in the GAFs and 
estimated changes in outlier and DSH 
payments. 

All Hospital ownership types are expected 
to experience an increase in capital payments 
per case from FY 2020 to FY 2021. Voluntary 
hospitals are expected to experience an 
increase in capital IPPS payments of 0.2 
percent, and the projected increase in capital 
payments for Proprietary hospitals is 
estimated to be 0.3 percent. We also estimate 
an increase in capital payments per case from 
FY 2020 to FY 2021 for the Government type 
hospital to be 0.5 percent. 

Section 1886(d)(10) of the Act established 
the MGCRB. Hospitals may apply for 
reclassification for purposes of the wage 
index for FY 2021. Reclassification for wage 
index purposes also affects the GAFs because 
that factor is constructed from the hospital 
wage index. To present the effects of the 
hospitals being reclassified as of the 
publication of this final rule for FY 2021, we 
show the average capital payments per case 
for reclassified hospitals for FY 2021. Urban 
reclassified hospitals are expected to 
experience a decrease in capital payments of 
0.3 percent; urban nonreclassified hospitals 
are expected to experience an increase in 
capital payments of 0.7 percent. The 
estimated percentage increase for rural 
reclassified hospitals is 0.6 percent, and for 
rural nonreclassified hospitals, the estimated 
percentage increase in capital payments is 
0.5 percent. 
BILLING CODE 4120–01–P 
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BILLING CODE 4120–01–C 

J. Effects of Payment Rate Changes and 
Policy Changes Under the LTCH PPS 

1. Introduction and General Considerations 

In section VII. of the preamble of this final 
rule and section V. of the Addendum to this 
final rule, we set forth the annual update to 
the payment rates for the LTCH PPS for FY 
2021. In the preamble of this final rule, we 
specify the statutory authority for the 
provisions that are presented, identify the 

policies for FY 2021, and present rationales 
for our decisions as well as alternatives that 
were considered. In this section of Appendix 
A to this final rule, we discuss the impact of 
the changes to the payment rate, factors, and 
other payment rate policies related to the 
LTCH PPS that are presented in the preamble 
of this final rule in terms of their estimated 
fiscal impact on the Medicare budget and on 
LTCHs. 

There are 363 LTCHs included in this 
impact analysis. We note that, although there 

are currently approximately 373 LTCHs, for 
purposes of this impact analysis, we 
excluded the data of all-inclusive rate 
providers consistent with the development of 
the FY 2021 MS–LTC–DRG relative weights 
(discussed in section VII.B.3.c. of the 
preamble of this final rule. Moreover, in the 
claims data used for this final rule, 3 of these 
363 LTCHs only have claims for site neutral 
payment rate cases and, therefore, do not 
affect our impact analysis for LTCH PPS 
standard Federal payment rate cases.) In the 
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impact analysis, we used the payment rate, 
factors, and policies presented in this final 
rule, the 2.3 percent annual update to the 
LTCH PPS standard Federal payment rate, 
the permanent one-time budget neutrality 
adjustment factor for the estimated cost of 
eliminating the 25-percent threshold policy 
in FY 2021 as discussed in section VII.D. of 
the preamble of this final rule, the update to 
the MS–LTC–DRG classifications and relative 
weights, the update to the wage index values, 
labor-related share, and changes to the 
geographic labor-market area designations, 
and the 5-percent cap transition policy, and 
the best available claims and CCR data to 
estimate the change in payments for FY 2021. 

Under the dual rate LTCH PPS payment 
structure, payment for LTCH discharges that 
meet the criteria for exclusion from the site 
neutral payment rate (that is, LTCH PPS 
standard Federal payment rate cases) is based 
on the LTCH PPS standard Federal payment 
rate. Consistent with the statute, the site 
neutral payment rate is the lower of the IPPS 
comparable per diem amount as determined 
under § 412.529(d)(4), including any 
applicable outlier payments as specified in 
§ 412.525(a), reduced by 4.6 percent for FYs 
2018 through 2026; or 100 percent of the 
estimated cost of the case as determined 
under § 412.529(d)(2). In addition, there are 
two separate high cost outlier targets—one 
for LTCH PPS standard Federal payment rate 
cases and one for site neutral payment rate 
cases. The statute also establishes a 
transitional payment method for cases that 
are paid the site neutral payment rate for 
LTCH discharges occurring in cost reporting 
periods beginning during FY 2016 through 
FY 2019. For FY 2021, we expected no site 
neutral payment rate cases would still be 
eligible for the transitional payment method 
since it only applies to those site neutral 
payment rate cases whose discharges occur 
during a LTCH’s cost reporting period that 
begins before October 1, 2019. Site neutral 
payment rate cases whose discharges from an 
LTCH occur during the LTCH’s cost reporting 
period that begins on or after October 1, 2019 
are paid the site neutral payment rate amount 
determined under § 412.522(c)(1). 

Based on the best available data for the 363 
LTCHs in our database that were considered 
in the analyses used for this final rule, we 
estimate that overall LTCH PPS payments in 
FY 2021 will decrease by approximately 1.1 
percent (or approximately $40 million) based 
on the rates and factors presented in section 
VII. of the preamble and section V. of the 
Addendum to this final rule. 

The applicability of this transitional 
payment method for site neutral payment 
rate cases is dependent upon both the 
discharge date of the case and the start date 
of the LTCH’s FY 2020 cost reporting period. 
The statutory transitional payment method 
for cases that are paid the site neutral 
payment rate for LTCH discharges occurring 
in cost reporting periods beginning during 
FY 2019 uses a blended payment rate, which 
is determined as 50 percent of the site neutral 
payment rate amount for the discharge and 
50 percent of the LTCH PPS standard Federal 
prospective payment rate amount for the 
discharge (§ 412.522(c)(3)). There are LTCHs 
that have a cost reporting period that began 

during FY 2019 that includes discharges that 
occur during Federal FY 2020. For example, 
an LTCH with a January 1, 2019 through 
December 31, 2019 cost reporting period had 
3 months of discharges that occurred during 
Federal FY 2020 (that is, discharges that 
occur from October 1, 2019 through 
December 31, 2019). 

Therefore, when estimating FY 2020 LTCH 
PPS payments for site neutral payment rate 
cases for this impact analysis, because the 
statute specifies that the site neutral payment 
rate effective date for a given LTCH is based 
on the date that the LTCH’s cost reporting 
period begins during FY 2020, we included 
an adjustment to account for this rolling 
effective date, consistent with the general 
approach used for the LTCH PPS impact 
analysis presented in the FY 2016 IPPS/ 
LTCH PPS proposed rule (80 FR 49831). This 
approach accounts for the fact that site 
neutral payment rate cases in FY 2020 that 
are in an LTCH’s cost reporting period that 
begins before October 1, 2019 continue to be 
paid under the transitional payment method 
until the start of the LTCH’s first cost 
reporting period beginning on or after 
October 1, 2019. Site neutral payment rate 
cases whose discharges from LTCHs 
occurring during an LTCH’s cost reporting 
period that begins on or after October 1, 2019 
will no longer be paid under the transitional 
payment method and will instead be paid the 
site neutral payment rate amount as 
determined under § 412.522(c)(1). 

For purposes of this impact analysis, to 
estimate total FY 2020 LTCH PPS payments 
for site neutral payment rate cases, as we 
proposed, we used the same general 
approach as was used in the FY 2016 IPPS/ 
LTCH PPS proposed rule with modifications 
to account for the rolling end date to the 
transitional blended payment rate in FY 2020 
instead of the rolling effective date for 
implementation of the transitional site 
neutral payment rate in FY 2016. (We note, 
this is the same approach as was used in the 
FY 2018 IPPS/LTCH PPS proposed and final 
rules, which was prior to the extension of the 
transitional blended payment for LTCH cost 
reporting periods beginning in FY 2018 and 
FY 2019 provided by the provisions of 
section 51005(a) of the Bipartisan Budget Act 
of 2018 (Pub. L. 115–123). In summary, 
under this approach, we grouped LTCHs 
based on the quarter their cost reporting 
periods will begin during FY 2020. For 
example, LTCHs with cost reporting periods 
that begin during October through December 
2020 begin during the first quarter of FY 
2020. For LTCHs grouped in each quarter of 
FY 2020, we modeled those LTCHs’ 
estimated FY 2020 site neutral payment rate 
payments under the transitional blended 
payment rate based on the quarter in which 
the LTCHs in each group will continue to be 
paid the transitional payment method for the 
site neutral payment rate cases. 

For purposes of this estimate, then, we 
assume the cost reporting period is the same 
for all LTCHs in each of the quarterly groups 
and that this cost reporting period begins on 
the first day of that quarter. (For example, the 
first group consists of 38 LTCHs whose cost 
reporting period begins in the first quarter of 
FY 2020 so that, for purposes of this estimate, 

we assume all 38 LTCHs began their FY 2020 
cost reporting period on October 1, 2019.) 
Second, we estimated the proportion of FY 
2020 site neutral payment rate cases in each 
of the quarterly groups, and we then assume 
this proportion is applicable for all four 
quarters of FY 2020. (For example, as 
discussed in more detail later in this section, 
we estimate the first quarter group will 
discharge 7.9 percent of all FY 2020 site 
neutral payment rate cases; and therefore, we 
estimate that group of LTCHs will discharge 
7.9 percent of all FY 2020 site neutral 
payment rate cases in each quarter of FY 
2020.) Then, we modeled estimated FY 2020 
payments on a quarterly basis under the 
LTCH PPS standard Federal payment rate 
based on the assumptions described 
previously. We continue to believe that this 
approach is a reasonable means of taking the 
rolling effective date into account when 
estimating FY 2020 payments. 

For purposes of this impact analysis, to 
estimate total FY 2021 LTCH PPS payments 
for site neutral payment rate cases, the 
transitional blended payment rate was not 
applied to such cases because all discharges 
in FY 2021 are either in the LTCH’s cost 
reporting period that began during FY 2020 
or in the LTCH’s cost reporting period that 
will begin during FY 2021. Site neutral 
payment rate cases whose discharges from an 
LTCH occur during the LTCH’s cost reporting 
period that begins on or after October 1, 2019 
are paid the site neutral payment rate amount 
determined under § 412.522(c)(1). 

Based on the fiscal year begin date 
information in the March 2020 update of the 
provider specific file (PSF) and the LTCH 
claims from the March 2020 update of the FY 
2019 MedPAR files for the 363 LTCHs in our 
database used for this final rule, we found 
the following: 7.9 percent of site neutral 
payment rate cases are from 38 LTCHs whose 
cost reporting periods began during the first 
quarter of FY 2020; 19.8 percent of site 
neutral payment rate cases are from 81 
LTCHs whose cost reporting periods will 
begin in the second quarter of FY 2020; 9.4 
percent of site neutral payment rate cases are 
from 48 LTCHs whose cost reporting periods 
will begin in the third quarter of FY 2020; 
and 62.9 percent of site neutral payment rate 
cases are from 193 LTCHs whose cost 
reporting periods will begin in the fourth 
quarter of FY 2020. (We note, three of the 363 
LTCHs in our database used for this final rule 
did not have any site neutral payment rate 
cases.) Therefore, the following percentages 
apply in the approach described previously: 

• First Quarter FY 2020: 7.9 percent of site 
neutral payment rate cases (that is, the 
percentage of discharges from LTCHs whose 
FY 2020 cost reporting period began in the 
first quarter of FY 2020) are no longer eligible 
for the transitional blended payment method, 
while the remaining 92.1 percent of site 
neutral payment rate discharges are eligible 
to be paid under the transitional payment 
method. 

• Second Quarter FY 2020: 27.7 percent of 
site neutral payment rate second quarter 
discharges (that is, the percentage of 
discharges from LTCHs whose FY 2020 cost 
reporting period that begins in the first or 
second quarter of FY 2020) are no longer 
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eligible for the transitional blended payment 
method, while the remaining 72.3 percent of 
site neutral payment rate second quarter 
discharges are eligible to be paid under the 
transitional payment method. 

• Third Quarter FY 2020: 37.1 percent of 
site neutral payment rate third quarter 
discharges (that is, the percentage of 
discharges from LTCHs whose FY 2020 cost 
reporting period that begins in the first, 
second, or third quarter of FY 2020) are no 
longer eligible for the transitional blended 
payment method while the remaining 62.9 
percent of site neutral payment rate third 
quarter discharges are eligible to be paid 
under the transitional payment method. 

• Fourth Quarter FY 2021: 100.0 percent of 
site neutral payment rate fourth quarter 
discharges (that is, the percentage of 
discharges from LTCHs whose FY 2020 cost 
reporting period that begins in the first, 
second, third, or fourth quarter of FY 2020) 
are no longer eligible for the transitional 
blended payment method. 

Based on the FY 2019 LTCH cases that 
were used for the analysis in this final rule, 
approximately 25 percent of those cases were 
classified as site neutral payment rate cases 
(that is, 25 percent of LTCH cases did not 
meet the patient-level criteria for exclusion 
from the site neutral payment rate). Our 
Office of the Actuary currently estimates that 
the percent of LTCH PPS cases that will be 
paid at the site neutral payment rate in FY 
2021 will not change significantly from the 
most recent historical data. Taking into 
account the transitional blended payment 
rate and other changes that will apply to the 
site neutral payment rate cases in FY 2021, 
we estimate that aggregate LTCH PPS 
payments for these site neutral payment rate 
cases will decrease by approximately 24 
percent (or approximately $114 million). We 
note, we estimate payments to site neutral 
payment rate cases in FY 2021 represent 
approximately 10 percent of estimated 
aggregate FY 2021 LTCH PPS payments. 

Based on the FY 2019 LTCH cases that 
were used for the analysis in this final rule, 
approximately 75 percent of LTCH cases will 
meet the patient-level criteria for exclusion 
from the site neutral payment rate in FY 
2021, and will be paid based on the LTCH 
PPS standard Federal payment rate for the 
full year. We estimate that total LTCH PPS 
payments for these LTCH PPS standard 
Federal payment rate cases in FY 2021 will 
increase approximately 2.2 percent (or 
approximately $74 million). This estimated 
increase in LTCH PPS payments for LTCH 
PPS standard Federal payment rate cases in 
FY 2021 is primarily due to the 2.3 percent 
annual update to the LTCH PPS standard 
Federal payment rate for FY 2021. 

Based on the 363 LTCHs that were 
represented in the FY 2019 LTCH cases that 
were used for the analyses in this final rule 
presented in this Appendix, we estimate that 
aggregate FY 2020 LTCH PPS payments will 
be approximately $3.774 billion, as compared 
to estimated aggregate FY 2021 LTCH PPS 
payments of approximately $3.733 billion, 
resulting in an estimated overall decrease in 
LTCH PPS payments of approximately $40 
million. As discussed earlier, this estimated 
decrease in payments is primarily due to the 

rolling end to the statutory transitional 
blended payment rate for site neutral 
payment rate cases. We also note that the 
estimated $40 million decrease in LTCH PPS 
payments in FY 2021 does not reflect 
changes in LTCH admissions or case-mix 
intensity, which will also affect the overall 
payment effects of the policies in this final 
rule. 

The LTCH PPS standard Federal payment 
rate for FY 2020 is $42,677.64. For FY 2021, 
we are establishing an LTCH PPS standard 
Federal payment rate of $43,755.34 which 
reflects the 2.3 percent annual update to the 
LTCH PPS standard Federal payment rate, 
the incremental change in the one-time 
budget neutrality adjustment factor of 
0.991249 for eliminating the 25-percent 
threshold policy in FY 2021 as discussed in 
section VII.D. of the preamble of this final 
rule, and the budget neutrality factor for 
general updates to the area wage level 
adjustment of 1.0016837 (discussed in 
section V.B.6. of the Addendum to this final 
rule). For LTCHs that fail to submit data for 
the LTCH QRP, in accordance with section 
1886(m)(5)(C) of the Act, we are establishing 
an LTCH PPS standard Federal payment rate 
of $42,899.90. This LTCH PPS standard 
Federal payment rate reflects the updates and 
factors previously described, as well as the 
required 2.0 percentage point reduction to 
the annual update for failure to submit data 
under the LTCH QRP. We note that the 
factors previously described to determine the 
FY 2021 LTCH PPS standard Federal 
payment rate are applied to the FY 2020 
LTCH PPS standard Federal rate set forth 
under § 412.523(c)(3)(xvi) (that is, 
$42,677.64). 

Table IV shows the estimated impact for 
LTCH PPS standard Federal payment rate 
cases. The estimated change attributable 
solely to the annual update of 2.3 percent to 
the LTCH PPS standard Federal payment rate 
is projected to result in an increase of 2.3 
percent in payments per discharge for LTCH 
PPS standard Federal payment rate cases 
from FY 2020 to FY 2021, on average, for all 
LTCHs (Column 6). The estimated increase of 
2.3 percent shown in Column 6 of Table IV 
also includes estimated payments for short- 
stay outlier (SSO) cases, a portion of which 
are not affected by the annual update to the 
LTCH PPS standard Federal payment rate, as 
well as the reduction that is applied to the 
annual update for LTCHs that do not submit 
the required LTCH QRP data. However, for 
most hospital categories, the projected 
increase in payments based on the LTCH PPS 
standard Federal payment rate to LTCH PPS 
standard Federal payment rate cases still 
rounds to approximately 2.3 percent, the 
same as the annual update for FY 2021. 

For FY 2021, we are updating the wage 
index values based on the most recent 
available data (data from cost reporting 
periods beginning during FY 2017 which is 
the same data used for the FY 2021 IPPS 
wage index), the labor-related share of 68.1 
for FY 2021, based on the most recent 
available data (IGI’s second quarter 2020 
forecast) on the relative importance of the 
labor-related share of operating and capital 
costs of the 2017-based LTCH market basket, 
and the changes to the labor market areas 

based on the revisions to the CBSA 
delineations. We also are applying an area 
wage level budget neutrality factor of 
1.0016837 to ensure that the changes to the 
area wage level adjustment, including the 5- 
percent cap transition policy, would not 
result in any change in estimated aggregate 
LTCH PPS payments to LTCH PPS standard 
Federal payment rate cases. 

For LTCH PPS standard Federal payment 
rate cases, we currently estimate high cost 
outlier payments as a percentage of total 
LTCH PPS standard Federal payment rate 
payments will decrease slightly from FY 
2020 to FY 2021. Based on the FY 2019 
LTCH cases that were used for the analyses 
in this final rule, we estimate that the FY 
2020 high cost outlier threshold of $26,778 
(as established in the FY 2020 IPPS/LTCH 
PPS final rule) would result in estimated 
high cost outlier payments for LTCH PPS 
standard Federal payment rate cases in FY 
2020 that are projected to exceed the 7.975 
percent target. Specifically, we currently 
estimate that high cost outlier payments for 
LTCH PPS standard Federal payment rate 
cases will be approximately 8.005 percent of 
the estimated total LTCH PPS standard 
Federal payment rate payments in FY 2020. 
Combined with our estimate that FY 2021 
high cost outlier payments for LTCH PPS 
standard Federal payment rate cases will be 
7.975 percent of estimated total LTCH PPS 
standard Federal payment rate payments in 
FY 2021, this will result in an estimated 
decrease in high cost outlier payments of 
approximately 0.03 percent between FY 2020 
and FY 2021. We note that, consistent with 
past practice, in calculating these estimated 
high cost outlier payments, we increased 
estimated costs by an inflation factor of 4.3 
percent (determined by the Office of the 
Actuary) to update the FY 2019 costs of each 
case to FY 2021. 

Table IV shows the estimated impact of the 
payment rate and policy changes on LTCH 
PPS payments for LTCH PPS standard 
Federal payment rate cases for FY 2021 by 
comparing estimated FY 2020 LTCH PPS 
payments to estimated FY 2021 LTCH PPS 
payments. (As noted earlier, our analysis 
does not reflect changes in LTCH admissions 
or case-mix intensity.) We note that these 
impacts do not include LTCH PPS site 
neutral payment rate cases for the reasons 
discussed in section I.J.3. of this Appendix. 

As we discuss in detail throughout this 
final rule, based on the most recent available 
data, we believe that the provisions of this 
final rule relating to the LTCH PPS, which 
are projected to result in an overall decrease 
in estimated aggregate LTCH PPS payments, 
and the resulting LTCH PPS payment 
amounts will result in appropriate Medicare 
payments that are consistent with the statute. 

Comment: Several commenters expressed 
support for the proposed LTCH PPS standard 
Federal payment rate and the estimated 
increase in payments for LTCH PPS standard 
Federal payment rate cases. 

Response: We thank the commenters for 
their support. 

Comment: Some commenters objected that 
total LTCH PPS payments are estimated to 
decrease. 

Response: As discussed previously and in 
the proposed rule, the estimated decrease in 
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LTCH PPS payments is largely due to the 
statutory rolling end of the blended payment 
rate. While we understand commenter’s 
concerns, we believe that our estimate is 
correct and appropriately reflects the statute. 

Comment: As they have since its inception, 
several commenters opposed the application 
of the site neutral payment rate. Some 
commenters also requested CMS revise or 
expand the criteria for exclusion from the site 
neutral payment rate. 

Response: As we have stated since its 
inception, the application of and criteria for 
exclusion from the site neutral payment rate 
is statutory. CMS therefore lacks the 
authority to do as these commenters request. 
(We note however that under section 
3711(b)(2) of the CARES Act, Pub. L. 116– 
136, all LTCH cases admitted during the 
COVID–19 public health emergency period 
will be paid the relatively higher LTCH PPS 
standard Federal rate.) 

Comment: Multiple commenters stated 
their belief that cases paid at the site neutral 
payment rate will continue to be underpaid 
as those cases, according to commenters, 
have on average higher levels of clinical 
complexity and costs that significantly 
exceed IPPS-level reimbursement. These 
commenters acknowledged that CMS is 
unable to change this policy but request that 
CMS take into consideration the costs of site 
neutral payment rate cases when proposing 
any future changes to the LTCH PPS. 

A commenter stated that since FY 2019 site 
neutral payment rate cases have seen a 
significant drop in reimbursement as a result 
of the end of the transitional blended 
payment rate. The commenter stated that the 
payment-to-cost ratio for site neutral 
payment rate cases without the blended 
payment rate will be 45 percent and 
treatment costs for these cases are 
comparable to LTCH PPS standard Federal 
payment rate cases as these site neutral cases 
have significant comorbidities which make it 
difficult to discharge them to lower levels of 
care. They also stated that their site neutral 
payment rate cases are almost three times 
costlier than IPPS cases with fewer than three 
ICU days. 

A commenter acknowledged that the 
number of site neutral payment rate cases 
have dropped to 25 percent of total LTCH 
PPS cases in FY 2019. Because site neutral 
payment rate cases will longer receive the 
transitional blended payment rate in the FY 
2021, the commenter believes this will lead 
to a continued decrease in the overall LTCH 
case volume. 

Response: FY 2019 LTCH claims data are 
currently the best available data, and as 
noted previously, LTCH site neutral payment 
rate cases discharged during FY 2019 were 
partially paid the blended payment rate 
under the rolling end of the statutory 
transitional period. Due to the end of that 
transitional period for site neutral payment 
rate cases we continue to expect that costs 
and resource use for cases paid at the site 
neutral payment rate will likely be lower on 
average as compared to cases paid both prior 
to the implementation of the site neutral 
payment and during the transitional period 
and would continue to more closely resemble 
the costs and resource use for IPPS cases 

assigned to the same MS–DRG. We refer 
readers to 84 FR 42647 through 42648 for 
more information on our responses to these 
comments. We acknowledge commenters’ 
concerns about the costs of treating site 
neutral cases, however, as noted by some 
commenters and discussed previously, the 
site neutral payment rate is a statutory 
requirement. We will consider the costs of 
site neutral payment rate cases as appropriate 
in future rulemaking. 

Comment: Some commenters stated 
appreciation for the quick actions of CMS in 
its response to the COVID–19 pandemic and 
LTCH PPS policy changes, specifically CMS’ 
implementation of section 3711(b) of the 
CARES Act which provides for a waiver of 
the site neutral payment rate for discharges 
that do not meet the LTCH patient criteria 
during the PHE period. These commenters 
expressed concern that the COVID–19 
pandemic would affect relevant data used to 
determine payment rates for site neutral and 
LTCH PPS standard Federal payment rate 
cases and urged CMS to carefully consider 
these potential data distortions in 
collaboration with stakeholders in advance of 
rulemaking for FY 2022 and subsequent 
years. One commenter recommended CMS 
revise the estimated decrease in total LTCH 
PPS payments to an increase of 3.0 percent 
or more to help LTCHs meet the needs of 
COVID–19 patients. 

Response: We appreciate the comments in 
regard to CMS’ response to the COVID–19 
pandemic and LTCH PPS payment policy. 
We understand the concerns expressed by 
commenters related to data used for future 
LTCH PPS payments and will take them in 
to account for future rulemaking. We 
recognize the impact that the COVID–19 PHE 
is having on all providers, which is why we 
have issued waivers and flexibilities to ease 
burden and allow providers to respond 
effectively during the COVID–19 PHE. Under 
section 3711(b)(2) of the CARES Act, Public 
Law 116–136, all LTCH cases admitted 
during the COVID–19 public health 
emergency period will be paid the relatively 
higher LTCH PPS standard Federal payment 
rate. As discussed previously, we project that 
payments to LTCH PPS standard Federal 
payment rate cases in FY 2021 will increase 
approximately 2.2 percent. We also note that 
our projected 1.1 percent decrease in total 
LTCH PPS payments does not account for the 
provisions of section 3711(b)(2) of the CARES 
Act if the PHE extends into FY 2021. 

2. Impact on Rural Hospitals 

For purposes of section 1102(b) of the Act, 
we define a small rural hospital as a hospital 
that is located outside of an urban area and 
has fewer than 100 beds. As shown in Table 
IV, we are projecting a 1.7 percent increase 
in estimated payments for LTCH PPS 
standard Federal payment rate cases for 
LTCHs located in a rural area. This estimated 
impact is based on the FY 2019 data for the 
18 rural LTCHs (out of 363 LTCHs) that were 
used for the impact analyses shown in Table 
IV. 

3. Anticipated Effects of LTCH PPS Payment 
Rate Changes and Policy Changes 

a. Budgetary Impact 

Section 123(a)(1) of the BBRA requires that 
the PPS developed for LTCHs ‘‘maintain 
budget neutrality.’’ We believe that the 
statute’s mandate for budget neutrality 
applies only to the first year of the 
implementation of the LTCH PPS (that is, FY 
2003). Therefore, in calculating the FY 2003 
standard Federal payment rate under 
§ 412.523(d)(2), we set total estimated 
payments for FY 2003 under the LTCH PPS 
so that estimated aggregate payments under 
the LTCH PPS were estimated to equal the 
amount that would have been paid if the 
LTCH PPS had not been implemented. 

Section 1886(m)(6)(A) of the Act 
establishes a dual rate LTCH PPS payment 
structure with two distinct payment rates for 
LTCH discharges beginning in FY 2016. 
Under this statutory change, LTCH 
discharges that meet the patient-level criteria 
for exclusion from the site neutral payment 
rate (that is, LTCH PPS standard Federal 
payment rate cases) are paid based on the 
LTCH PPS standard Federal payment rate. 
LTCH discharges paid at the site neutral 
payment rate are generally paid the lower of 
the IPPS comparable per diem amount, 
reduced by 4.6 percent for FYs 2018 through 
2026, including any applicable HCO 
payments, or 100 percent of the estimated 
cost of the case, reduced by 4.6 percent. The 
statute also establishes a transitional 
payment method for cases that are paid at the 
site neutral payment rate for LTCH 
discharges occurring in cost reporting 
periods beginning during FY 2016 through 
FY 2019, under which the site neutral 
payment rate cases are paid based on a 
blended payment rate calculated as 50 
percent of the applicable site neutral 
payment rate amount for the discharge and 
50 percent of the applicable LTCH PPS 
standard Federal payment rate for the 
discharge. 

As discussed in section I.J.2. of this 
Appendix, we project a decrease in aggregate 
LTCH PPS payments in FY 2021 of 
approximately $40 million. This estimated 
decrease in payments reflects the projected 
increase in payments to LTCH PPS standard 
Federal payment rate cases of approximately 
$74 million and the projected decrease in 
payments to site neutral payment rate cases 
of approximately $114 million under the 
dual rate LTCH PPS payment rate structure 
required by the statute beginning in FY 2016. 
(We note that these calculations are based on 
unrounded numbers and thus may not sum 
as expected.) 

As discussed in section V.D. of the 
Addendum to this final rule, our actuaries 
project cost and resource changes for site 
neutral payment rate cases due to the site 
neutral payment rates required under the 
statute. Specifically, our actuaries project 
that the costs and resource use for cases paid 
at the site neutral payment rate will likely be 
lower, on average, than the costs and 
resource use for cases paid at the LTCH PPS 
standard Federal payment rate, and will 
likely mirror the costs and resource use for 
IPPS cases assigned to the same MS–DRG. 
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While we are able to incorporate this 
projection at an aggregate level into our 
payment modeling, because the historical 
claims data that we are using in this final 
rule to project estimated FY 2021 LTCH PPS 
payments (that is, FY 2019 LTCH claims 
data) do not reflect this actuarial projection, 
we are unable to model the impact of the 
change in LTCH PPS payments for site 
neutral payment rate cases at the same level 
of detail with which we are able to model the 
impacts of the changes to LTCH PPS 
payments for LTCH PPS standard Federal 
payment rate cases. Therefore, Table IV only 
reflects changes in LTCH PPS payments for 
LTCH PPS standard Federal payment rate 
cases and, unless otherwise noted, the 
remaining discussion in section I.J.3. of this 
Appendix refers only to the impact on LTCH 
PPS payments for LTCH PPS standard 
Federal payment rate cases. In the following 
section, we present our provider impact 
analysis for the changes that affect LTCH PPS 
payments for LTCH PPS standard Federal 
payment rate cases. 

b. Impact on Providers 

The basic methodology for determining a 
per discharge payment for LTCH PPS 
standard Federal payment rate cases is 
currently set forth under §§ 412.515 through 
412.533 and 412.535. In addition to adjusting 
the LTCH PPS standard Federal payment rate 
by the MS–LTC–DRG relative weight, we 
make adjustments to account for area wage 
levels and SSOs. LTCHs located in Alaska 
and Hawaii also have their payments 
adjusted by a COLA. Under our application 
of the dual rate LTCH PPS payment structure, 
the LTCH PPS standard Federal payment rate 
is generally only used to determine payments 
for LTCH PPS standard Federal payment rate 
cases (that is, those LTCH PPS cases that 
meet the statutory criteria to be excluded 
from the site neutral payment rate). LTCH 
discharges that do not meet the patient-level 
criteria for exclusion are paid the site neutral 
payment rate, which we are calculating as the 
lower of the IPPS comparable per diem 
amount as determined under § 412.529(d)(4), 
reduced by 4.6 percent for FYs 2018 through 
2026, including any applicable outlier 
payments, or 100 percent of the estimated 
cost of the case as determined under existing 
§ 412.529(d)(2). In addition, when certain 
thresholds are met, LTCHs also receive HCO 
payments for both LTCH PPS standard 
Federal payment rate cases and site neutral 
payment rate cases that are paid at the IPPS 
comparable per diem amount. 

To understand the impact of the changes 
to the LTCH PPS payments for LTCH PPS 
standard Federal payment rate cases 
presented in this final rule on different 
categories of LTCHs for FY 2021, it is 
necessary to estimate payments per discharge 
for FY 2020 using the rates, factors, and the 
policies established in the FY 2020 IPPS/ 
LTCH PPS final rule and estimate payments 
per discharge for FY 2021 using the rates, 
factors, and the policies in this FY 2021 
IPPS/LTCH PPS final rule (as discussed in 
section VII. of the preamble of this final rule 
and section V. of the Addendum to this final 
rule). As discussed elsewhere in this final 

rule, these estimates are based on the best 
available LTCH claims data and other factors, 
such as the application of inflation factors to 
estimate costs for HCO cases in each year. 
The resulting analyses can then be used to 
compare how our policies applicable to 
LTCH PPS standard Federal payment rate 
cases affect different groups of LTCHs. 

For the following analysis, we group 
hospitals based on characteristics provided 
in the OSCAR data, cost report data in 
HCRIS, and PSF data. Hospital groups 
included the following: 

• Location: large urban/other urban/rural. 
• Participation date. 
• Ownership control. 
• Census region. 
• Bed size. 

c. Calculation of LTCH PPS Payments for 
LTCH PPS Standard Federal Payment Rate 
Cases 

For purposes of this impact analysis, to 
estimate the per discharge payment effects of 
our policies on payments for LTCH PPS 
standard Federal payment rate cases, we 
simulated FY 2020 and FY 2021 payments on 
a case-by-case basis using historical LTCH 
claims from the FY 2019 MedPAR files that 
met or would have met the criteria to be paid 
at the LTCH PPS standard Federal payment 
rate if the statutory patient-level criteria had 
been in effect at the time of discharge for all 
cases in the FY 2019 MedPAR files. For 
modeling FY 2020 LTCH PPS payments, we 
used the FY 2020 standard Federal payment 
rate of $42,677.64 (or $41,844.90 for LTCHs 
that failed to submit quality data as required 
under the requirements of the LTCH QRP). 
Similarly, for modeling payments based on 
the FY 2021 LTCH PPS standard Federal 
payment rate, we used the FY 2021 standard 
Federal payment rate of $43,755.34 (or 
$42,899.90 for LTCHs that failed to submit 
quality data as required under the 
requirements of the LTCH QRP). In each case, 
we applied the applicable adjustments for 
area wage levels and the COLA for LTCHs 
located in Alaska and Hawaii. Specifically, 
for modeling FY 2020 LTCH PPS payments, 
we used the current FY 2020 labor-related 
share (66.3 percent), the wage index values 
established in the Tables 12A and 12B listed 
in the Addendum to the FY 2020 IPPS/LTCH 
PPS final rule (which are available via the 
internet on the CMS website), the FY 2020 
HCO fixed-loss amount for LTCH PPS 
standard Federal payment rate cases of 
$26,778 (as reflected in the FY 2020 IPPS/ 
LTCH PPS final rule), and the FY 2020 COLA 
factors (shown in the table in section V.C. of 
the Addendum to that final rule) to adjust the 
FY 2020 nonlabor-related share (33.7 
percent) for LTCHs located in Alaska and 
Hawaii. Similarly, for modeling FY 2021 
LTCH PPS payments, we used the FY 2021 
LTCH PPS labor-related share (68.1 percent), 
the FY 2021 wage index values from Tables 
12A and 12B listed in section VI. of the 
Addendum to this final rule (which are 
available via the internet on the CMS 
website), the FY 2021 fixed-loss amount for 
LTCH PPS standard Federal payment rate 
cases of $27,195 (as discussed in section 
V.D.3. of the Addendum to this final rule), 

and the FY 2021 COLA factors (shown in the 
table in section V.C. of the Addendum to this 
final rule) to adjust the FY 2021 nonlabor- 
related share (31.9 percent) for LTCHs 
located in Alaska and Hawaii. We note that 
in modeling payments for HCO cases for 
LTCH PPS standard Federal payment rate 
cases, we applied an inflation factor of 2.0 
percent (determined by the Office of the 
Actuary) to update the FY 2019 costs of each 
case to FY 2020, and an inflation factor of 4.3 
percent (determined by the Office of the 
Actuary) to update the FY 2019 costs of each 
case to FY 2021. 

The impacts that follow reflect the 
estimated ‘‘losses’’ or ‘‘gains’’ among the 
various classifications of LTCHs from FY 
2020 to FY 2021 based on the payment rates 
and policy changes applicable to LTCH PPS 
standard Federal payment rate cases 
presented in this final rule. Table IV 
illustrates the estimated aggregate impact of 
the change in LTCH PPS payments for LTCH 
PPS standard Federal payment rate cases 
among various classifications of LTCHs. (As 
discussed previously, these impacts do not 
include LTCH PPS site neutral payment rate 
cases.) 

• The first column, LTCH Classification, 
identifies the type of LTCH. 

• The second column lists the number of 
LTCHs of each classification type. 

• The third column identifies the number 
of LTCH cases expected to meet the LTCH 
PPS standard Federal payment rate criteria. 

• The fourth column shows the estimated 
FY 2020 payment per discharge for LTCH 
cases expected to meet the LTCH PPS 
standard Federal payment rate criteria (as 
described previously). 

• The fifth column shows the estimated FY 
2021 payment per discharge for LTCH cases 
expected to meet the LTCH PPS standard 
Federal payment rate criteria (as described 
previously). 

• The sixth column shows the percentage 
change in estimated payments per discharge 
for LTCH cases expected to meet the LTCH 
PPS standard Federal payment rate criteria 
from FY 2020 to FY 2021 due to the annual 
update to the standard Federal rate (as 
discussed in section V.A.2. of the Addendum 
to this final rule). 

• The seventh column shows the 
percentage change in estimated payments per 
discharge for LTCH PPS standard Federal 
payment rate cases from FY 2020 to FY 2021 
for changes due to the changes to the area 
wage level adjustment (that is, the updated 
hospital wage data, labor-related share, and 
the to the geographic labor-market area 
designations, including the 5-percent cap 
transition policy), and the application of the 
corresponding budget neutrality factor (as 
discussed in section V.B.6. of the Addendum 
to this final rule). 

• The eighth column shows the percentage 
change in estimated payments per discharge 
for LTCH PPS standard Federal payment rate 
cases from FY 2020 (Column 4) to FY 2021 
(Column 5) for all changes. 
BILLING CODE 4120–01–P 
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BILLING CODE 4120–01–C 

d. Results 

Based on the FY 2019 LTCH cases (from 
363 LTCHs) that were used for the analyses 

in this final rule, we have prepared the 
following summary of the impact (as shown 
in Table IV) of the LTCH PPS payment rate 
and policy changes for LTCH PPS standard 

Federal payment rate cases presented in this 
final rule. The impact analysis in Table IV 
shows that estimated payments per discharge 
for LTCH PPS standard Federal payment rate 
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cases are projected to increase 2.2 percent, on 
average, for all LTCHs from FY 2020 to FY 
2021 as a result of the payment rate and 
policy changes applicable to LTCH PPS 
standard Federal payment rate cases 
presented in this final rule. This estimated 
2.2 percent increase in LTCH PPS payments 
per discharge was determined by comparing 
estimated FY 2021 LTCH PPS payments 
(using the final payment rates and factors 
discussed in this final rule) to estimated FY 
2020 LTCH PPS payments for LTCH 
discharges which will be LTCH PPS standard 
Federal payment rate cases if the dual rate 
LTCH PPS payment structure was or had 
been in effect at the time of the discharge (as 
described in section I.J.3. of this Appendix). 

As stated previously, we are updating the 
LTCH PPS standard Federal payment rate for 
FY 2021 by 2.3 percent. For LTCHs that fail 
to submit quality data under the 
requirements of the LTCH QRP, as required 
by section 1886(m)(5)(C) of the Act, a 2.0 
percentage point reduction is applied to the 
annual update to the LTCH PPS standard 
Federal payment rate. In addition, we are 
applying the incremental change in the one- 
time budget neutrality adjustment factor of 
0.991249 for the cost of eliminating the 25- 
percent threshold policy in FY 2021 as 
discussed in section VII.D. of the preamble of 
this final rule. Consistent with 
§ 412.523(d)(4), we also are applying a budget 
neutrality factor for changes to the area wage 
level adjustment of 1.0016837 (discussed in 
section V.B.6. of the Addendum to this final 
rule), based on the best available data at this 
time, to ensure that any changes to the area 
wage level adjustment will not result in any 
change (increase or decrease) in estimated 
aggregate LTCH PPS standard Federal 
payment rate payments. As we also 
explained earlier in this section, for most 
categories of LTCHs (as shown in Table IV, 
Column 6), the estimated payment increase 
due to the 2.3 percent annual update to the 
LTCH PPS standard Federal payment rate is 
projected to result in approximately a 2.3 
percent increase in estimated payments per 
discharge for LTCH PPS standard Federal 
payment rate cases for all LTCHs from FY 
2020 to FY 2021. We note our estimate of the 
changes in payments due to the update to the 
LTCH PPS standard Federal payment rate 
also reflects estimated payments for SSO 
cases that are paid using a methodology that 
is not entirely affected by the update to the 
LTCH PPS standard Federal payment rate. 
Consequently, for certain hospital categories, 
we estimate that payments to LTCH PPS 
standard Federal payment rate cases may 
differ slightly from 2.3 percent due to the 
annual update to the LTCH PPS standard 
Federal payment rate for FY 2021. 

(1) Location 

Based on the most recent available data, 
the vast majority of LTCHs are located in 
urban areas. Only approximately 5 percent of 
the LTCHs are identified as being located in 
a rural area, and approximately 4 percent of 
all LTCH PPS standard Federal payment rate 
cases are expected to be treated in these rural 
hospitals. The impact analysis presented in 
Table IV shows that the overall average 
percent increase in estimated payments per 
discharge for LTCH PPS standard Federal 

payment rate cases from FY 2020 to FY 2021 
for all hospitals is 2.2 percent. The projected 
increase for urban hospitals is 2.3 percent for 
urban hospitals, while the projected increase 
for rural hospitals is 1.7 percent. This smaller 
than average projected increase for rural 
LTCHs is primarily due to the changes to the 
area wage adjustment, including the changes 
to the labor market areas. 

(2) Participation Date 

LTCHs are grouped by participation date 
into four categories: (1) Before October 1983; 
(2) between October 1983 and September 
1993; (3) between October 1993 and 
September 2002; and (4) October 2002 and 
after. Based on the most recent available data, 
the categories of LTCHs with the largest 
expected percentage of LTCH PPS standard 
Federal payment rate cases (approximately 
41 percent and 43 percent, respectively) are 
in LTCHs that began participating in the 
Medicare program between October 1993 and 
September 2002 and after October 2002. 
These LTCHs are expected to both experience 
an increase in estimated payments per 
discharge for LTCH PPS standard Federal 
payment rate cases from FY 2020 to FY 2021 
of 2.2 percent. LTCHs that began 
participating in the Medicare program 
between October 1983 and September 1993 
are projected to experience the largest 
percent increase, 2.4 percent, in estimated 
payments per discharge for LTCH PPS 
standard Federal payment rate cases from FY 
2020 to FY 2021, as shown in Table IV. 
Approximately 3 percent of LTCHs began 
participating in the Medicare program before 
October 1983, and these LTCHs are projected 
to experience an average percent increase of 
2.2 percent in estimated payments per 
discharge for LTCH PPS standard Federal 
payment rate cases from FY 2020 to FY 2021 

(3) Ownership Control 

LTCHs are grouped into three categories 
based on ownership control type: Voluntary, 
proprietary, and government. Based on the 
most recent available data, approximately 17 
percent of LTCHs are identified as voluntary 
(Table IV). The majority (approximately 81 
percent) of LTCHs are identified as 
proprietary, while government owned and 
operated LTCHs represent approximately 3 
percent of LTCHs. Based on ownership type, 
voluntary and proprietary LTCHs are each 
expected to experience an increase of 2.3 
percent and 2.2 percent in payments to LTCH 
PPS standard Federal payment rate cases, 
respectively. Government owned and 
operated LTCHs, meanwhile, are expected to 
experience a 2.4 percent increase in 
payments to LTCH PPS standard Federal 
payment rate cases from FY 2020 to FY 2021. 

(4) Census Region 

Estimated payments per discharge for 
LTCH PPS standard Federal payment rate 
cases for FY 2021 are projected to increase 
across all census regions. LTCHs located in 
the Pacific region are projected to experience 
the largest increase at 2.9 percent. The 
remaining regions are projected to experience 
an increase in payments in the range of 1.8 
to 2.3 percent. These regional variations are 
primarily due to the changes to the area wage 
adjustment, including the changes to the 
labor market areas. 

(5) Bed Size 

LTCHs are grouped into six categories 
based on bed size: 0–24 beds; 25–49 beds; 
50–74 beds; 75–124 beds; 125–199 beds; and 
greater than 200 beds. We project that LTCHs 
with 0–24 beds will experience the smallest 
increase in payments for LTCH PPS standard 
Federal payment rate cases, 1.9 percent. 
LTCHs with 50–74 beds, 75–124 beds, 125– 
199 beds, and with 200 or more beds, will 
all experience the largest increase in 
payments for LTCH PPS standard Federal 
payment rate cases of 2.3 percent. LTCHs 
with 25–49 beds are projected to experience 
a 2.1 percent increase in payments. 

5. Effect on the Medicare Program 

As stated previously, we project that the 
provisions of this final rule will result in an 
increase in estimated aggregate LTCH PPS 
payments to LTCH PPS standard Federal 
payment rate cases in FY 2021 relative to FY 
2020 of approximately $74 million (or 
approximately 2.2 percent) for the 363 
LTCHs in our database. Although, as stated 
previously, the hospital-level impacts do not 
include LTCH PPS site neutral payment rate 
cases, we estimate that the provisions of this 
final rule will result in a decrease in 
estimated aggregate LTCH PPS payments to 
site neutral payment rate cases in FY 2021 
relative to FY 2020 of approximately $114 
million (or approximately ¥24 percent) for 
the 363 LTCHs in our database. (As noted 
previously, we estimate payments to site 
neutral payment rate cases in FY 2021 
represent approximately 10 percent of total 
estimated FY 2021 LTCH PPS payments.) 
Therefore, we project that the provisions of 
this final rule will result in a decrease in 
estimated aggregate LTCH PPS payments for 
all LTCH cases in FY 2021 relative to FY 
2020 of approximately $40 million (or 
approximately ¥1.1 percent) for the 363 
LTCHs in our database. 

6. Effect on Medicare Beneficiaries 

Under the LTCH PPS, hospitals receive 
payment based on the average resources 
consumed by patients for each diagnosis. We 
do not expect any changes in the quality of 
care or access to services for Medicare 
beneficiaries as a result of this final rule, but 
we continue to expect that paying 
prospectively for LTCH services will enhance 
the efficiency of the Medicare program. As 
discussed previously, we do not expect the 
continued implementation of the site neutral 
payment system to have a negative impact on 
access to or quality of care, as demonstrated 
in areas where there is little or no LTCH 
presence, general short-term acute care 
hospitals are effectively providing treatment 
for the same types of patients that are treated 
in LTCHs. 

K. Effects of Requirements for the Hospital 
Inpatient Quality Reporting (IQR) Program 

In section VIII.A. of the preamble of this 
final rule, we are finalizing our proposed 
requirements for hospitals to report quality 
data under the Hospital IQR Program in order 
to receive the full annual percentage increase 
for the FY 2022 payment determination and 
subsequent years. 

In this final rule, we are finalizing our 
proposed reporting, submission, and public 
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display requirements for eCQMs, including 
policies to: (1) Progressively increase the 
numbers of quarters of eCQM data reported, 
from one self-selected quarter of data to four 
quarters of data over a 3-year period, by 
requiring hospitals to report: (a) Two quarters 
of data for the CY 2021 reporting period/FY 
2023 payment determination for each of the 
four self-selected eCQMs; (b) three quarters of 
data for the CY 2022 reporting period/FY 
2024 payment determination for three self- 
selected eCQMs and the Safe Use of Opioids 
eCQM; and (c) four quarters of data beginning 
with the CY 2023 reporting period/FY 2025 
payment determination and for subsequent 
years, while continuing to allow hospitals to 
report: (i) Three self-selected eCQMs, and (ii) 
the Safe Use of Opioids eCQM; and (2) begin 
public display of eCQM data beginning with 
data reported by hospitals for the CY 2021 
reporting period and for subsequent years. 
The Hospital IQR Program eCQM-related 
proposals being finalized are in alignment 
with proposals that we are finalizing under 
the Promoting Interoperability Program. We 
are also finalizing our proposal to expand the 
requirement to use EHR technology certified 
to the 2015 Edition for submitting data on not 
only the previously finalized Hybrid 
Hospital-Wide Readmission measure, but all 
hybrid measures in the Hospital IQR 
Program. While we believe there would be no 
change to the information collection burden 
estimate due to public display of eCQM data, 
we acknowledge that there is other burden 
associated with this provision. For example, 
there is burden associated with the optional 
reviewing of hospital-specific reports during 
the public reporting preview. However, we 
believe this burden is nominal because 
hospitals already review these reports with 
respect to other types of measures for the 
Hospital IQR Program. 

We also are finalizing several proposed 
changes to streamline validation processes 
under the Hospital IQR Program. We will: (1) 
Require the use of electronic file submissions 
via a CMS-approved secure file transmission 
process and no longer allow the submission 
of paper copies of medical records or copies 
on digital portable media such as CD, DVD, 
or flash drive starting with validation 
affecting the FY 2024 payment 
determination; (2) combine the validation 
processes for chart-abstracted measures and 
eCQMs for validation affecting the FY 2024 
payment determination and subsequent years 
by: (a) Aligning data submission quarters; (b) 
combining hospital selection, including: (i) 
Reducing the pool of hospitals randomly 
selected for chart-abstracted measure 
validation; and (ii) integrating and applying 
targeting criteria for eCQM validation; (c) 
removing previous exclusion criteria; and (d) 
combining scoring processes by providing 
one combined validation score for the 
validation of chart-abstracted measures and 
eCQMs with the eCQM portion of the 
combined score weighted at zero; and (3) 
formalize the process for conducting 
educational reviews beginning with eCQM 
validation affecting the FY 2023 payment 
determination in alignment with current 
processes for providing feedback for chart- 
abstracted validation results. 

We estimate that the policies finalized in 
this final rule will result in an increase of 

6,533 hours (6,660¥67 hours) for 3,300 IPPS 
hospitals across a 4-year period from the CY 
2021 reporting period/FY 2023 payment 
determination through the CY 2024 reporting 
period/FY 2026 payment determination. The 
total cost increase associated with these 
policies is approximately $253,480 (6,533 
hours × $38.80) (which also reflects use of an 
updated hourly wage rate as previously 
discussed). We refer readers to section XI.B.7. 
of the preamble of this final rule (information 
collection requirements) for a detailed 
discussion of the calculations estimating the 
changes to the information collection burden 
for submitting data to the Hospital IQR 
Program. 

With regard to our finalized policy to 
combine the hospital selection process, 
including the reduction of the pool of 
hospitals randomly selected for chart- 
abstracted measure validation from 400 
hospitals to up to 200 hospitals, while we 
expect no change to the information 
collection burden for the Hospital IQR 
Program as discussed in section XI.B.7.b. of 
the preamble of this final rule because we 
directly reimburse hospitals for medical 
records, we believe there may be other cost 
savings beyond information collection 
burden due to 200 fewer hospitals being 
selected for Hospital IQR Program validation 
each year. 

Historically, 100 hospitals, on average, that 
participate in the Hospital IQR Program do 
not receive the full annual percentage 
increase in any fiscal year due to the failure 
to meet all requirements of this Program. We 
anticipate that the number of hospitals not 
receiving the full annual percentage increase 
will be approximately the same as in past 
years. 

A number of commenters expressed 
concern about an increase in burden related 
to our eCQM related proposals to increase the 
number of required reporting quarters for 
eCQM data and our proposal to begin 
publicly reporting eCQM data. 

We believe the long-term benefits 
associated with reporting a full year of 
electronic data will outweigh the burdens 
and that increasing the number of quarters 
for which hospitals are required to report 
eCQM data will produce more 
comprehensive and reliable quality 
information for patients and providers. We 
stated our intention in the FY 2018 IPPS/ 
LTCH PPS final rule to gradually transition 
toward more robust eCQM reporting (82 FR 
38356). We reiterated this stated goal to 
incrementally increase the use of EHR data 
for quality measurement in a subsequent 
final rule (84 FR 42502). We believe that 
taking an incremental approach to increasing 
eCQM reporting over a 3-year period will 
help to ease the burdens associated with 
reporting larger amounts of data and will 
provide hospitals and vendors with 
additional time to plan and sufficiently 
allocate resources for more robust eCQM 
reporting. We also believe the increase in 
reporting quarters does not represent a 
significant increase in burden beyond the 
existing requirement to report one quarter of 
eCQM data. Once the eCQM updates are 
implemented in hospital EHRs, reporting an 
additional quarter of data should not require 

the same level of effort as reporting one 
initial quarter of data because hospitals 
should not need to update the eCQM 
specifications each quarter. Thus, we do not 
expect hospitals to experience a significant 
amount of added burden reporting three 
additional quarters of data over a 3-year 
period. The data submission deadline for 
eCQM data under the Hospital IQR Program, 
regardless of how many quarters of data are 
required to be reported for a given calendar 
year, will continue to be the end of 2 months 
following the close of the respective calendar 
year. There is no additional information 
collection burden associated with our 
proposal to publically reporting eCQM data, 
however we acknowledge that there are other 
types of burden associated with this 
proposal. For example, there is burden 
associated with the optional reviewing of 
hospital-specific reports during the public 
reporting preview period; however, we 
believe this burden is nominal because 
hospitals already review these reports with 
respect to other types of measures for the 
Hospital IQR Program. 

We agree with the majority of commenters 
who expressed that the finalization of the 
validation proposals would be less 
burdensome overall. Combining and aligning 
the hospital pool for validation between the 
programs would reduce burden by 400 
hospitals per year starting with validation 
affecting the FY 2024 payment 
determination. This is supported by the 
majority of comments that we received in 
response to this proposal, which indicate that 
most hospitals believe that the combined 
process will be less burdensome. In addition, 
our proposal to reduce the overall number of 
hospitals selected for validation from 800 to 
up to 400, further reduces the overall 
validation burden. 

For a detailed discussion of comments we 
received on the information collection 
burden associated with the finalization of 
these proposals, please see section VIII.A.10 
of the preamble of this final rule. We believe 
the finalization of these proposals effectively 
balances the burdens associated with 
increased reporting of eCQM data and the 
benefits of providing that quality data to 
patients and consumers. 

L. Effects of Requirements for the PPS- 
Exempt Cancer Hospital Quality Reporting 
(PCHQR) Program 

In section VIII.B. of the preamble of this 
final rule, we finalize our proposed policies 
for the quality data reporting program for 
PPS-exempt cancer hospitals (PCHs), which 
we refer to as the PPS-exempt Cancer 
Hospital Quality Reporting (PCHQR) 
Program. The PCHQR Program is authorized 
under section 1866(k) of the Act, which was 
added by section 3005 of the Affordable Care 
Act. There is no financial impact to PCH 
Medicare reimbursement if a PCH does not 
submit data. 

In section VIII.B.4. of the preamble of this 
final rule, we adopt refined versions of two 
existing measures: The Catheter-Associated 
Urinary Tract Infection (CAUTI) Outcome 
Measure and the Central Line-Associated 
Bloodstream Infection (CLABSI) Outcome 
Measure, beginning with the FY 2023 
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program year. As explained in section XI.B.8. 
of the preamble of this final rule, we do not 
anticipate any change in burden hours on the 
PCHs associated with our finalized policy to 
refine the CAUTI and CLABSI measures 
beginning with the FY 2023 program year 
because there are no changes to the data 
submission requirements for CAUTI and 
CLABSI. 

We received no comments in response to 
the effects of requirements section 
specifically discussed above. 

M. Effects of Requirements for the Long-Term 
Care Hospital Quality Reporting Program 
(LTCH QRP) 

We did not propose any policies and, 
therefore, are not finalizing any policies in 
this final rule for the LTCH QRP. 

N. Effects of Proposed Requirements 
Regarding the Promoting Interoperability 
Programs 

In section VIII.D. of the preamble of this 
final rule, we finalize our proposed 
requirements for eligible hospitals and CAHs 
participating in the Medicare and Medicaid 
Promoting Interoperability Programs. 
Specifically, we are finalizing the following 
proposed changes for eligible hospitals and 
CAHs that attest to CMS under the Medicare 
Promoting Interoperability Program: (1) An 
EHR reporting period of a minimum of any 
continuous 90-day period in CY 2022 for new 
and returning participants (eligible hospitals 
and CAHs); (2) to maintain the Electronic 
Prescribing Objective’s Query of PDMP 
measure as optional and worth 5 bonus 
points in CY 2021; (3) to modify the name 
of the Support Electronic Referral Loops by 
Receiving and Incorporating Health 
Information measure; (4) to progressively 
increase the number of quarters for which 
hospitals are required to report eCQM data, 
from the current requirement of one self- 
selected calendar quarter of data, to four 
calendar quarters of data, over a 3-year 
period. Specifically, we will require: (a) 2 
self-selected calendar quarters of data for the 
CY 2021 reporting period; (b) 3 self-selected 
calendar quarters of data for the CY 2022 
reporting period; and (c) 4 calendar quarters 
of data beginning with the CY 2023 reporting 
period, where the submission period for the 
Medicare Promoting Interoperability Program 
will be the 2 months following the close of 
the respective calendar year; (5) to begin 
publicly reporting eCQM performance data 
beginning with the eCQM data reported by 
eligible hospitals and CAHs for the reporting 
period in CY 2021 on the Hospital Compare 
and/or data.medicare.gov websites or 
successor websites; (6) to correct errors and 
amend regulation text under 
§ 495.104(c)(5)(viii)(B) through (D) regarding 
transition factors under section 
1886(n)(2)(E)(i) for the incentive payments 
for Puerto Rico eligible hospitals; and (7) to 
correct errors and amend regulation text 
under § 495.20(e)(5)(iii) and (l)(11)(ii)(C)(1) 
for regulatory citations for the ONC 
certification criteria. We are amending our 
regulations as necessary to incorporate these 
changes. For the EHR reporting period in CY 
2021, the provisions summarized in this 
section are mainly continuations of existing 

policies. However, two updated instances of 
a previous miscalculation and an updated 
Bureau of Labor Statistics wage rate will 
result in both a minor reduction of program 
burden hours (¥44) as well as a small 
increase in total cost (+$24,024) for CY 2021. 

We did not receive individual comments in 
response to the numerical impacts 
specifically discussed above, therefore, we 
are finalizing our impacts as proposed 
without modification. For a complete, 
detailed discussion of comments we received 
on the Promoting Interoperability Program’s 
policy proposals, please see section VIII.D. of 
the preamble of this final rule. 

O. Alternatives Considered 

This final rule contains a range of policies. 
It also provides descriptions of the statutory 
provisions that are addressed, identifies the 
final policies, and presents rationales for our 
decisions and, where relevant, alternatives 
that were considered. 

1. Implementation of Revised Labor Market 
Area Delineations 

As discussed in section III.A.2. of the 
preamble of this final rule, the wage index is 
calculated and assigned to hospitals on the 
basis of the labor market area in which the 
hospital is located. Under section 
1886(d)(3)(E) of the Act, beginning with FY 
2005, we delineate hospital labor market 
areas based on OMB-established Core-Based 
Statistical Areas (CBSAs). Generally, OMB 
issues major revisions to statistical areas 
every 10 years, based on the results of the 
decennial census. However, OMB 
occasionally issues minor updates and 
revisions to statistical areas in the years 
between the decennial censuses through 
OMB Bulletins. On September 14, 2018, 
OMB issued OMB Bulletin No. 18–04. While 
OMB Bulletin No. 18–04 is not based on new 
census data, it includes some material 
changes to the OMB statistical area 
delineations. Specifically, under the revised 
OMB delineations, there are some new 
CBSAs, urban counties that become rural, 
rural counties that become urban, and 
existing CBSAs that are split apart. In 
addition, the revised OMB delineations will 
affect various hospital reclassifications, the 
out-migration adjustment (established by 
section 505 of Pub. L. 108–173), and 
treatment of hospitals located in certain rural 
counties (that is, ‘‘Lugar’’ hospitals) under 
section 1886(d)(8)(B) of the Act. 

We considered whether we should finalize 
the implementation of the revised OMB 
delineations as described in OMB Bulletin 
No. 18–04, beginning with the FY 2021 IPPS 
wage index, or whether we should wait to 
implement any further changes to the 
hospital labor market areas until OMB issues 
revisions to the statistical areas based on the 
results of the upcoming decennial census. 
We believe it is important for the IPPS to use 
updated labor market area delineations as 
soon as reasonably possible in order to 
maintain a more accurate and up-to-date 
payment system that reflects the reality of 
population shifts and labor market 
conditions. Furthermore, we believe that 
using the updated delineations in OMB 
Bulletin No. 18–04 will increase the integrity 
of the IPPS wage index system by creating a 

more accurate representation of geographic 
variations in wage levels. Therefore, we 
decided not to wait until OMB issues 
revisions to the statistical areas based on the 
results of the upcoming decennial census, 
but are finalizing the implementation of the 
revised OMB delineations as described in the 
September 14, 2018 OMB Bulletin No. 18–04, 
effective October 1, 2020 beginning with the 
FY 2021 IPPS wage index. We note that as 
described in section III.A.2.c. of the preamble 
of this final rule, we are finalizing a 
transition for hospitals that would see a 
decrease of more than 5 percent in their FY 
2021 wage index compared to their FY 2020 
wage index. 

2. Market-Based MS–DRG Relative Weight 
Estimation Data Collection and Change in 
Methodology for Calculating MS–DRG 
Relative Weights 

In section IV.P.2.c. of the preamble of this 
final rule, we are finalizing the adoption of 
a market-based methodology for estimating 
the MS–DRG relative weights beginning in 
FY 2024, based on the median payer-specific 
negotiated charge information we are 
finalizing to collect on the cost report. We are 
finalizing our data collection proposal with 
modification to only collect the median 
payer-specific negotiated charge by MS–DRG 
for payers that are MA organizations, rather 
than collecting both the median payer- 
specific negotiated charge by MS–DRG for 
payers that are MA organizations and for all 
third party payers, as proposed. The market- 
based rate information we are finalizing to 
collect on the Medicare cost report would be 
the median of the payer-specific negotiated 
charges by MS–DRG, as described previously, 
for a hospital’s MA organization payers. The 
payer-specific negotiated charges used by 
hospitals to calculate these medians would 
be the payer-specific negotiated charges for 
service packages that hospitals are required 
to make public under the requirements 
finalized in the Hospital Price Transparency 
final rule (84 FR 65524) that can be cross- 
walked to an MS–DRG. Hospitals would use 
the payer-specific negotiated charge data that 
they would be required to make public, as a 
result of the Hospital Price Transparency 
final rule, to then calculate the median payer- 
specific negotiated charges (as described 
further in section IV.P.2.c. of this final rule) 
to report on the Medicare cost report. We are 
not finalizing the collection of alternative 
market-based data, such as the median 
negotiated reimbursement amount, as 
initially discussed in section IV.P.2.c. of the 
proposed rule, or any refinements to the 
definition of median payer-specific 
negotiated charge. 

In section IV.P.2.d. of the preamble of this 
final rule, we also finalize the adoption of a 
new market-based methodology for 
estimating the MS–DRG relative weights, 
beginning in FY 2024. This market-based 
methodology is based on the median payer- 
specific negotiated charge information 
collected on the Medicare cost report. In the 
proposed rule we considered alternatives to 
this approach, such as the use of the median 
payer-specific negotiated charge for all third- 
party payers (instead of the median payer- 
specific negotiated charge for all MA 
organizations), other alternative collections 
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of payer-specific negotiated charges, or other 
market-based information such as a median 
negotiated reimbursement amount that a 
hospital negotiates with its MA organizations 
or third party payers (as described further in 
section IV.P.2.c of the preamble of the 
proposed rule), within the MS–DRG relative 
weight methodology. 

We stated in the proposed rule that the 
same MS–DRG relative weight calculation 
described in section IV.P.2.d. would be used 
if we finalized an alternative to the median 
payer-specific negotiated charge information 
that we proposed to collect on the Medicare 
cost report, as further described in that 
section. We are not finalizing at this time a 
transition period to this market-based MS– 
DRG relative weight methodology, but did 
consider this, and will continue to consider 
this for future rulemaking prior to the FY 
2024 effective date. We remain open to 
adjusting any finalized policy, through future 
rulemaking, prior to the FY 2024 effective 
date. 

P. Reducing Regulation and Controlling 
Regulatory Costs 

Executive Order 13771, titled Reducing 
Regulation and Controlling Regulatory Costs, 
was issued on January 30, 2017. This final 
rule is considered to be an E.O. 13771 
regulatory action. 

Q. Overall Conclusion 

1. Acute Care Hospitals 

Acute care hospitals are estimated to 
experience an increase of approximately 
$3.528 billion in FY 2021, including 
operating, capital, and new technology 
changes as modeled for this final rule. The 
estimated change in operating payments is 
approximately $3.022 billion (discussed in 
section I.G. and I.H. of this Appendix). The 
estimated change in capital payments is 
approximately $0.027 billion (discussed in 
section I.I. of this Appendix). The estimated 
change in new technology add-on payments 
is approximately $0.479 billion as discussed 
in section I.H. of this Appendix. The change 
in new technology add-on payments reflects 
the net impact of new, continuing, and 
expiring current new technology add on 
payments. Total may differ from the sum of 
the components due to rounding. 

Table I. of section I.G. of this Appendix 
also demonstrates the estimated 
redistributional impacts of the IPPS budget 
neutrality requirements for the final MS–DRG 
and wage index changes, and for the wage 
index reclassifications under the MGCRB. 

We estimate that hospitals would 
experience a 0.2 percent increase in capital 
payments per case, as shown in Table III. of 
section I.I. of this Appendix. We project that 
there would be a $27 million increase in 
capital payments in FY 2021 compared to FY 
2020. 

The discussions presented in the previous 
pages, in combination with the remainder of 
this final rule, constitute a regulatory impact 
analysis. 

2. LTCHs 

Overall, LTCHs are projected to experience 
a decrease in estimated payments in FY 2021. 
In the impact analysis, we are using the final 
rates, factors, and policies presented in this 
final rule based on the best available claims 
and CCR data to estimate the change in 
payments under the LTCH PPS for FY 2021. 
Accordingly, based on the best available data 
for the 363 LTCHs in our database, we 
estimate that overall FY 2021 LTCH PPS 
payments will decrease approximately $40 
million relative to FY 2020 primarily as a 
result of the end of the statutory transition 
period for site neutral payment rate cases. 

R. Regulatory Review Costs 

If regulations impose administrative costs 
on private entities, such as the time needed 
to read and interpret a rule, we should 
estimate the cost associated with regulatory 
review. In the FY 2021 IPPS/LTCH PPS 
proposed rule, due to the uncertainty 
involved with accurately quantifying the 
number of entities that would review the 
proposed rule, we assumed that the total 
number of timely pieces of correspondence 
on last year’s proposed rule will be the 
number of reviewers of this proposed rule. 
We acknowledge that this assumption may 
understate or overstate the costs of reviewing 
the rule. It is possible that not all 
commenters reviewed last year’s rule in 
detail, and it is also possible that some 
reviewers chose not to comment on the 
proposed rule. For those reasons, and 
consistent with our approach in previous 
rulemakings (82 FR 38585; 83 FR 41777), we 
believe that the number of past commenters 
would be a fair estimate of the number of 
reviewers of the rule. We welcomed any 
public comments on the approach in 
estimating the number of entities that will 
review this final rule. We did not receive any 
public comments specific to our solicitation. 

We also recognize that different types of 
entities are in many cases affected by 
mutually exclusive sections of the rule. 

Therefore, for the purposes of our estimate, 
and consistent with our approach in previous 
rulemaking (82 FR 38585; 83 FR 41777), we 
assume that each reviewer read 
approximately 50 percent of the rule. In the 
proposed rule, we welcomed public 
comments on this assumption. We did not 
receive any public comments specific to our 
solicitation. 

We have used the number of timely pieces 
of correspondence on the FY 2021 IPPS/ 
LTCH PPS proposed rule as our estimate for 
the number of reviewers of the final rule. We 
continue to acknowledge the uncertainty 
involved with using this number, but we 
believe it is a fair estimate due to the variety 
of entities affected and the likelihood that 
some of them choose to rely (in full or in 
part) on press releases, newsletters, fact 
sheets, or other sources rather than the 
comprehensive review of preamble and 
regulatory text. Using the wage information 
from the BLS for medical and health service 
managers (Code 11–9111), we estimate that 
the cost of reviewing this rule is $110.74 per 
hour, including overhead and fringe benefits 
https://www.bls.gov/oes/current/oes_nat.htm. 
Assuming an average reading speed, we 
estimate that it would take approximately 
25.94 hours for the staff to review half of this 
proposed or final rule. For each entity that 
reviews the rule, the estimated cost is $2,873 
(25.94 hours × $110.74). Therefore, we 
estimate that the total cost of reviewing this 
regulation is $2,476,579 ($2,873 × 862). 

II. Accounting Statements and Tables 

A. Acute Care Hospitals 

As required by OMB Circular A–4 
(available at https://
obamawhitehouse.archives.gov/omb/ 
circulars_a-004_a-4/ and https://
georgewbush-whitehouse.archives.gov/omb/ 
circulars/a004/a-4.html), in Table V. of this 
Appendix, we have prepared an accounting 
statement showing the classification of the 
expenditures associated with the provisions 
of this final rule as they relate to acute care 
hospitals. This table provides our best 
estimate of the change in Medicare payments 
to providers as a result of the final changes 
to the IPPS presented in this final rule. All 
expenditures are classified as transfers to 
Medicare providers. 

As shown in Table V. of this Appendix, the 
net costs to the Federal Government 
associated with the policies adopted in this 
final rule are estimated at $3.528 billion. 

B. LTCHs 
As discussed in section I.J. of this 

Appendix, the impact analysis of the final 

payment rates and factors presented in this 
final rule under the LTCH PPS is projected 
to result in a decrease in estimated aggregate 

LTCH PPS payments in FY 2021 relative to 
FY 2020 of approximately $40 million based 
on the data for 363 LTCHs in our database 
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that are subject to payment under the LTCH 
PPS. Therefore, as required by OMB Circular 
A–4 (available at: https://
obamawhitehouse.archives.gov/omb/ 
circulars_a004_a-4/ and https://georgewbush- 
whitehouse.archives.gov/omb/circulars/ 
a004/a-4.html), in Table VI. of this 
Appendix, we have prepared an accounting 

statement showing the classification of the 
expenditures associated with the provisions 
of this final rule as they relate to the changes 
to the LTCH PPS. Table VI. of this Appendix 
provides our best estimate of the estimated 
change in Medicare payments under the 
LTCH PPS as a result of the final payment 
rates and factors and other provisions 

presented in this final rule based on the data 
for the 363 LTCHs in our database. All 
expenditures are classified as transfers to 
Medicare providers (that is, LTCHs). 

As shown in Table VI. of this Appendix, 
the net cost to the Federal Government 
associated with the policies for LTCHs in this 
final rule are estimated at ¥$40 million. 

III. Regulatory Flexibility Act (RFA) 
Analysis 

The RFA requires agencies to analyze 
options for regulatory relief of small entities. 
For purposes of the RFA, small entities 
include small businesses, nonprofit 
organizations, and small government 
jurisdictions. We estimate that most hospitals 
and most other providers and suppliers are 
small entities as that term is used in the RFA. 
The great majority of hospitals and most 
other health care providers and suppliers are 
small entities, either by being nonprofit 
organizations or by meeting the SBA 
definition of a small business (having 
revenues of less than $7.5 million to $38.5 
million in any 1 year). (For details on the 
latest standards for health care providers, we 
refer readers to page 36 of the Table of Small 
Business Size Standards for NAIC 622 found 
on the SBA website at: http://www.sba.gov/ 
sites/default/files/files/Size_Standards_
Table.pdf.) 

For purposes of the RFA, all hospitals and 
other providers and suppliers are considered 
to be small entities. Individuals and States 
are not included in the definition of a small 
entity. We believe that the provisions of this 
final rule relating to acute care hospitals will 
have a significant impact on small entities as 
explained in this Appendix. For example, 
because all hospitals are considered to be 
small entities for purposes of the RFA, the 
hospital impacts described in this final rule 
are impacts on small entities. For example, 
we refer readers to ‘‘Table I.—Impact 
Analysis of Changes to the IPPS for Operating 
Costs for FY 2021.’’ Because we lack data on 
individual hospital receipts, we cannot 
determine the number of small proprietary 
LTCHs. Therefore, we are assuming that all 
LTCHs are considered small entities for the 
purpose of the analysis in section I.J. of this 
Appendix. MACs are not considered to be 
small entities because they do not meet the 
SBA definition of a small business. Because 
we acknowledge that many of the affected 
entities are small entities, the analysis 
discussed throughout the preamble of this 
final rule constitutes our regulatory 
flexibility analysis. This final rule contains a 
range of policies. It provides descriptions of 
the statutory provisions that are addressed, 
identifies the policies, and presents 

rationales for our decisions and, where 
relevant, alternatives that were considered. 

For purposes of the RFA, as stated 
previously, all hospitals and other providers 
and suppliers are considered to be small 
entities. We estimate the provisions of this 
final rule would result in an estimated $3.528 
billion increase in FY 2021 payments to IPPS 
hospitals, primarily driven by the applicable 
percentage increase to the IPPS rates in 
conjunction with other payment changes 
including uncompensated care payments, 
capital payments, and new technology add- 
on payments, as discussed in section I.B. of 
this Appendix. As discussed in section I.J. of 
this Appendix, the impact analysis of the 
payment rates and factors presented in this 
final rule under the LTCH PPS is projected 
to result in a decrease in estimated aggregate 
LTCH PPS payments in FY 2021 relative to 
FY 2020 of approximately $40 million. We 
solicited public comments on our estimates 
and analysis of the impact of our proposals 
on those small entities. Any public 
comments that we received and our 
responses are presented throughout this final 
rule. 

IV. Impact on Small Rural Hospitals 

Section 1102(b) of the Act requires us to 
prepare a regulatory impact analysis for any 
proposed or final rule that may have a 
significant impact on the operations of a 
substantial number of small rural hospitals. 
This analysis must conform to the provisions 
of section 604 of the RFA. With the exception 
of hospitals located in certain New England 
counties, for purposes of section 1102(b) of 
the Act, we define a small rural hospital as 
a hospital that is located outside of an urban 
area and has fewer than 100 beds. Section 
601(g) of the Social Security Amendments of 
1983 (Pub. L. 98–21) designated hospitals in 
certain New England counties as belonging to 
the adjacent urban area. Thus, for purposes 
of the IPPS and the LTCH PPS, we continue 
to classify these hospitals as urban hospitals. 
(As shown in Table I. in section I.G. of this 
Appendix, rural IPPS hospitals with 0–49 
beds and 50–99 beds are expected to 
experience an increase in payments from FY 
2020 to FY 2021 of 2.0 percent and 2.1 
percent, respectively. We refer readers to 
Table I. in section I.G. of this Appendix for 
additional information on the quantitative 

effects of the final policy changes under the 
IPPS for operating costs.) 

V. Unfunded Mandates Reform Act (UMRA) 
Analysis 

Section 202 of the Unfunded Mandates 
Reform Act of 1995 (Pub. L. 104–4) also 
requires that agencies assess anticipated costs 
and benefits before issuing any rule whose 
mandates require spending in any 1 year of 
$100 million in 1995 dollars, updated 
annually for inflation. In 2020, that threshold 
level is approximately $156 million. This 
final rule would not mandate any 
requirements for State, local, or tribal 
governments, nor would it affect private 
sector costs. 

VI. Executive Order 13175 

Executive Order 13175 directs agencies to 
consult with Tribal officials prior to the 
formal promulgation of regulations having 
tribal implications. Section 1880(a) of the Act 
states that a hospital of the Indian Health 
Service, whether operated by such Service or 
by an Indian tribe or tribal organization, is 
eligible for Medicare payments so long as it 
meets all of the conditions and requirements 
for such payments which are applicable 
generally to hospitals. Consistent with 
section 1880(a) of the Act, this final rule 
contains general provisions also applicable to 
hospitals and facilities operated by the 
Indian Health Service or Tribes or Tribal 
organizations under the Indian Self- 
Determination and Education Assistance Act. 

As discussed in section IV.G.4 of the 
preamble of this final rule, CMS sought 
comment in the proposed rule on a potential 
restructuring of the Medicare DSH and 
uncompensated care payments specific to 
IHS and Tribal hospitals beginning in FY 
2022. Consistent with Executive Order 
13175, we continue to engage in consultation 
with Tribal officials on this issue. We intend 
to use input received from these 
consultations with Tribal officials, as well as 
the comments on the proposed rule, to 
inform future rulemaking. 

VII. Executive Order 12866 

In accordance with the provisions of 
Executive Order 12866, the Executive Office 
of Management and Budget reviewed this 
final rule. 
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Appendix B: Recommendation of 
Update Factors for Operating Cost 
Rates of Payment for Inpatient Hospital 
Services 

I. Background 
Section 1886(e)(4)(A) of the Act requires 

that the Secretary, taking into consideration 
the recommendations of MedPAC, 
recommend update factors for inpatient 
hospital services for each fiscal year that take 
into account the amounts necessary for the 
efficient and effective delivery of medically 
appropriate and necessary care of high 
quality. Under section 1886(e)(5) of the Act, 
we are required to publish update factors 
recommended by the Secretary in the 
proposed and final IPPS rules. Accordingly, 
this Appendix provides the 
recommendations for the update factors for 
the IPPS national standardized amount, the 
hospital-specific rate for SCHs and MDHs, 
and the rate-of-increase limits for certain 
hospitals excluded from the IPPS, as well as 
LTCHs. In prior years, we made a 
recommendation in the IPPS proposed rule 
and final rule for the update factors for the 
payment rates for IRFs and IPFs. However, 
for FY 2021, consistent with our approach for 
FY 2020, we are including the Secretary’s 
recommendation for the update factors for 
IRFs and IPFs in separate Federal Register 
documents at the time that we announce the 
annual updates for IRFs and IPFs. We also 
discuss our response to MedPAC’s 
recommended update factors for inpatient 
hospital services. 

II. Inpatient Hospital Update for FY 2021 

A. FY 2021 Inpatient Hospital Update 

As discussed in section IV.B. of the 
preamble to this final rule, for FY 2021, 
consistent with section 1886(b)(3)(B) of the 
Act, as amended by sections 3401(a) and 
10319(a) of the Affordable Care Act, we are 
setting the applicable percentage increase by 

applying the following adjustments in the 
following sequence. Specifically, the 
applicable percentage increase under the 
IPPS is equal to the rate-of-increase in the 
hospital market basket for IPPS hospitals in 
all areas, subject to a reduction of one-quarter 
of the applicable percentage increase (prior to 
the application of other statutory 
adjustments; also referred to as the market 
basket update or rate-of-increase (with no 
adjustments)) for hospitals that fail to submit 
quality information under rules established 
by the Secretary in accordance with section 
1886(b)(3)(B)(viii) of the Act and a reduction 
of three-quarters of the applicable percentage 
increase (prior to the application of other 
statutory adjustments; also referred to as the 
market basket update or rate-of-increase 
(with no adjustments)) for hospitals not 
considered to be meaningful electronic 
health record (EHR) users in accordance with 
section 1886(b)(3)(B)(ix) of the Act, and then 
subject to an adjustment based on changes in 
economy-wide productivity (the multifactor 
productivity (MFP) adjustment). Section 
1886(b)(3)(B)(xi) of the Act, as added by 
section 3401(a) of the Affordable Care Act, 
states that application of the MFP adjustment 
may result in the applicable percentage 
increase being less than zero. (We note that 
section 1886(b)(3)(B)(xii) of the Act required 
an additional reduction each year only for 
FYs 2010 through 2019.) 

We note that, in compliance with section 
404 of the MMA, in the FY 2018 IPPS/LTCH 
PPS final rule (82 FR 38158 through 38175), 
we replaced the FY 2010-based IPPS 
operating and capital market baskets with the 
rebased and revised 2014-based IPPS 
operating and capital market baskets effective 
beginning in FY 2018. 

In the FY 2021 IPPS/LTCH PPS proposed 
rule, in accordance with section 1886(b)(3)(B) 
of the Act, we proposed to base the proposed 
FY 2021 market basket update used to 
determine the applicable percentage increase 
for the IPPS on IGI’s fourth quarter 2019 

forecast of the 2014-based IPPS market basket 
rate-of-increase with historical data through 
third quarter 2019, which was estimated to 
be 3.0 percent. In accordance with section 
1886(b)(3)(B) of the Act, as amended by 
section 3401(a) of the Affordable Care Act, in 
section IV.B. of the preamble of the FY 2021 
IPPS/LTCH PPS proposed rule, based on 
IGI’s fourth quarter 2019 forecast, we 
proposed a MFP adjustment of 0.4 percentage 
point for FY 2021. We also proposed that if 
more recent data subsequently became 
available, we would use such data, if 
appropriate, to determine the FY 2021 market 
basket update and MFP adjustment for the 
final rule. 

In the FY 2021 IPPS/LTCH PPS proposed 
rule, based on IGI’s fourth quarter 2019 
forecast of the 2014-based IPPS market basket 
and the MFP adjustment, depending on 
whether a hospital submits quality data 
under the rules established in accordance 
with section 1886(b)(3)(B)(viii) of the Act 
(hereafter referred to as a hospital that 
submits quality data) and is a meaningful 
EHR user under section 1886(b)(3)(B)(ix) of 
the Act (hereafter referred to as a hospital 
that is a meaningful EHR user), we presented 
four possible applicable percentage increases 
that could be applied to the standardized 
amount. 

In accordance with section 1886(b)(3)(B) of 
the Act, as amended by section 3401(a) of the 
Affordable Care Act, we are establishing the 
applicable percentages increase for the FY 
2021 updates based on IGI’s second quarter 
2020 forecast of the 2014-based IPPS market 
basket of 2.4 percent and the MFP adjustment 
of 0.0 percentage point, as discussed in 
section IV.B., depending on whether a 
hospital submits quality data under the rules 
established in accordance with section 
1886(b)(3)(B)(viii) of the Act and is a 
meaningful EHR user under section 
1886(b)(3)(B)(ix) of the Act, as shown in the 
table in this section. 

B. Update for SCHs and MDHs for FY 2021 

Section 1886(b)(3)(B)(iv) of the Act 
provides that the FY 2021 applicable 
percentage increase in the hospital-specific 
rate for SCHs and MDHs equals the 
applicable percentage increase set forth in 
section 1886(b)(3)(B)(i) of the Act (that is, the 
same update factor as for all other hospitals 
subject to the IPPS). Under current law, the 

MDH program is effective for discharges 
through September 30, 2022, as discussed in 
the FY 2019 IPPS/LTCH PPS final rule (83 FR 
41429 through 41430). 

As previously stated, the update to the 
hospital specific rate for SCHs and MDHs is 
subject to section 1886(b)(3)(B)(i) of the Act, 
as amended by sections 3401(a) and 10319(a) 
of the Affordable Care Act. Accordingly, 

depending on whether a hospital submits 
quality data and is a meaningful EHR user, 
we are establishing the same four possible 
applicable percentage increases in the 
previous table for the hospital-specific rate 
applicable to SCHs and MDHs. 
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C. FY 2021 Puerto Rico Hospital Update 

As discussed in the FY 2017 IPPS/LTCH 
PPS final rule (81 FR 56939), prior to January 
1, 2016, Puerto Rico hospitals were paid 
based on 75 percent of the national 
standardized amount and 25 percent of the 
Puerto Rico-specific standardized amount. 
Section 601 of Public Law 114–113 amended 
section 1886(d)(9)(E) of the Act to specify 
that the payment calculation with respect to 
operating costs of inpatient hospital services 
of a subsection (d) Puerto Rico hospital for 
inpatient hospital discharges on or after 
January 1, 2016, shall use 100 percent of the 
national standardized amount. Because 
Puerto Rico hospitals are no longer paid with 
a Puerto Rico-specific standardized amount 
under the amendments to section 
1886(d)(9)(E) of the Act, there is no longer a 
need for us to make an update to the Puerto 
Rico standardized amount. Hospitals in 
Puerto Rico are now paid 100 percent of the 
national standardized amount and, therefore, 
are subject to the same update to the national 
standardized amount discussed under 
section IV.B.1. of the preamble of this final 
rule. Accordingly, for FY 2021, we are 
establishing an applicable percentage 
increase of 2.4 percent to the standardized 
amount for hospitals located in Puerto Rico. 

D. Update for Hospitals Excluded From the 
IPPS for FY 2021 

Section 1886(b)(3)(B)(ii) of the Act is used 
for purposes of determining the percentage 
increase in the rate-of-increase limits for 
children’s hospitals, cancer hospitals, and 
hospitals located outside the 50 States, the 
District of Columbia, and Puerto Rico (that is, 
short-term acute care hospitals located in the 
U.S. Virgin Islands, Guam, the Northern 
Mariana Islands, and America Samoa). 
Section 1886(b)(3)(B)(ii) of the Act sets the 
percentage increase in the rate-of-increase 
limits equal to the market basket percentage 
increase. In accordance with § 403.752(a) of 
the regulations, RNHCIs are paid under the 
provisions of § 413.40, which also use section 
1886(b)(3)(B)(ii) of the Act to update the 
percentage increase in the rate-of-increase 
limits. 

Currently, children’s hospitals, PPS- 
excluded cancer hospitals, RNHCIs, and 
short-term acute care hospitals located in the 
U.S. Virgin Islands, Guam, the Northern 
Mariana Islands, and American Samoa are 
among the remaining types of hospitals still 
paid under the reasonable cost methodology, 
subject to the rate-of-increase limits. In 
addition, in accordance with § 412.526(c)(3) 
of the regulations, extended neoplastic 
disease care hospitals (described in 
§ 412.22(i) of the regulations) also are subject 
to the rate-of-increase limits. As discussed in 
section VI. of the preamble of this final rule, 
in the FY 2018 IPPS/LTCH PPS final rule, we 
finalized the use of the percentage increase 
in the 2014-based IPPS operating market 
basket to update the target amounts for 
children’s hospitals, PPS-excluded cancer 
hospitals, RNHCIs, and short-term acute care 
hospitals located in the U.S. Virgin Islands, 
Guam, the Northern Mariana Islands, and 
American Samoa for FY 2018 and subsequent 
fiscal years. In addition, as discussed in 
section IV.B. of the preamble of this final 

rule, the update to the target amount for 
extended neoplastic disease care hospitals for 
FY 2021 is the percentage increase in the 
2014-based IPPS operating market basket. 
Accordingly, for FY 2021, the rate-of-increase 
percentage to be applied to the target amount 
for these children’s hospitals, cancer 
hospitals, RNHCIs, extended neoplastic 
disease care hospitals, and short-term acute 
care hospitals located in the U.S. Virgin 
Islands, Guam, the Northern Mariana Islands, 
and American Samoa is the FY 2021 
percentage increase in the 2014-based IPPS 
operating market basket. For this final rule, 
the current estimate of the IPPS operating 
market basket percentage increase for FY 
2021 is 2.4 percent. 

E. Update for LTCHs for FY 2021 

Section 123 of Public Law 106–113, as 
amended by section 307(b) of Public Law 
106–554 (and codified at section 1886(m)(1) 
of the Act), provides the statutory authority 
for updating payment rates under the LTCH 
PPS. 

As discussed in section V.A. of the 
Addendum to this final rule, we are 
establishing an update to the LTCH PPS 
standard Federal payment rate for FY 2021 of 
2.3 percent, consistent with section 
1886(m)(3) of the Act which provides that 
any annual update be reduced by the 
productivity adjustment of 0.0 percentage 
point described in section 
1886(b)(3)(B)(xi)(II) of the Act (that is, the 
MFP adjustment). Furthermore, in 
accordance with the LTCHQR Program under 
section 1886(m)(5) of the Act, we are 
reducing the annual update to the LTCH PPS 
standard Federal rate by 2.0 percentage 
points for failure of a LTCH to submit the 
required quality data. Accordingly, we are 
establishing an update factor of 1.023 in 
determining the LTCH PPS standard Federal 
rate for FY 2021. For LTCHs that fail to 
submit quality data for FY 2021, we are 
establishing an annual update to the LTCH 
PPS standard Federal rate of 0.3 percent (that 
is, the annual update for FY 2021 of 2.3 
percent less 2.0 percentage points for failure 
to submit the required quality data in 
accordance with section 1886(m)(5)(C) of the 
Act and our rules) by applying a update 
factor of 1.003 in determining the LTCH PPS 
standard Federal rate for FY 2021. (We note 
that, as discussed in section VII.D. of the 
preamble of this final rule, the update to the 
LTCH PPS standard Federal payment rate of 
2.3 percent for FY 2021 does not reflect any 
budget neutrality factors). 

III. Secretary’s Recommendations 

MedPAC is recommending an inpatient 
hospital update of 2.0 percent. MedPAC’s 
rationale for this update recommendation is 
described in more detail in this section. As 
previously stated, section 1886(e)(4)(A) of the 
Act requires that the Secretary, taking into 
consideration the recommendations of 
MedPAC, recommend update factors for 
inpatient hospital services for each fiscal year 
that take into account the amounts necessary 
for the efficient and effective delivery of 
medically appropriate and necessary care of 
high quality. Consistent with current law, 
depending on whether a hospital submits 

quality data and is a meaningful EHR user, 
we are recommending the four applicable 
percentage increases to the standardized 
amount listed in the table under section II. 
of this Appendix B. We are recommending 
that the same applicable percentage increases 
apply to SCHs and MDHs. 

In addition to making a recommendation 
for IPPS hospitals, in accordance with 
section 1886(e)(4)(A) of the Act, we are 
recommending update factors for certain 
other types of hospitals excluded from the 
IPPS. Consistent with our policies for these 
facilities, we are recommending an update to 
the target amounts for children’s hospitals, 
cancer hospitals, RNHCIs, short-term acute 
care hospitals located in the U.S. Virgin 
Islands, Guam, the Northern Mariana Islands, 
and American Samoa and extended 
neoplastic disease care hospitals of 2.4 
percent. 

For FY 2021, consistent with policy set 
forth in section VII. of the preamble of this 
final rule, for LTCHs that submit quality data, 
we are recommending an update of 2.3 
percent to the LTCH PPS standard Federal 
rate. For LTCHs that fail to submit quality 
data for FY 2021, we are recommending an 
annual update to the LTCH PPS standard 
Federal rate of 0.3 percent. 

IV. MedPAC Recommendation for Assessing 
Payment Adequacy and Updating Payments 
in Traditional Medicare 

In its March 2020 Report to Congress, 
MedPAC assessed the adequacy of current 
payments and costs, and the relationship 
between payments and an appropriate cost 
base. MedPAC recommended an update to 
the hospital inpatient rates by 2 percent with 
the difference between this and the update 
amount specified in current law to be used 
to increase payments under MedPAC’s 
Medicare quality program, the ‘‘Hospital 
Value Incentive Program (HVIP).’’ MedPAC 
stated that together, these recommendations, 
paired with the recommendation to eliminate 
the current hospital quality program 
incentives, would increase hospital payments 
by increasing the base payment rate and by 
increasing the average rewards hospitals 
receive under MedPAC’s Medicare HVIP. We 
refer readers to the March 2020 MedPAC 
report, which is available for download at 
www.medpac.gov, for a complete discussion 
on these recommendations. 

Response: With regard to MedPAC’s 
recommendation of an update to the hospital 
inpatient rates equal to 2 percent, with the 
remainder of the applicable percentage 
increase specified in current law to be used 
to fund its recommended Medicare HVIP, 
section 1886(b)(3)(B) of the Act sets the 
requirements for the FY 2021 applicable 
percentage increase. Therefore, consistent 
with the statute, we are establishing an 
applicable percentage increase for FY 2021 of 
2.4 percent, provided the hospital submits 
quality data and is a meaningful EHR user 
consistent with these statutory requirements. 
Furthermore, we appreciate MedPAC’s 
recommendation concerning a new HVIP. We 
agree that continual improvement motivated 
by quality programs is an important incentive 
of the IPPS. 

We note that, because the operating and 
capital payments in the IPPS remain 
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separate, we are continuing to use separate 
updates for operating and capital payments 

in the IPPS. The update to the capital rate is discussed in section III. of the Addendum to 
this final rule. 

[FR Doc. 2020–19637 Filed 9–2–20; 4:15 pm] 
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FEDERAL COMMUNICATIONS 
COMMISSION 

47 CFR Part 64 

[PS Docket No. 20–187; FCC 20–97; FRS 
16961] 

Review of Rules and Requirements for 
Priority Services 

AGENCY: Federal Communications 
Commission. 
ACTION: Proposed rule. 

SUMMARY: In this document, the 
Commission seeks to modernize the 
Commission’s rules for the priority 
services programs by removing outdated 
requirements that may impede the use 
of internet Protocol-based technologies. 
It proposes to amend the Commission’s 
rules to reflect the current 
administrative responsibilities for the 
priority services programs, while 
eliminating burdensome administrative 
requirements that are no longer needed. 
It also responds to two Petitions for 
Rulemaking from the National 
Telecommunications and Information 
Administration, on behalf of the 
Department of Homeland Security, 
requesting the Commission update its 
priority services rules. 
DATES: Interested parties may file 
comments on or before October 19, 
2020, and reply comments on or before 
November 17, 2020. 
ADDRESSES: You may submit comments, 
identified by PS Docket No. 20–187, by 
any of the following methods: 

• Federal Communications 
Commission’s Website: http:// 
apps.fcc.gov/ecfs/. Follow the 
instructions for submitting comments. 

• People with Disabilities: Contact the 
FCC to request reasonable 
accommodations (accessible format 
documents, sign language interpreters, 
CART, etc.) by email: FCC504@fcc.gov 
or phone: 202–418–0530 or TTY: 202– 
418–0432. 

For detailed instructions for 
submitting comments and additional 
information on the rulemaking process, 
see the SUPPLEMENTARY INFORMATION 
section of this document. 
FOR FURTHER INFORMATION CONTACT: For 
additional information on this 
proceeding, contact Chris Smeenk, 
Attorney Advisor, Operations and 
Emergency Management Division, 
Public Safety and Homeland Security 
Bureau, at (202) 418–1630 or 
Chris.Smeenk@fcc.gov. 
SUPPLEMENTARY INFORMATION: This is 
summary of the Commission’s Notice of 
Proposed Rulemaking (NPRM), PS 
Docket No. 20–187; FCC 20–97, adopted 

on July 16, 2020, and released on July 
17, 2020. The full text of this document 
is available at https://docs.fcc.gov/ 
public/attachments/FCC-20-97A1.pdf. 

Synopsis 

I. Introduction 

1. For years, National Security and 
Emergency Preparedness (NSEP) 
personnel have had access to priority 
services programs that leverage access to 
commercial communications 
infrastructure to support national 
command, control, and communications 
by providing prioritized connectivity 
during national emergencies. This 
prioritized connectivity may consist of 
prioritized provisioning and restoration 
of wired communications circuits or 
prioritized communications for wireline 
or wireless calls. These programs are 
used to ‘‘maintain a state of readiness 
[and] to respond to and manage any 
event or crisis . . . [that] degrades or 
threatens the NSEP posture of the 
United States.’’ The Department of 
Homeland Security (DHS) manages 
these programs through contractual 
agreements with telecommunications 
providers, service providers, and other 
contractors. However, the Commission 
also has had a long-standing regulatory 
role with respect to certain elements of 
these programs. 

2. The Commission’s rules for the 
current priority services programs date 
back to the establishment of the 
Telecommunications Service Priority 
(TSP) System in 1988 and the creation 
of the Priority Access Service (PAS), 
more commonly referred to as Wireless 
Priority Service (WPS), in 2000. The 
Commission adopted these rules for 
common carriers in large part based on 
a concern that, without them, the non- 
discrimination requirement of section 
202 of the Communications Act would 
prevent (or at least deter) common 
carriers from voluntarily offering 
priority treatment. These rules, which 
were developed when communications 
networks were primarily based on 
circuit-switched technologies, have not 
been updated to address the advanced 
capabilities of internet Protocol (IP)- 
based communications supporting data 
as well as voice services, or to enhance 
the ability of users at different priority 
levels to share network capacity and 
resources. While the concerns that 
motivated the FCC’s decision to adopt 
priority services rules for common 
carrier offerings do not apply to the 
contractual arrangements for non- 
common-carriage services, some have 
argued that our rules need to be updated 
to include IP-based communications, 
and the National Telecommunications 

and Information Administration (NTIA) 
filed petitions asking the Commission to 
initiate a rulemaking to consider 
updates to the existing rules. 

3. We initiate this proceeding to 
determine whether we should update 
and streamline the Commission’s 
priority services rules in light of the 
increase in IP-based technologies since 
we last examined those rules. As a part 
of our review, we seek comment on 
proposals submitted by NTIA to update 
the rules for both TSP and WPS. By 
considering both programs in a 
consolidated proceeding, we seek to 
promote efficiency and facilitate a 
holistic approach that addresses priority 
services on a platform-neutral basis. 

II. Background 
4. There are three priority services 

programs that support prioritized 
connectivity for NSEP users of 
telecommunications services. At 
present, the Emergency 
Communications Division of the 
Cybersecurity and Infrastructure 
Security Agency, within DHS, manages 
these programs through contractual 
‘‘carrier service agreements’’ with 
telecommunications providers. 
However, as described below, some 
elements of these programs are also 
governed by the Commission’s rules. 

5. Telecommunications Service 
Priority (TSP) System. In 1987, the 
National Communications System— 
then an interagency group of federal 
departments and agencies—petitioned 
the Commission to adopt restoration 
priority rules. The Commission 
responded by creating the TSP System, 
which authorizes the ‘‘assignment and 
approval of priorities for provisioning 
and restoration of common-carrier 
provided telecommunication services’’ 
and ‘‘services which are provided by 
government and/or non-common 
carriers and are interconnected to 
common carrier services.’’ The 
Commission’s TSP rules require service 
providers to prioritize the provisioning 
and restoration of wired 
communications facilities to ‘‘ensure 
effective NSEP telecommunication 
services.’’ The TSP System ‘‘allows the 
assignment of priority levels to any 
NSEP service’’ across three time 
periods, or stress conditions: (1) 
Peacetime/Crisis/Mobilizations; (2) 
Attack/War; and (3) Post-Attack/ 
Recovery. There are over 2,000 
organizations enrolled in TSP (e.g., 
military bases, federal agencies, 
hospitals) covering approximately 
300,000 active circuits. Costs associated 
with TSP are governed by tariff or 
contract and may include a one-time 
setup fee and monthly charges, in 
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addition to the actual charges by the 
service provider related to the 
provisioning or restoration. 

6. The Commission designed the 
mandatory TSP program to provide ‘‘a 
means by which carriers may provide 
priority provisioning or restoration 
service to a user without violating the 
unreasonable preference prohibition of 
Title II of the Communications Act.’’ 
The Commission made clear that 
‘‘[p]rivate services, i.e., services not 
offered by a common carrier, would not 
be subject to allegations of unreasonable 
preferences under Title II of the 
Communications Act and therefore 
would not require the protection of TSP. 
Indeed, the scope of TSP is predicated 
on the need for a standardized system 
of issuing priorities to common 
carriers.’’ The Commission’s TSP rules 
have not been substantively updated 
since they were initially adopted in 
1988. 

7. Wireless Priority Service (WPS). In 
1995, the National Communications 
System petitioned the Commission to 
implement what it termed ‘‘Cellular 
Priority Access Service.’’ The 
Commission responded by adopting 
rules creating a program to provide 
prioritized voice calling for subscribers 
using Commercial Mobile Radio Service 
(CMRS) networks. The Commission’s 
WPS rules permit, but do not require, 
CMRS providers to offer mobile wireless 
priority services. If a carrier elects to 
offer WPS, it must comply with the 
Commission’s WPS rules, which 
include providing priority service based 
on five priority levels for NSEP users. 
The five priority levels, which are 
generally ordered from highest to 
lowest, are: (1) Executive Leadership 
and Policy Makers; (2) Disaster 
Response/Military Command and 
Control (3) Public Health, Safety and 
Law Enforcement Command; (4) Public 
Services/Utilities and Public Welfare; 
and (5) Disaster Recovery. WPS is 
provided on an individual-device basis, 
with users initiating wireless priority 
calls by entering a specified feature code 
for each call in order to activate priority 
treatment for that call. WPS users are 
responsible for commercial wireless 
subscription and equipment costs. 

8. Like the TSP program, one of the 
driving forces behind the FCC’s decision 
to codify WPS rules was a concern that, 
in the absence of such rules, a CMRS 
provider’s decision to give NSEP users 
priority treatment might be considered a 
violation of the Act’s non- 
discrimination provisions. Indeed, the 
Commission noted that compliance with 
the WPS rules would constitute prima 
facie evidence that such priority 
treatment was lawful under the 

Communications Act. The 
Commission’s WPS rules have not been 
updated since they were initially 
adopted in 2000. 

9. Government Emergency 
Telecommunications Service (GETS). In 
1993, the Commission received a 
request from the National 
Communications System requesting 
prioritization for wireline services. The 
Commission responded to the request in 
1995, noting that tariffs had since been 
filed and a new nationwide telephone 
area code had been established for the 
Government Emergency 
Telecommunications Service (GETS) 
program for wireline services. GETS 
provides government officials, first 
responders, and NSEP personnel with 
‘‘priority access and prioritized 
processing in the local and long 
distance segments of the landline 
networks, greatly increasing the 
probability of call completion.’’ Eligible 
users receive access cards and Personal 
Identification Numbers, which are used 
to initiate priority wireline calls. GETS 
currently operates via contractual 
arrangements between DHS and service 
providers. GETS is the only priority 
services program not included in the 
Commission’s rules and participation is 
voluntary. 

10. Federal Agency Administration/ 
Oversight of Priority Services Programs. 
While the National Communications 
System originated the petitions that 
resulted in the creation of the priority 
services programs, Executive Order 
13618 subsequently dissolved the 
National Communications System and 
transferred most of its functions to DHS, 
which now serves as the Executive 
Office of the President (EOP) designee 
for NSEP priority communications. DHS 
is responsible for overseeing the 
‘‘development, testing, implementation, 
and sustainment of NSEP 
communications,’’ including the 
priority services programs. DHS also 
maintains an industry-government Joint 
Program Office that assists in the 
initiation, coordination, restoration, and 
reconstitution of NSEP communications 
and infrastructure. DHS qualifies new 
users to participate in these programs 
and issues GETS cards and TSP 
authorization codes. DHS also manages 
WPS through contract and 
reimbursement mechanisms. 

11. In addition to DHS, other federal 
departments and agencies are 
responsible for certain administration 
and oversight functions related to the 
priority services programs. EOP is 
responsible for ‘‘policy coordination, 
guidance, dispute resolution, and 
periodic in-progress reviews of NSEP 
telecommunications functions.’’ The 

FCC, through the Public Safety and 
Homeland Security Bureau, works with 
DHS to ensure the priority services 
programs operate effectively and 
efficiently. The Commission supports 
DHS in the ‘‘operation and restoration of 
critical communications systems and 
services’’ by providing information on 
communications infrastructure, service 
outages, and restoration. The NSEP 
Communications Executive Committee 
‘‘advises and makes policy 
recommendations to the President’’ for 
strategic planning, funding 
requirements, and communications 
systems requirements. The Office of 
Science and Technology Policy advises 
the President on ‘‘prioritization of the 
radio spectrum and wired 
communications that support NSEP 
functions’’ and issues an annual 
memorandum highlighting national 
priorities for NSEP analyses, studies, 
research, and development. 

12. NTIA Petitions for Rulemaking. 
NTIA filed two petitions for rulemaking 
on behalf of DHS, requesting that the 
FCC update its TSP and WPS rules to 
reflect the current operations of those 
programs, incorporate the current 
Executive Branch governance structure 
for those programs, and address changes 
in technology and evolving user needs 
for those programs. The first petition, 
filed in July 2018, sought a Commission 
rulemaking to update the WPS rules. 
The second petition, filed in July 2019, 
sought to update the TSP rules, and 
updated NTIA’s July 2018 WPS petition 
to reflect revisions to technical 
standards and the provisions of the 
Cybersecurity and Infrastructure 
Security Agency Act of 2018. The 
Bureau sought comment on both 
petitions via public notice. 

13. The Commission received several 
comments in response to the public 
notices. Commenters generally support 
NTIA’s proposal to update the TSP rules 
to reflect the current communications 
marketplace, and support NSEP users 
having next-generation communications 
technology. However, most commenters 
express concerns with NTIA’s proposal 
to collect data on a provider’s 
performance during a disaster and with 
the proposed rule changes regarding 
provisioning and restoration 
timeframes. Likewise, commenters 
generally support NTIA’s proposals to 
update the WPS rules, but argue the 
Commission should employ a light 
touch in developing any new WPS rules 
and refrain from imposing overly 
burdensome or prescriptive rules that 
would limit flexibility and innovation 
currently inherent in providers’ ability 
to work with the NSEP users and 
provide services on a contractual basis. 
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III. Discussion 
14. Consumers are increasingly 

moving away from traditional telephone 
services using copper wire 
transmissions and traditional time- 
division multiplexing technology and 
towards next-generation technologies 
using a variety of transmission means, 
including fiber and wireless spectrum- 
based services. USTelecom asserts the 
‘‘vast majority’’ of U.S. consumers have 
moved from legacy landlines to wireless 
or IP-based alternatives, as evidenced by 
the fact that since the year 2000 the 
number of landlines has fallen by 157 
million. This trend is likely to continue, 
as USTelecom estimates that, by the end 
of 2020, 79% of voice connections will 
be wireless and just 5% will be 
provided through legacy landlines. In 
addition, USTelecom presents evidence 
that ‘‘the widespread deployment of 
wired and wireless IP-based networks’’ 
has fostered greater reliance on voice 
alternatives such as text, email, video 
chat, and social networking 
applications. The Commission has 
actively supported the transition from 
legacy to next-generation networks 
because of the extraordinary benefits of 
advanced communications services, and 
it has taken measures to reduce 
regulatory barriers to this transition. 

15. While the transition from 
traditional network technology to IP- 
based technologies promises greater 
innovation, including for priority 
services programs, it may pose 
transitional challenges for NSEP 
communications that historically have 
relied on functionality found in legacy 
technologies. As carriers replace their 
legacy systems with new technologies 
and platforms, some of the legacy 
features in priority services programs 
that were designed to be used on legacy 
systems will be more difficult and costly 
to maintain and ultimately could be 
rendered inoperable. The Government 
Accountability Office has observed that 
it is a ‘‘challenge . . . that IP networks 
may not support existing 
telecommunications ‘priority’ services, 
which allow key government and public 
safety officials to communicate during 
times of crisis.’’ We also need to 
consider the means to modernize access 
tools for NSEP personnel to reflect 
today’s more technologically advanced 
emergency response regimes. 
Availability of priority services only on 
those traditional voice networks may 
hamper the ability of NSEP personnel to 
effectively use cutting edge emergency 
response tools that rely on IP-supported 
data network availability. Nonetheless, 
we recognize that providers have 
significant if not complete flexibility to 

provide prioritization similar to that 
under the TSP and WPS rules on a 
contractual basis. 

16. As we determined when we 
initially adopted the TSP and WPS rules 
in 1988 and 2000, respectively, the 
benefits provided by these priority 
services exceed the costs incurred by 
service providers. The NTIA petitions 
assert that there may be some benefits, 
if we were to expand the scope of TSP 
and WPS to include IP-based 
technologies. One reason is that, given 
the nation’s increase in population over 
the past 20 years, we expect that the 
benefit from such programs has grown 
along with the population itself. Simply 
stated, there now are more lives to be 
saved and more infrastructure and 
homes to be protected. Another reason 
is that technological advances over the 
past 20 years have greatly reduced the 
costs and complexity of coding specific 
services, messages, and calls for priority 
treatment. 

17. We expect that if we adopt the 
proposed rules, consistent with our 
1988 and 2000 decisions, the benefits of 
extending these programs to include IP- 
based services would likely exceed the 
costs incurred by service providers. 
However, NTIA concedes that ‘‘some 
non-common carriers (e.g., some 
providers of broadband internet access 
service) have chosen to contract, on a 
voluntary basis, with DHS to provide 
prioritized provisioning and restoration 
services and the government welcomes 
and appreciates the willingness of those 
companies to offer TSP voluntarily.’’ 
Nothing in our current rules prohibits or 
impedes providers of next-generation 
services from entering into voluntary 
agreements with DHS that achieve what 
would be contemplated under these rule 
changes. 

18. We initiate this proceeding to 
update and streamline our priority 
services rules to remove outdated or 
other requirements that may cause 
confusion for NSEP personnel and 
providers and otherwise impede the use 
of IP-based technologies to support the 
provision of priority services for voice, 
data, and video communications. 

A. Proposed Changes to Priority Services 
Rules 

19. As part of our proposal to 
streamline and update our priority 
services rules, we propose certain 
specific rule changes that would apply 
to both TSP and WPS. These proposals 
are intended to reduce regulatory 
burdens and make our rules flexible 
enough to respond to changing 
administrative requirements or 
technological advances that affect the 
priority services programs. 

20. Program Administration. The 
Commission’s priority services rules 
have not been substantively updated 
since they were initially adopted. As a 
result, some of the authorities, 
organizations, and requirements 
specified in the Commission’s rules are 
no longer accurate. Thus, we propose to 
amend the Commission’s rules to reflect 
the actual, current functions and 
responsibilities for the priority services 
program, as specified in Executive 
Order 13618. 

21. We further propose to eliminate 
the provisions of Part 64, Appendix A 
and Appendix B that describe the 
responsibilities of the Executive Office 
of the President because Executive 
Order 13618 transferred most of its 
functions to other federal agencies. We 
seek comment on these proposals. 

22. Program Requirements. As a result 
of the changes in the priority services 
programs that have occurred since the 
rules were initially adopted, some 
provisions of the rules are outdated and 
unnecessary. These provisions are no 
longer relevant and, therefore, we 
propose to remove such references from 
our rules. Specifically, we propose to 
remove sections 2(a)(1), 2(a)(2), 2(b), 
2(c), 2(d) of part 64, Appendix A, which 
outline requirements governing the 
migration of circuits from the legacy 
Restoration Priority program and 
mandating the continuation of certain 
Commission orders pending the 
implementation of the TSP program. We 
also propose to remove section 10 of 
Appendix A, which specifies 
procedures for the resubmission of 
circuits that were assigned restoration 
priorities before the Commission 
adopted the TSP rules. We seek 
comment on these proposals. We also 
seek comment on whether any other 
provisions are outdated or unnecessary 
and should be removed from our rules. 

23. Terminology. The 
telecommunications industry has 
drastically changed since the priority 
services rules were first established. 
However, the Commission’s rules have 
not been updated to reflect the 
evolution from circuit-switched 
technology to IP-based technology. 
NTIA asks the Commission to include 
definitions to account for new services, 
such as private NSEP services that 
consist of non-common carrier services, 
and non-traditional services, such as 
broadband internet access and digital 
video. Further, NTIA asks the 
Commission to revise the rules not only 
to include current service offerings, but 
also other technologies that may 
someday qualify for priority treatment. 
Commenters generally agree that NSEP 
users need next-generation 
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communications on a priority basis, but 
emphasize that ‘‘a contractual solution 
is preferable to a regulatory one.’’ 
Commenters also support the flexible 
approach to including new services and 
technologies within the scope of the 
priority services rules that is currently 
available by contractual arrangements, 
and caution that a regulatory approach 
should only be implemented through 
the notice-and-comment rulemaking 
process. 

24. We propose to amend part 64, 
Appendix A and Appendix B to include 
definitions to account for new services 
and technologies. We also propose to 
amend certain definitions to encompass 
both telecommunications services and 
all IP-based services. We seek comment 
on these proposals and, alternatively, 
whether a GETS model would be a 
better approach. 

B. Proposed Changes to 
Telecommunications Service Priority 
Rules 

25. This section describes proposed 
changes to various provisions of the 
Commission’s TSP rules in part 64, 
Appendix A. The proposed rule changes 
described below are informed by our 
careful review of NTIA’s TSP Petition 
and the public comments submitted in 
response to the TSP Public Notice. 

26. Scope of the Rules. The 
Commission’s TSP rules have not been 
substantively updated since they were 
initially adopted in 1988. As originally 
drafted, the rules were intended as a 
regulatory carveout to allow common 
carriers to provide telecommunications 
services, which would ordinarily be 
subject to the non-discrimination 
requirements of Section 202, on a 
prioritized basis. As such, the rules have 
made no mention of the wide array of 
innovative information service offerings 
that are currently available to NSEP 
personnel. We propose to maintain the 
current requirement that common 
carriers must offer prioritized 
restoration and provisioning of circuit- 
switched voice communication services. 

27. We propose additionally to codify 
the ability of service providers, on a 
voluntary basis, to offer prioritized 
provisioning and restoration of data, 
video, and IP-based voice services. 
Therefore, we propose to update our 
rules to authorize priority treatment of 
all voice, data, and video services 
provided by service providers for which 
provisioning or restoration priority 
levels are requested, assigned, and 
approved in accordance with Appendix 
A. 

28. We seek comment on these 
proposals. Alternately, we note that the 
current TSP rules already allow the TSP 

System rules to apply to ‘‘other 
services’’ including ‘‘Government or 
non-common carrier services which are 
not connected to common carrier 
provided services assigned a priority 
level.’’ Should service providers that 
elect to offer prioritized provisioning 
and restoration of data, video, and IP- 
based voice service be required to 
comply with the Commission’s TSP 
rules or, alternatively, should such 
priority services operate via contractual 
arrangements between DHS and service 
providers? 

29. Invocation of NSEP Treatment. 
Currently, to invoke priority treatment 
for NSEP communications, an 
authorized federal official within, or 
acting on behalf of, the service user’s 
organization must inform TSP service 
providers and the EOP that NSEP 
treatment is being invoked. The 
Commission’s rules require the 
‘‘invocation official’’ to be a senior 
government official, such as the head or 
director of a federal agency. However, 
DHS has determined that requiring 
senior officials to request TSP 
participation has produced 
‘‘unnecessary delays in the approval 
process given the demands placed on 
senior officials and their often limited 
availability.’’ In addition, DHS claims 
the current requirements are untenable 
because senior officials typically do not 
interact with service providers and often 
lack direct knowledge of the purpose 
and need for the NSEP service. 

30. NTIA asserts that, although the 
need still exists for an authorized 
individual from the requesting service 
user organization to assume 
responsibility for validating that the 
requested service satisfies the TSP 
program’s NSEP criteria, this validation 
does not need to be performed by a 
specified senior official from the 
organization. As such, NTIA asks the 
Commission to update its TSP rules to 
redefine ‘‘invocation official’’ as an 
individual who (1) understands how the 
requested service ties to the 
organization’s NSEP mission, and (2) is 
authorized to approve the expenditure 
of funds necessary for the requested 
service. NCTA supports this proposal. 

31. We propose to modify the 
Commission’s rules to allow DHS to 
accept invocation by a federal employee 
within, or acting on behalf of, the 
service user’s organization who can 
attest to the need for TSP and authorize 
payment to the service provider. 
Further, we propose to eliminate the 
requirement that the invocation official 
be designated in writing. Both of these 
proposals reflect changes that DHS has 
already made, such as lessening the 
seniority requirement to allow an 

individual who is able to attest to the 
need for priority treatment and to 
obligate funds on behalf of the 
organization to serve as the ‘‘invocation 
official.’’ We seek comment on these 
proposals. 

32. Oversight and Industry 
Engagement. Under the Commission’s 
current TSP rules, the FCC and EOP 
each have oversight responsibilities for 
the TSP System. The rules stipulate that 
the FCC will ‘‘provide regulatory 
oversight of implementation of the 
NSEP TSP System’’ and ‘‘enforce NSEP 
TSP System rules and regulations.’’ On 
the other hand, the rules stipulate that 
EOP will test and evaluate the TSP 
System, conduct audits, and establish a 
TSP System Oversight Committee to 
‘‘identify and review any problems 
developing in the system and 
recommend actions to correct them or 
prevent recurrence.’’ 

33. EOP established a TSP System 
Oversight Committee (Oversight 
Committee) in accordance with the 
Commission’s rules. However, DHS has 
since ‘‘developed and refined processes 
and procedures that, in its view, obviate 
the need for a mandatory oversight 
committee.’’ In recent years, DHS has 
increasingly relied upon the members of 
the Communications Information 
Sharing and Analysis Center to 
‘‘exchange information and gain advice’’ 
on issues involving the TSP program. 
DHS believes the Communications 
Information Sharing and Analysis 
Center is a more valuable resource than 
the Oversight Committee because the 
office within DHS that administers TSP 
‘‘directly leverages the expertise of 
members of the Communications 
Information Sharing and Analysis 
Center to address operational concerns 
in real time,’’ instead of waiting for a 
scheduled Oversight Committee 
meeting. NTIA asks the Commission to 
eliminate the requirement for an 
Oversight Committee, replace the 
quarterly reporting obligation with an 
annual report to the Commission, and 
authorize DHS to consult with the 
Communications Information Sharing 
and Analysis Center. 

34. Similarly, the Commission 
originally intended for the Oversight 
Committee to provide oversight of WPS 
by reviewing any systemic problems 
with the program and recommending 
corrective actions. However, DHS 
believes the GETS/WPS User Council 
(User Council) should carry out this 
function because it ‘‘better serves the 
needs and interests of the WPS 
community.’’ The User Council includes 
WPS points of contact from federal, 
state, local, and Tribal government, 
industry, and other NSEP organizations, 
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and a representative from each of the 
WPS (and GETS) service providers. DHS 
leverages the User Council to ‘‘seek and 
receive advice’’ on WPS program needs. 
NTIA asks the Commission to replace 
references to the Oversight Committee 
with references to the GETS/WPS User 
Council. 

35. AT&T agrees that the Commission 
should make administrative changes to 
the TSP rules to reflect existing 
practices and oversight responsibilities. 
However, NCTA disagrees with NTIA’s 
proposal to eliminate the Oversight 
Committee for the TSP program. While 
AT&T defers to NTIA/DHS on the entity 
that should provide oversight of the TSP 
program, AT&T and Verizon stress that 
some authority must remain in place to 
preserve opportunities for meaningful 
collaboration between industry 
stakeholders and program 
administrators and to ensure the 
program is administered in accordance 
with the appropriate rules and 
regulations. No commenters addressed 
NTIA’s proposal to replace the 
Oversight Committee for WPS with the 
GETS/WPS User Council. We propose to 
eliminate the reference to the Oversight 
Committee within the priority services 
rules, and instead recognize the 
flexibility that DHS requires to engage 
the appropriate segments of industry 
and oversee the program effectively so 
long as some measure of oversight 
remains. We seek comment on this 
proposal, and we seek further comment 
on NTIA’s requested rule changes. 

C. Proposed Changes to Wireless Priority 
Service Rules 

36. This section describes proposed 
changes to various provisions of the 
Commission’s WPS rules in part 64, 
Appendix B. The proposed rule changes 
described below are informed by our 
careful review of NTIA’s WPS Petition 
and the public comments submitted in 
response to the Public Notices. 

37. Priority Levels. The Commission’s 
WPS rules include five priority levels, 
which are used ‘‘as a basis for all [WPS] 
assignments.’’ The rules indicate that 
Priority Level 1 communications, which 
are reserved for the President of the 
United States and other executive 
leadership and policy makers, occupy 
the highest priority level in WPS. DHS, 
however, is concerned that the rules do 
not expressly stipulate that users 
assigned to that category must receive 
the highest priority in relation to all 
other users, including those using non- 
WPS priority services offered through 
individual service contracts. While that 
is the existing practice, DHS believes it 
should be ‘‘explicit and conspicuous’’ in 
the Commission’s rules. NTIA requests 

that we update our rules accordingly. 
Verizon supports NTIA’s request. We 
propose to amend the description of 
Priority Level 1 to clarify that it exceeds 
all other priority services offered by 
WPS providers. We seek comment on 
this proposal. We also seek comment on 
how the different priority levels used by 
various priority services programs 
should interrelate for network 
management purposes. 

38. Preemption and Degradation. 
Preemption is the process of terminating 
lower priority communications in favor 
of higher priority communications. 
Degradation is the process of reducing 
the quality of lower priority 
communications in favor of higher 
priority communications. NTIA asserts 
that preemption and degradation are 
‘‘critical priority feature[s] that will 
enable the highest priority NS/EP users 
to communicate and coordinate’’ during 
emergency situations—when 
commercial networks are often the most 
congested. The Commission’s WPS rules 
currently permit re-ordering of queued 
(not-yet-established) call requests based 
on user priority, but do not provide for 
re-ordering of active (in-progress) calls. 
NTIA requests changes to the 
Commission’s rules affirmatively to 
allow Priority Level 1 and 2 voice calls, 
if necessary, to preempt or degrade 
other in-progress calls, except for public 
safety emergency (911) calls. 

39. Some commenters disagree with 
NTIA’s assertion that the Commission’s 
WPS rules do not allow for preemption 
of in-progress calls. AT&T argues that 
‘‘[n]othing in the Communications Act 
or the Commission’s rules prohibits 
WPS providers from offering . . . 
preemption of voice and data services in 
their private contractual arrangements 
with WPS users.’’ Verizon agrees with 
AT&T and points out that both 
companies ‘‘openly provide competitive 
service offerings with priority and 
preemption capabilities via their 
respective public safety networks and 
services.’’ AT&T suggests that rather 
than updating the current WPS rules as 
NTIA proposes, the Commission should 
consider issuing a declaratory ruling to 
clarify WPS providers’ rights and 
obligations under the current rules. In 
contrast, TechFreedom agrees with 
NTIA that the WPS rules do not allow 
providers to terminate or degrade 
ongoing calls or data communications, 
but asserts that additional data and 
information are needed to properly 
evaluate NTIA’s proposal. 

40. Although the current WPS rules 
do not provide for re-ordering of active 
(in-progress) calls, we agree with AT&T 
and Verizon that the rules do not 
prohibit preemption. However, we 

recognize that the lack of explicit 
language authorizing preemption has 
led to varying interpretations of the 
rules by WPS providers. Thus, we 
propose to update our rules to expressly 
authorize Priority Level 1 and 2 voice 
calls, when necessary, to preempt or 
degrade other in-progress calls, except 
for public safety emergency (911) calls. 

41. We seek comment on this 
proposal. Specifically, we ask 
commenters to address whether or how 
our rules should reflect the potential 
need for preemption during periods of 
significant congestion. How would 
service providers determine whether the 
amount of congestion was significant 
enough to warrant preemption? Would 
the burdens of preemption outweigh the 
benefits? We also seek comment on 
whether call degradation, on a 
standalone basis, would ensure 
successful transport of NSEP 
communications. In other words, is it 
necessary to allow both preemption and 
degradation of in-progress 
communications? Is degradation more, 
less, or equally cost-effective when 
compared to preemption? We also seek 
comment on whether the TSP approach 
to preemption/degradation could 
provide a framework for WPS. The TSP 
rules expressly allow service providers 
to preempt or interrupt service to non- 
NSEP users and to preempt lower 
priority users as necessary to provide or 
restore service. Should similar 
parameters govern WPS? 

42. Eligible Services. Since the WPS 
rules were adopted in 2000, the 
‘‘capacity and capabilities of [wireless] 
networks have expanded immensely.’’ 
As a result, wireless service providers 
are now able to offer a wide array of 
voice, data, and video services which, in 
turn, has ‘‘spawned a multitude of 
communications applications (e.g., 
email, video calls, web browsing).’’ The 
development of new technologies has 
direct implications for NSEP users, who 
increasingly rely on the innovative 
services and applications to ‘‘make and 
complete mission-essential 
communications in an efficient and 
effective manner.’’ Thus, DHS has 
intimated that NSEP requirements for 
WPS do not already include priority 
data and video services, in addition to 
voice services. Based on this reading of 
our rules, NTIA requests that we update 
our rules to allow the provision of next- 
generation voice, data, and video 
services by wireless service providers 
on a priority basis. Commenters 
highlight that the existing regulatory 
framework allows for priority wireless 
service to be contractually arranged, and 
provides flexibility for DHS and WPS 
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providers to negotiate the services and 
capacities that will be offered. 

43. We propose to amend our rules to 
expressly permit wireless service 
providers, on a voluntary basis, to give 
NSEP personnel priority access to, and 
priority use of, all secure and non- 
secure voice, data, and video services 
available over their networks. We seek 
comment on this proposal. What 
innovative services and applications do 
NSEP users need for mission-critical 
communications? Do wireless service 
providers currently face legal or 
regulatory obstacles to voluntarily 
providing prioritized voice, data, and 
video services on their wireless 
networks? 

44. Eligible users. Under the current 
rules, WPS priority assignments 
‘‘should only be requested for key 
personnel and those individuals in 
national security and emergency 
response leadership positions.’’ As 
such, the current language excludes 
multiple categories of NSEP users, such 
as critical infrastructure protection, 
financial services, and hospital 
personnel. However, the Homeland 
Security Act of 2002 created the ability 
for critical infrastructure protection 
personnel to ‘‘meet the qualifying 
criteria’’ for WPS, and DHS is currently 
assigning hospital personnel to Priority 
Level 3 and financial services personnel 
to Priority Level 4. NTIA requests that 
we update our WPS rules to include 
these communities of NSEP users. 
Verizon supports NTIA’s request. 

45. We propose to modify the 
descriptions of priority levels and 
qualifying criteria in Appendix B to 
expand WPS eligibility to additional 
users, particularly those with response 
and restoration roles during emergency 
situations. Specifically, we propose to 
allow entities from any of the 16 critical 
infrastructure sectors identified in 
Presidential Policy Directive (PPD)-21 to 
qualify for WPS. Further, we propose to 
modify the descriptions of priority 
levels and qualifying criteria in 
Appendix B to allow eligible financial 
services and hospital personnel to 
qualify for WPS. We seek comment on 
these proposals. Should the 
Commission determine which entities 
qualify for each priority level, or should 
that function be completed by DHS? 
How should the priority level 
assignments for each of the entities from 
the 16 critical infrastructure sectors be 
determined? How should eligibility for 
financial services and hospital 
personnel be determined? 

46. Priority Signaling. As stated in the 
Commission’s rules, WPS ‘‘provides the 
means for NSEP telecommunications 
users to obtain priority access to 

available radio channels when 
necessary to initiate emergency calls.’’ 
However, recent emergency situations 
have demonstrated that ‘‘WPS 
effectiveness can be compromised by 
the effects of signaling congestion that 
prevent successful WPS handset 
network registration and service 
invocation.’’ NTIA requests that we 
update our rules ‘‘to make clear that 
WPS service providers can provide 
priority signaling.’’ AT&T argues that 
NTIA’s requested rule change is 
unnecessary because WPS providers 
already offer priority signaling via 
contractual arrangements with DHS. 

47. Although the Commission’s rules 
do not expressly authorize priority 
signaling, we agree with AT&T that it is 
currently permitted in the context of 
WPS. To promote consistency and 
prevent confusion among providers, we 
propose to update our WPS rules to 
expressly authorize priority signaling to 
ensure networks are able to detect WPS 
handset network registration and service 
invocation. We seek comment on this 
proposal. 

48. Methods of Invocation. As 
described above, the WPS rules allow 
authorized users to invoke priority 
access on a per call basis by dialing a 
specified feature code before each call. 
However, NTIA believes the 
requirement that WPS must be invoked 
for each communication ‘‘hinder[s] 
efficient response’’ during emergency 
situations, in that vital time may be lost 
when users must dial that code for every 
priority call. To address this problem, 
NTIA requests that we update the WPS 
rules to allow for a ‘‘variety of 
arrangements’’ available under current 
technical standards and capabilities for 
WPS invocation, including ‘‘always on’’ 
for certain WPS authorized users. T- 
Mobile supports this proposal because it 
would provide greater flexibility for 
service providers to decide how to offer 
WPS services in the manner most 
suitable for their subscribers and 
networks. 

49. We propose to amend our rules to 
eliminate the requirement that priority 
access must be invoked on a per call 
basis. We decline to propose specific 
methods of WPS invocation because 
DHS could address that issue via 
contractual arrangements with service 
providers. We seek comment on this 
proposal. Do commenters agree with our 
approach of not requiring specific 
methods of invocation? 

50. Program Name. As described 
above, government, industry, and users 
commonly refer to Priority Access 
Service as Wireless Priority Service. 
According to NTIA, the name Wireless 
Priority Service more accurately reflects 

the service’s current requirements and 
capabilities.’’ To reflect the prevailing 
naming convention, NTIA requests that 
we amend Part 64, Appendix B to 
replace all references to Priority Access 
Service with Wireless Priority Service in 
Appendix B to reflect the current 
naming convention. We propose to 
make the changes that NTIA requests to 
Appendix B and to make a similar 
change to section 64.402 of the 
Commission’s rules. We seek comment 
on these proposals. 

D. Other Rule Changes Requested by 
DHS/NTIA 

51. In addition to the proposed rule 
changes discussed above, DHS and 
NTIA request other rule changes that 
would impose new requirements on 
TSP and WPS providers. However, some 
commenters object that these rule 
changes would increase regulatory 
burdens on service providers by 
increasing the costs of complying with 
the Commission’s priority services 
rules. 

52. Protection of TSP Data. Federal, 
state, local, Tribal, and territorial 
governments, and other authorized 
organizations use the TSP System to 
‘‘protect mission-essential 
communications at their primary places 
of operation, as well as at locations 
designed to maintain continuity of 
operations. . . and continuity of 
government.’’ NTIA notes that the 
unauthorized disclosure of sensitive 
information related to TSP circuits, in 
the aggregate, could pose a national 
security risk. In addition, NTIA asserts 
that service providers moving certain 
operational, administrative, and 
management functions overseas could 
create additional risk by exposing TSP 
data to companies and individuals 
outside the United States. The TSP rules 
direct service providers to ‘‘not disclose 
information concerning NSEP services 
they provide to those not having a need- 
to-know or might use the information 
for competitive advantage,’’ but the 
rules do not require service providers to 
take affirmative steps to prevent or 
detect the unauthorized disclosure of 
TSP data or to eliminate the risk of TSP 
data being managed offshore. NTIA 
requests that we update the TSP rules to 
address these issues. Commenters 
generally agree that the Commission 
should strengthen the TSP rules to 
prevent unauthorized access to sensitive 
TSP data. However, some commenters 
raise concerns regarding NTIA’s 
proposal to prevent TSP data from being 
managed offshore. 

53. We seek further comment on 
NTIA’s requested rule changes and the 
means by which the Commission’s rules 
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could be strengthened. What is the ideal 
method to achieve the goal of 
maintaining data security without 
sacrificing service providers’ flexibility 
to manage TSP data? We also seek 
comment on NTIA’s assertion that 
service providers moving certain TSP 
functions overseas could create 
additional security risks. Do 
commenters agree with NTIA? If so, 
what actions should the Commission 
take to address this issue? What are the 
potential implications of creating 
distinctions between onshore and 
offshore operations? 

54. Provisioning and Restoration 
Timeframes. The Commission’s TSP 
rules include three subsections that 
address the timeframes that service 
providers must meet to (1) provision 
service; (2) restore service; and (3) meet 
requested service dates for TSP-subject 
facilities. However, each subsection 
mandates a different standard for the 
time and level of effort required for 
service providers to provision or restore 
TSP facilities. NTIA claims the ‘‘varying 
and ambiguous language’’ in the current 
rules ‘‘has created confusion, 
disagreements, dissatisfaction, and 
unrealistic expectations’’ between users, 
providers, and DHS’s program staff. As 
such, NTIA recommends the 
Commission replace the current 
language with the single term 
‘‘promptly’’ to describe TSP service 
providers’ provisioning and restoration 
obligations. 

55. Commenters raise concerns with 
NTIA’s requested rule changes. For 
example, some commenters assert that 
NTIA’s proposal to require TSP service 
providers to ‘‘promptly’’ provision or 
restore service by allocating ‘‘all 
resources necessary’’ could place 
unreasonable demands on service 
providers. Further, commenters argue 
that the word ‘‘promptly’’ itself does not 
offer meaningful clarity because the 
term is no more specific than the 
similarly ambiguous phrases in the 
current rules. Commenters also assert 
that any rule changes should account for 
the contextual nature of restoration 
efforts and take incident-specific factors 
into consideration. 

56. We seek further comment on 
NTIA’s requested rule changes relating 
to restoration timeframes. We ask 
commenters to address the threshold 
question of whether provisioning and 
restoration timeframes should be the 
same. Considering that provisioning and 
restoration consist of different activities, 
do they require different timeframes? Do 
commenters agree with NTIA that we 
should replace the current language 
with the single term ‘‘promptly’’? Is 
‘‘promptly’’ sufficiently unambiguous, 

or will it lead to confusion and 
uncertainty? To the extent commenters 
believe ‘‘all resources’’ is unreasonable, 
what would they propose as an alternate 
standard? How can our rules ensure 
flexibility for carriers to address event- 
specific circumstances and resource 
demands? Should we incorporate 
language to address external 
circumstances (e.g., those ‘‘beyond the 
service provider’s control’’)? 
Commenters should address any 
potential costs or burdens related to 
NTIA’s requested rule changes. As an 
alternative approach, should we 
eliminate the restoration timeframes 
from our rules? Would such an 
approach give DHS the flexibility 
necessary to establish restoration 
standards through contractual 
agreements with service providers? 

57. Reporting Requirements. 
Executive Order 13618 directs DHS to 
ensure the priority services programs 
operate effectively and meet the needs 
of NSEP users ‘‘under all circumstances, 
including conditions of crisis or 
emergency.’’ DHS considers 
performance data related to disaster 
operations to be ‘‘essential to 
determining the effectiveness’’ of the 
priority services programs. 

58. NTIA requests the Commission 
amend its TSP rules to require service 
providers to report to DHS provisioning 
and restoration times for TSP circuits in 
areas covered by the activation of the 
Disaster Information Reporting System 
(DIRS). Specifically, DHS believes that 
such reporting obligations would give it 
access to TSP provisioning and 
restoration times and aggregate data that 
would allow it to compare the data for 
TSP services to similar data for non-TSP 
services. NTIA does not propose 
specific obligations concerning the 
timing and frequency for reporting this 
information but, instead, proposes that 
DHS coordinate with the Commission to 
develop specific data requirements and 
reporting timeframes. 

59. NTIA also requests the 
Commission amend its WPS rules to 
require service providers to file 
implementation, usage, and 
performance data with DHS so that it 
can assess the program’s readiness, 
usage, and performance at all times and 
all places offered, and for specific 
geographic areas and times. DHS 
currently collects and analyzes data 
from WPS providers detailing ‘‘usage, 
performance, implementation, and 
supporting infrastructure,’’ but it does 
not receive consistent information from 
all providers. NTIA asserts the proposed 
requirement is necessary to ensure 
consistency across all WPS providers 

and to formalize the process by which 
providers submit WPS data to DHS. 

60. Commenters object to NTIA’s 
request to add reporting requirements to 
the TSP and WPS rules. With regard to 
TSP, commenters argue that requiring 
service providers to report TSP 
restoration times to DHS should be 
limited to post-disaster reporting so that 
service providers need not divert 
resources away from the disaster 
response efforts. Some commenters 
suggest that comparing the provisioning 
and restoration times of TSP services 
and non-TSP services is unlikely to 
produce useful results. Other 
commenters contend that mandatory 
TSP reporting requirements could 
undercut the effectiveness of DIRS 
because service providers could attempt 
to avoid TSP reporting obligations by 
declining to participate in DIRS 
reporting. Commenters also point out 
practical implementation concerns with 
NTIA’s proposals. 

61. Some commenters also oppose 
NTIA’s WPS proposal, arguing that 
imposing performance data reporting 
requirements could inhibit providers’ 
flexibility and ability to innovate. 
Instead, commenters favor contractual 
solutions that they believe would permit 
providers the flexibility to customize 
offerings based on their specific network 
characteristics. T-Mobile raises concerns 
regarding the highly sensitive nature of 
the WPS data and argues that service 
providers should work with DHS and 
other federal agencies to determine the 
‘‘appropriate information disclosure’’ 
rather that the Commission ‘‘codifying 
what data should be shared.’’ 

62. We seek further comment on 
NTIA’s request to add reporting 
requirements to the TSP and WPS rules. 
Does NTIA’s proposed approach strike 
an appropriate balance between the 
potential costs/burdens of compliance 
and the potential benefits to NSEP 
users? What costs/burdens (in time and 
expense) would service providers 
encounter? What public safety and/or 
national security benefits would result? 
Would the benefits outweigh the costs? 
We also seek comment on whether it is 
necessary for the Commission to adopt 
rules-based requirements or whether 
DHS could obtain the same information 
through contractual negotiations with 
service providers. Is there an alternative 
method by which DHS could assess the 
effectiveness of the priority services 
programs during crisis or emergency 
situations? Finally, we seek comment on 
whether any reporting requirements 
should include restrictions on DHS’s 
ability to use or share commercially 
sensitive data. 
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E. Alternative Approach: Applying the 
GETS Model to TSP and WPS 

63. As an alternative to the proposals 
described above, we seek comment on 
whether the goals of this proceeding 
could be achieved by replacing the 
current rules-based approach to priority 
services with a ‘‘light-touch’’ regulatory 
framework for all priority services 
programs. Under this alternative 
approach, all service providers, on a 
voluntary basis, may offer prioritized 
restoration and provisioning of voice, 
data, and video services to authorized 
users. Likewise, all service providers, on 
a voluntary basis, would be authorized 
to give NSEP personnel priority access 
to, and priority use of, all voice, data, 
and video services available over their 
networks. Details could be negotiated 
and administered by DHS via contract. 
We seek comment on whether there are 
currently any legal or regulatory barriers 
to this alternative approach and how to 
transition to such an approach should 
we adopt it. 

64. We seek comment on whether 
trends in the current public safety 
marketplace may favor adoption of a 
light-touch regulatory approach. We 
note that in contrast to TSP and WPS, 
GETS has operated on a contractual 
basis without FCC rules or regulations. 
Nonetheless, would this alternative 
approach require any changes to FCC 
rules, or could providers and DHS freely 
begin operating under this approach 
without further FCC action? This 
approach appears to have been 
successful: DHS recently found that 
GETS call completion rates exceeded 
their target rates for every fiscal year 
between 2015 and 2018 (the most recent 
year for which data is available). 

65. Likewise, the recent roll out of the 
First Responder Network Authority 
(FirstNet) suggests that priority services 
programs can operate effectively in a 
market-driven environment. Congress 
established FirstNet in 2012 to ‘‘ensure 
the deployment and operation of a 
nationwide, broadband network for 
public safety communications.’’ FirstNet 
offers service priority and preemption, 
which allow first responders to 
communicate over an ‘‘always-on’’ 
network. Public safety entities using 
FirstNet can boost their priority levels 
during emergency situations ‘‘to ensure 
first responder teams stay connected’’ 
even when networks are congested. 
AT&T describes preemption as an 
‘‘enhanced’’ form of priority service 
because it ‘‘shifts non-emergency traffic 
to another line,’’ which ensures NSEP 
users’ communications are successfully 
completed. According to AT&T, priority 
and preemption support voice calls, 

‘‘text messages, images, videos, location 
information, [and] data from apps . . . 
in real time.’’ In the first half of 2019, 
the monthly levels of device 
connections to FirstNet ‘‘outperformed 
expectations at approximately 196% of 
projected targets.’’ In May 2019, ‘‘a 
majority of agencies and nearly 50% of 
FirstNet’s total connections were new 
subscribers (not AT&T migrations).’’ 
These trends suggest that first 
responders recognize the benefits of 
prioritization, preemption, and other 
innovative features that enhance public 
safety communications. We seek 
comment on the extent to which first 
responders and providers have already 
availed themselves of the option to offer 
prioritized of information services, such 
as data and video services. 

66. We note that other service 
providers have recently begun offering 
their own priority services options to 
compete with FirstNet. For example, 
Verizon offers priority and preemption 
services through its public safety private 
core. In addition, public safety users 
‘‘have access to several . . . enhanced 
services,’’ including Mobile Broadband 
Priority Service and data preemption. 
These services ‘‘provide public safety 
users priority service for data 
transmissions’’ by giving users priority 
over commercial users during periods of 
heavy network congestion and ’’ 
reallocat[ing] network resources from 
commercial data/internet users to first 
responders’’ if networks reach full 
capacity. 

67. Similarly, U.S. Cellular offers 
‘‘enhanced data priority services for first 
responders and other emergency 
response teams.’’ The company uses a 
‘‘dedicated broadband LTE network that 
separates mission-critical data from 
commercial and consumer traffic,’’ 
ensuring that NSEP personnel ‘‘have 
access to vital services’’ during 
emergency situations. In addition to 
prioritizing network access, U.S. 
Cellular uses preemption ‘‘to 
automatically and temporarily reallocate 
lower priority network resources to 
emergency responders so they can stay 
connected during emergencies or other 
high-traffic events.’’ 

68. Based on these recent industry 
trends, we seek comment on whether a 
light-touch regulatory approach to all 
priority services would be sufficient to 
meet the needs of NSEP users. We also 
seek comment on the potential 
consequences of adopting such an 
approach. To what extent would it 
enhance competition and facilitate the 
development of innovative service 
offerings for use by NSEP personnel? 
What would be the overall impacts on 
public safety communications? Would 

DHS be able to use contractual 
provisions to make the programmatic 
changes it seeks in the TSP and WPS 
petitions? What impact, if any, would 
the light-touch approach have on DHS’s 
ability to manage priority services 
programs and the Commission’s ability 
to satisfy its responsibilities under 
Executive Order 13618? Would a 
minimum level of FCC regulation be 
necessary to provide a ‘‘backstop’’ for 
the priority services programs? 

IV. Procedural Matter 
69. Ex Parte Presentations. This 

proceeding shall be treated as a ‘‘permit- 
but-disclose’’ proceeding in accordance 
with the Commission’s ex parte rules. 
Persons making ex parte presentations 
must file a copy of any written 
presentation or a memorandum 
summarizing any oral presentation 
within two business days after the 
presentation (unless a different deadline 
applicable to the Sunshine period 
applies). Persons making oral ex parte 
presentations are reminded that 
memoranda summarizing the 
presentation must: (1) List all persons 
attending or otherwise participating in 
the meeting at which the ex parte 
presentation was made, and (2) 
summarize all data presented and 
arguments made during the 
presentation. If the presentation 
consisted in whole or in part of the 
presentation of data or arguments 
already reflected in the presenter’s 
written comments, memoranda or other 
filings in the proceeding, the presenter 
may provide citations to such data or 
arguments in his or her prior comments, 
memoranda, or other filings (specifying 
the relevant page and/or paragraph 
numbers where such data or arguments 
can be found) in lieu of summarizing 
them in the memorandum. Documents 
shown or given to Commission staff 
during ex parte meetings are deemed to 
be written ex parte presentations and 
must be filed consistent with rule 
1.1206(b). In proceedings governed by 
rule 1.49(f) or for which the 
Commission has made available a 
method of electronic filing, written ex 
parte presentations and memoranda 
summarizing oral ex parte 
presentations, and all attachments 
thereto, must be filed through the 
electronic comment filing system 
available for that proceeding, and must 
be filed in their native format (e.g., .doc, 
.xml, .ppt, searchable .pdf). Participants 
in this proceeding should familiarize 
themselves with the Commission’s ex 
parte rules. 

70. Comment Filing Procedures. 
Pursuant to sections 1.415 and 1.419 of 
the Commission’s rules, 47 CFR 1.415, 
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1.419, interested parties may file 
comments and reply comments on or 
before the dates indicated on the first 
page of this document. Comments may 
be filed using the Commission’s 
Electronic Comment Filing System 
(ECFS). See Electronic Filing of 
Documents in Rulemaking Proceedings, 
63 FR 24121 (1998). 

• Electronic Filers: Comments may be 
filed electronically using the internet by 
accessing the ECFS: http://apps.fcc.gov/ 
ecfs//. 

• Paper Filers: Parties who choose to 
file by paper must file an original and 
one copy of each filing. If more than one 
active docket or rulemaking number 
appears in the caption of this 
proceeding, filers must submit two 
additional copies for each additional 
docket or rulemaking number. 

Filings can be sent by hand or 
messenger delivery, by commercial 
overnight courier or by first-class or 
overnight U.S. Postal Service mail. All 
filings must be addressed to the 
Commission’s Secretary, Office of the 
Secretary, Federal Communications 
Commission. 

• Commercial overnight mail (other 
than U.S. Postal Service Express Mail 
and Priority Mail) must be sent to 9050 
Junction Drive, Annapolis Junction, MD 
20701. 

• U.S. Postal Service first-class, 
Express, and Priority mail must be 
addressed to 445 12th Street SW, 
Washington, DC 20554. 

• Effective March 19, 2020, and until 
further notice, the Commission no 
longer accepts any hand or messenger 
delivered filings. This is a temporary 
measure taken to help protect the health 
and safety of individuals, and to 
mitigate the transmission of COVID–19. 
See FCC Announces Closure of FCC 
Headquarters Open Window and 
Change in Hand-Delivery Policy, Public 
Notice, DA 20–304 (Mar. 19, 2020) 
available https://www.fcc.gov/ 
document/fcc-closes-headquarters- 
open-window-and-changes-hand- 
delivery-policy. 

• During the time the Commission’s 
building is closed to the general public 
and until further notice, if more than 
one docket or rulemaking number 
appears in the caption of a proceeding, 
paper filers need not submit two 
additional copies for each additional 
docket or rulemaking number; an 
original and one copy are sufficient. 

71. People with Disabilities: To 
request materials in accessible formats 
for people with disabilities (braille, 
large print, electronic files, audio 
format), send an email to fcc504@fcc.gov 
or call the Consumer & Governmental 

Affairs Bureau at 202–418–0530 (voice), 
202–418–0432 (tty). 

72. Availability of Documents. 
Comments, reply comments, and ex 
parte submissions will be available via 
ECFS. Documents will be available for 
public inspection during regular 
business hours in the FCC Reference 
Center, Federal Communications 
Commission, 445 12th Street SW, Room 
CY–A257, Washington, DC. These 
documents will also be available via 
ECFS. Documents will be available 
electronically in ASCII, Microsoft Word, 
and/or Adobe Acrobat. 

73. Initial Regulatory Flexibility 
Analysis. As required by the Regulatory 
Flexibility Act (RFA), the Commission 
has prepared an Initial Regulatory 
Flexibility Analysis (IRFA) of the 
possible significant economic impact on 
a substantial number of small entities of 
the policies and actions considered in 
this Notice of Proposed Rulemaking 
(NPRM). The IRFA is set forth in 
Appendix B. Written public comments 
are requested on the IRFA. Comments 
must be identified with a separate and 
distinct heading designating them as 
responses to the IRFA and must be filed 
by the deadlines for comments on the 
Notice of Proposed Rulemaking. The 
Commission will send a copy of the 
Notice of Proposed Rulemaking, 
including the IRFA, to the Chief 
Counsel for Advocacy of the Small 
Business Administration, in accordance 
with the Regulatory Flexibility Act. 

74. Paperwork Reduction Act 
Analysis. This Notice of Proposed 
Rulemaking contains proposed new or 
modified information collection 
requirements. The Commission, as part 
of its continuing effort to reduce 
paperwork burdens, invites the general 
public and the Office of Management 
and Budget (OMB) to comment on the 
information collection requirements 
contained in this document, as required 
by the Paperwork Reduction Act of 
1995, Public Law 104–13. In addition, 
pursuant to the Small Business 
Paperwork Relief Act of 2002, Public 
Law 107–198, see 44 U.S.C. 3506(c)(4), 
we seek specific comment on how we 
might further reduce the information 
collection burden for small business 
concerns with fewer than 25 employees. 

75. Affairs Bureau, Reference 
Information Center, SHALL SEND a 
copy of this Notice of Proposed 
Rulemaking, including the Initial 
Regulatory Flexibility Analysis, to the 
Chief Counsel for Advocacy of the Small 
Business Administration. 

Initial Regulatory Flexibility Analysis 
1. As required by the Regulatory 

Flexibility Act of 1980, as amended 

(RFA), the Commission has prepared 
this Initial Regulatory Flexibility 
Analysis (IRFA) of the possible 
significant economic impact on a 
substantial number of small entities by 
the policies and rules proposed in the 
Notice of Proposed Rule Making 
(NPRM). Written public comments are 
requested on this IRFA. Comments must 
be identified as responses to the IRFA 
and must be filed by the deadlines in 
the NPRM. The Commission will send 
a copy of the NPRM, including this 
IRFA, to the Chief Counsel for Advocacy 
of the Small Business Administration 
(SBA). In addition, the NPRM and IRFA 
(or summaries thereof) will be 
published in the Federal Register. 

A. Need for, and Objectives of, the 
Proposed Rules 

2. In the NPRM, we propose changes 
to, and seek comment on, our 
telecommunications priority access 
rules which include the 
Telecommunications Services Priority 
(TSP) program and Wireless Priority 
Service (WSP), established in 1988 and 
2000 respectively. These rules which 
are currently limited to voice 
communications, were established 
when communications networks were 
primarily based on circuit-switched 
technologies and have not been updated 
to address newer communications 
technologies. We note in the NPRM, that 
‘‘[t]he Commission has observed that 
consumers are increasingly moving 
away from traditional telephone 
services provided over copper wires and 
towards next-generation technologies 
using a variety of transmission means, 
including fiber, and wireless spectrum- 
based services.’’ Indeed, most American 
consumers have moved from legacy 
landlines to wireless or internet-based 
alternatives, evidenced by the number 
of legacy landlines dropping by 160 
million since 2000—a trend that is 
likely to continue. 

3. The need for, and objective of, the 
proposed rules is to update our priority 
services requirements to take into 
account newer forms of both content 
(e.g., video, data) and transmission (e.g., 
IP-based), and to ensure that such 
programs operate effectively in today’s 
IP-based network environment, 
particularly since priority services 
programs are used by National Security 
and Emergency Preparedness (NSEP) 
personnel. Accordingly, in the NPRM 
we propose modifications to our rules to 
address next generation networks, 
technologies and services. In particular, 
we propose to expand the scope of the 
priority services rules to include current 
and future technologies by replacing 
specific and limited terms with more 
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general and neutral terms. Such actions 
should make our rules flexible enough 
to apply to all forms of communication 
technologies that may be used in NSEP 
communications. 

4. To enhance regulatory efficiency 
and reduce the burden on service 
providers by making it easier to identify 
and comply with the applicable priority 
service rules, we propose to simplify, 
streamline and, to the extent possible, 
consolidate our priority service rules 
into a single appendix in part 64 of the 
Commission’s rules. Under our 
proposal, the amended appendices 
would continue to differentiate between 
the priority services programs. 

5. Finally, the NPRM addresses 
requests from the Department of 
Homeland Security (DHS) through the 
National Telecommunications and 
Information Administration (NTIA) to 
update the existing rules and 
requirements for the priority services 
programs. NTIA filed two Petitions for 
Rulemaking on behalf of DHS, 
requesting that the FCC update its TSP 
and Priority Access Service (PAS) rules 
to address changes in technology and 
evolving user needs for these programs. 
The Bureau sought comment on both 
petitions via public notice. Accordingly, 
the rule changes prescribed in the 
Notice of Proposed Rulemaking are 
informed by a careful review of NTIA’s 
Petitions for Rulemaking and the public 
comments submitted in response to the 
public notices. 

B. Legal Basis 
6. The proposed action is authorized 

pursuant to Sections 1, 4(i), 4(j), 4(n), 
201–205, 251(e)(3), 254, 301, 303(b), 
303(g), 303(r), 307, 309(a), 309(j), 316, 
332, 403, 615(a)(1), and 615(c) of the 
Communications Act of 1934, as 
amended, 47 U.S.C. 151, 154(i)–(j) & (n), 
201–205, 251(e)(3), 254, 301, 303(b), 
303(g), 303(r), 307, 308(a), 309(a), 309(j), 
316, 332, 403, 606, 615(a)(1), 615(c); and 
Executive Order 13618. 

C. Description and Estimate of the 
Number of Small Entities to Which the 
Proposed Rules Will Apply 

7. The RFA directs agencies to 
provide a description of and, where 
feasible, an estimate of the number of 
small entities that may be affected by 
the proposed rules, if adopted. The RFA 
generally defines the term ‘‘small 
entity’’ as having the same meaning as 
the terms ‘‘small business,’’ ‘‘small 
organization,’’ and ‘‘small governmental 
jurisdiction.’’ In addition, the term 
‘‘small business’’ has the same meaning 
as the term ‘‘small business concern’’ 
under the Small Business Act. A small 
business concern is one which: (1) Is 

independently owned and operated; (2) 
is not dominant in its field of operation; 
and (3) satisfies any additional criteria 
established by the SBA. 

8. Small Businesses, Small 
Organizations, Small Governmental 
Jurisdictions. Our actions, over time, 
may affect small entities that are not 
easily categorized at present. We 
therefore describe here, at the outset, 
three broad groups of small entities that 
could be directly affected herein. First, 
while there are industry specific size 
standards for small businesses that are 
used in the regulatory flexibility 
analysis, according to data from the 
SBA’s Office of Advocacy, in general a 
small business is an independent 
business having fewer than 500 
employees. These types of small 
businesses represent 99.9% of all 
businesses in the United States, which 
translates to 30.7 million businesses. 

9. Next, the type of small entity 
described as a ‘‘small organization’’ is 
generally ‘‘any not-for-profit enterprise 
which is independently owned and 
operated and is not dominant in its 
field.’’ The Internal Revenue Service 
(IRS) uses a revenue benchmark of 
$50,000 or less to delineate its annual 
electronic filing requirements for small 
exempt organizations. Nationwide, for 
tax year 2018, there were approximately 
571,709 small exempt organizations in 
the U.S. reporting revenues of $50,000 
or less according to the registration and 
tax data for exempt organizations 
available from the IRS. 

10. Finally, the small entity described 
as a ‘‘small governmental jurisdiction’’ 
is defined generally as ‘‘governments of 
cities, counties, towns, townships, 
villages, school districts, or special 
districts, with a population of less than 
fifty thousand.’’ U.S. Census Bureau 
data from the 2017 Census of 
Governments indicate that there were 
90,075 local governmental jurisdictions 
consisting of general purpose 
governments and special purpose 
governments in the United States. Of 
this number there were 36,931 general 
purpose governments (county, 
municipal and town or township) with 
populations of less than 50,000 and 
12,040 special purpose governments— 
independent school districts with 
enrollment populations of less than 
50,000. Accordingly, based on the 2017 
U.S. Census of Governments data, we 
estimate that at least 48,971 entities fall 
into the category of ‘‘small 
governmental jurisdictions.’’ 

1. Telecommunications Service 
Providers 

a. Wireless Telecommunications 
Providers 

11. Pursuant to 47 CFR 9.10(a), the 
Commission’s 911 service requirements 
are only applicable to Commercial 
Mobile Radio Service (CMRS) 
‘‘[providers], excluding mobile satellite 
service operators, to the extent that they: 
(1) Offer real-time, two way switched 
voice service that is interconnected with 
the public switched network; and (2) 
Utilize an in-network switching facility 
that enables the provider to reuse 
frequencies and accomplish seamless 
hand-offs of subscriber calls. These 
requirements are applicable to entities 
that offer voice service to consumers by 
purchasing airtime or capacity at 
wholesale rates from CMRS licensees.’’ 

12. Below, for those services subject 
to auctions, we note that, as a general 
matter, the number of winning bidders 
that qualify as small businesses at the 
close of an auction does not necessarily 
represent the number of small 
businesses currently in service. Also, 
the Commission does not generally track 
subsequent business size unless, in the 
context of assignments or transfers, 
unjust enrichment issues are implicated. 

13. All Other Telecommunications. 
The ‘‘All Other Telecommunications’’ 
category is comprised of establishments 
primarily engaged in providing 
specialized telecommunications 
services, such as satellite tracking, 
communications telemetry, and radar 
station operation. This industry also 
includes establishments primarily 
engaged in providing satellite terminal 
stations and associated facilities 
connected with one or more terrestrial 
systems and capable of transmitting 
telecommunications to, and receiving 
telecommunications from, satellite 
systems. Establishments providing 
internet services or voice over internet 
protocol (VoIP) services via client- 
supplied telecommunications 
connections are also included in this 
industry. The SBA has developed a 
small business size standard for All 
Other Telecommunications, which 
consists of all such firms with annual 
receipts of $35 million or less. For this 
category, U.S. Census Bureau data for 
2012 shows that there were 1,442 firms 
that operated for the entire year. Of 
those firms, a total of 1,400 had annual 
receipts less than $25 million and 42 
firms had annual receipts of $25 million 
to $49,999,999. Thus, the Commission 
estimates that the majority of ‘‘All Other 
Telecommunications’’ firms potentially 
affected by our action can be considered 
small. 
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14. AWS Services (1710–1755 MHz 
and 2110–2155 MHz bands (AWS–1); 
1915–1920 MHz, 1995–2000 MHz, 
2020–2025 MHz and 2175–2180 MHz 
bands (AWS–2); 2155–2175 MHz band 
(AWS–3)). For the AWS–1 bands, the 
Commission has defined a ‘‘small 
business’’ as an entity with average 
annual gross revenues for the preceding 
three years not exceeding $40 million, 
and a ‘‘very small business’’ as an entity 
with average annual gross revenues for 
the preceding three years not exceeding 
$15 million. For AWS–2 and AWS–3, 
although we do not know for certain 
which entities are likely to apply for 
these frequencies, we note that the 
AWS–1 bands are comparable to those 
used for cellular service and personal 
communications service. The 
Commission has not yet adopted size 
standards for the AWS–2 or AWS–3 
bands but proposes to treat both AWS– 
2 and AWS–3 similarly to broadband 
PCS service and AWS–1 service due to 
the comparable capital requirements 
and other factors, such as issues 
involved in relocating incumbents and 
developing markets, technologies, and 
services. 

15. Competitive Local Exchange 
Carriers (Competitive LECs). 
Competitive Access Providers (CAPs), 
Shared-Tenant Service Providers, and 
Other Local Service Providers. Neither 
the Commission nor the SBA has 
developed a small business size 
standard specifically for these service 
providers. The appropriate NAICS Code 
category is Wired Telecommunications 
Carriers and under that size standard, 
such a business is small if it has 1,500 
or fewer employees. U.S. Census Bureau 
data for 2012 indicate that 3,117 firms 
operated during that year. Of that 
number, 3,083 operated with fewer than 
1,000 employees. Based on these data, 
the Commission concludes that the 
majority of Competitive LECS, CAPs, 
Shared-Tenant Service Providers, and 
Other Local Service Providers, are small 
entities. According to Commission data, 
1,442 carriers reported that they were 
engaged in the provision of either 
competitive local exchange services or 
competitive access provider services. Of 
these 1,442 carriers, an estimated 1,256 
have 1,500 or fewer employees. In 
addition, 17 carriers have reported that 
they are Shared-Tenant Service 
Providers, and all 17 are estimated to 
have 1,500 or fewer employees. Also, 72 
carriers have reported that they are 
Other Local Service Providers. Of this 
total, 70 have 1,500 or fewer employees. 
Consequently, based on internally 
researched FCC data, the Commission 
estimates that most providers of 

competitive local exchange service, 
competitive access providers, Shared- 
Tenant Service Providers, and Other 
Local Service Providers are small 
entities. 

16. Incumbent Local Exchange 
Carriers (LECs). Neither the Commission 
nor the SBA has developed a small 
business size standard specifically for 
incumbent local exchange services. The 
closest applicable NAICS Code category 
is Wired Telecommunications Carriers. 
Under the applicable SBA size standard, 
such a business is small if it has 1,500 
or fewer employees. U.S. Census Bureau 
data for 2012 indicate that 3,117 firms 
operated the entire year. Of this total, 
3,083 operated with fewer than 1,000 
employees. Consequently, the 
Commission estimates that most 
providers of incumbent local exchange 
service are small businesses that may be 
affected by our actions. According to 
Commission data, one thousand three 
hundred and seven (1,307) Incumbent 
Local Exchange Carriers reported that 
they were incumbent local exchange 
service providers. Of this total, an 
estimated 1,006 have 1,500 or fewer 
employees. Thus using the SBA’s size 
standard the majority of Incumbent 
LECs can be considered small entities. 

17. Narrowband Personal 
Communications Services. Two 
auctions of narrowband personal 
communications services (PCS) licenses 
have been conducted. To ensure 
meaningful participation of small 
business entities in future auctions, the 
Commission has adopted a two-tiered 
small business size standard in the 
Narrowband PCS Second Report and 
Order. Through these auctions, the 
Commission has awarded a total of 41 
licenses, out of which 11 were obtained 
by small businesses. A ‘‘small business’’ 
is an entity that, together with affiliates 
and controlling interests, has average 
gross revenues for the three preceding 
years of not more than $40 million. A 
‘‘very small business’’ is an entity that, 
together with affiliates and controlling 
interests, has average gross revenues for 
the three preceding years of not more 
than $15 million. The SBA has 
approved these small business size 
standards. 

18. Offshore Radiotelephone Service. 
This service operates on several UHF 
television broadcast channels that are 
not used for television broadcasting in 
the coastal areas of states bordering the 
Gulf of Mexico. The closest applicable 
SBA size standard is for Wireless 
Telecommunications Carriers (except 
Satellite), which is an entity employing 
no more than 1,500 persons. U.S. 
Census Bureau data in this industry for 
2012 show that there were 967 firms 

that operated for the entire year. Of this 
total, 955 firms had employment of 999 
or fewer employees and 12 had 
employment of 1000 employees or 
more. Thus, under this SBA category 
and the associated small business size 
standard, the majority of Offshore 
Radiotelephone Service firms can be 
considered small. There are presently 
approximately 55 licensees in this 
service. However, the Commission is 
unable to estimate at this time the 
number of licensees that would qualify 
as small under the SBA’s small business 
size standard for the category of 
Wireless Telecommunications Carriers 
(except Satellite). 

19. Radio and Television Broadcasting 
and Wireless Communications 
Equipment Manufacturing. This 
industry comprises establishments 
primarily engaged in manufacturing 
radio and television broadcast and 
wireless communications equipment. 
Examples of products made by these 
establishments are: Transmitting and 
receiving antennas, cable television 
equipment, GPS equipment, pagers, 
cellular phones, mobile 
communications equipment, and radio 
and television studio and broadcasting 
equipment. The SBA has established a 
small business size standard for this 
industry of 1,250 employees or less. 
U.S. Census Bureau data for 2012 shows 
that 841 establishments operated in this 
industry in that year. Of that number, 
828 establishments operated with fewer 
than 1,000 employees, 7 establishments 
operated with between 1,000 and 2,499 
employees and 6 establishments 
operated with 2,500 or more employees. 
Based on this data, we conclude that a 
majority of manufacturers in this 
industry are small. 

20. Rural Radiotelephone Service. The 
Commission has not adopted a size 
standard for small businesses specific to 
the Rural Radiotelephone Service. A 
significant subset of the Rural 
Radiotelephone Service is the Basic 
Exchange Telephone Radio System 
(BETRS). The closest applicable SBA 
size standard is for Wireless 
Telecommunications Carriers (except 
Satellite), which is an entity employing 
no more than 1,500 persons. For this 
industry, U.S. Census Bureau data for 
2012 show that there were 967 firms 
that operated for the entire year. Of this 
total, 955 firms had employment of 999 
or fewer employees and 12 had 
employment of 1000 employees or 
more. Thus under this category and the 
associated size standard, the 
Commission estimates that the majority 
of Rural Radiotelephone Services firm 
are small entities. There are 
approximately 1,000 licensees in the 
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Rural Radiotelephone Service, and the 
Commission estimates that there are 
1,000 or fewer small entity licensees in 
the Rural Radiotelephone Service that 
may be affected by the rules and 
policies proposed herein. 

21. Wireless Communications 
Services. This service can be used for 
fixed, mobile, radiolocation, and digital 
audio broadcasting satellite uses. The 
Commission defined ‘‘small business’’ 
for the wireless communications 
services (WCS) auction as an entity with 
average gross revenues of $40 million 
for each of the three preceding years, 
and a ‘‘very small business’’ as an entity 
with average gross revenues of $15 
million for each of the three preceding 
years. The SBA has approved these 
small business size standards. In the 
Commission’s auction for geographic 
area licenses in the WCS there were 
seven winning bidders that qualified as 
‘‘very small business’’ entities, and one 
that qualified as a ‘‘small business’’ 
entity. 

22. Wireless Telecommunications 
Carriers (except Satellite). This industry 
comprises establishments engaged in 
operating and maintaining switching 
and transmission facilities to provide 
communications via the airwaves. 
Establishments in this industry have 
spectrum licenses and provide services 
using that spectrum, such as cellular 
services, paging services, wireless 
internet access, and wireless video 
services. The appropriate size standard 
under SBA rules is that such a business 
is small if it has 1,500 or fewer 
employees. For this industry, U.S. 
Census Bureau data for 2012 show that 
there were 967 firms that operated for 
the entire year. Of this total, 955 firms 
had employment of 999 or fewer 
employees and 12 had employment of 
1,000 employees or more. Thus under 
this category and the associated size 
standard, the Commission estimates that 
the majority of wireless 
telecommunications carriers (except 
satellite) are small entities. 

23. Wireless Telephony. Wireless 
telephony includes cellular, personal 
communications services, and 
specialized mobile radio telephony 
carriers. The closest applicable SBA 
category is Wireless 
Telecommunications Carriers (except 
Satellite). Under the SBA small business 
size standard, a business is small if it 
has 1,500 or fewer employees. For this 
industry, U.S. Census Bureau data for 
2012 show that there were 967 firms 
that operated for the entire year. Of this 
total, 955 firms had fewer than 1,000 
employees and 12 firms had 1000 
employees or more. Thus under this 
category and the associated size 

standard, the Commission estimates that 
a majority of these entities can be 
considered small. According to 
Commission data, 413 carriers reported 
that they were engaged in wireless 
telephony. Of these, an estimated 261 
have 1,500 or fewer employees and 152 
have more than 1,500 employees. 
Therefore, more than half of these 
entities can be considered small. 

24. 700 MHz Guard Band Licensees. 
In 2000, in the 700 MHz Guard Band 
Order, the Commission adopted size 
standards for ‘‘small businesses’’ and 
‘‘very small businesses’’ for purposes of 
determining their eligibility for special 
provisions such as bidding credits and 
installment payments. A small business 
in this service is an entity that, together 
with its affiliates and controlling 
principals, has average gross revenues 
not exceeding $40 million for the 
preceding three years. Additionally, a 
very small business is an entity that, 
together with its affiliates and 
controlling principals, has average gross 
revenues that are not more than $15 
million for the preceding three years. 
SBA approval of these definitions is not 
required. An auction of 52 Major 
Economic Area licenses commenced on 
September 6, 2000, and closed on 
September 21, 2000. Of the 104 licenses 
auctioned, 96 licenses were sold to nine 
bidders. Five of these bidders were 
small businesses that won a total of 26 
licenses. A second auction of 700 MHz 
Guard Band licenses commenced on 
February 13, 2001 and closed on 
February 21, 2001. All eight of the 
licenses auctioned were sold to three 
bidders. One of these bidders was a 
small business that won a total of two 
licenses. 

25. Lower 700 MHz Band Licenses. 
The Commission previously adopted 
criteria for defining three groups of 
small businesses for purposes of 
determining their eligibility for special 
provisions such as bidding credits. The 
Commission defined a ‘‘small business’’ 
as an entity that, together with its 
affiliates and controlling principals, has 
average gross revenues not exceeding 
$40 million for the preceding three 
years. A ‘‘very small business’’ is 
defined as an entity that, together with 
its affiliates and controlling principals, 
has average gross revenues that are not 
more than $15 million for the preceding 
three years. Additionally, the lower 700 
MHz Service had a third category of 
small business status for Metropolitan/ 
Rural Service Area (MSA/RSA) 
licenses—‘‘entrepreneur’’—which is 
defined as an entity that, together with 
its affiliates and controlling principals, 
has average gross revenues that are not 
more than $3 million for the preceding 

three years. The SBA approved these 
small size standards. An auction of 740 
licenses (one license in each of the 734 
MSAs/RSAs and one license in each of 
the six Economic Area Groupings 
(EAGs)) commenced on August 27, 
2002, and closed on September 18, 
2002. Of the 740 licenses available for 
auction, 484 licenses were won by 102 
winning bidders. Seventy-two of the 
winning bidders claimed small 
business, very small business or 
entrepreneur status and won a total of 
329 licenses. A second auction 
commenced on May 28, 2003, closed on 
June 13, 2003, and included 256 
licenses: 5 EAG licenses and 476 
Cellular Market Area licenses. 
Seventeen winning bidders claimed 
small or very small business status and 
won 60 licenses, and nine winning 
bidders claimed entrepreneur status and 
won 154 licenses. On July 26, 2005, the 
Commission completed an auction of 5 
licenses in the Lower 700 MHz band 
(Auction No. 60). There were three 
winning bidders for five licenses. All 
three winning bidders claimed small 
business status. 

26. In 2007, the Commission 
reexamined its rules governing the 700 
MHz band in the 700 MHz Second 
Report and Order. An auction of 700 
MHz licenses commenced January 24, 
2008, and closed on March 18, 2008, 
which included: 176 Economic Area 
licenses in the A-Block, 734 Cellular 
Market Area licenses in the B-Block, 
and 176 EA licenses in the E-Block. 
Twenty winning bidders, claiming small 
business status (those with attributable 
average annual gross revenues that 
exceed $15 million and do not exceed 
$40 million for the preceding three 
years) won 49 licenses. Thirty-three 
winning bidders claiming very small 
business status (those with attributable 
average annual gross revenues that do 
not exceed $15 million for the preceding 
three years) won 325 licenses. 

27. Upper 700 MHz Band Licenses. In 
the 700 MHz Second Report and Order, 
the Commission revised its rules 
regarding Upper 700 MHz licenses. On 
January 24, 2008, the Commission 
commenced Auction 73 in which 
several licenses in the Upper 700 MHz 
band were available for licensing: 12 
Regional Economic Area Grouping 
licenses in the C Block, and one 
nationwide license in the D Block. The 
auction concluded on March 18, 2008, 
with 3 winning bidders claiming very 
small business status (those with 
attributable average annual gross 
revenues that do not exceed $15 million 
for the preceding three years) and 
winning five licenses. 
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28. Wireless Resellers. The SBA has 
not developed a small business size 
standard specifically for Wireless 
Resellers. The SBA category of 
Telecommunications Resellers is the 
closest NAICS code category for 
wireless resellers. The 
Telecommunications Resellers industry 
comprises establishments engaged in 
purchasing access and network capacity 
from owners and operators of 
telecommunications networks and 
reselling wired and wireless 
telecommunications services (except 
satellite) to businesses and households. 
Establishments in this industry resell 
telecommunications; they do not 
operate transmission facilities and 
infrastructure. Mobile virtual network 
operators (MVNOs) are included in this 
industry. Under the SBA’s size 
standard, such a business is small if it 
has 1,500 or fewer employees. U.S. 
Census Bureau data for 2012 show that 
1,341 firms provided resale services for 
the entire year. Of that number, all 
operated with fewer than 1,000 
employees. Thus, under this category 
and the associated small business size 
standard, the majority of these resellers 
can be considered small entities. 
According to Commission data, 213 
carriers have reported that they are 
engaged in the provision of local resale 
services. Of these, an estimated 211 
have 1,500 or fewer employees. 
Consequently, the Commission 
estimates that the majority of Wireless 
Resellers are small entities. 

b. Equipment Manufacturers 
29. Radio and Television Broadcasting 

and Wireless Communications 
Equipment Manufacturing. This 
industry comprises establishments 
primarily engaged in manufacturing 
radio and television broadcast and 
wireless communications equipment. 
Examples of products made by these 
establishments are: Transmitting and 
receiving antennas, cable television 
equipment, GPS equipment, pagers, 
cellular phones, mobile 
communications equipment, and radio 
and television studio and broadcasting 
equipment. The SBA has established a 
small business size standard for this 
industry of 1,250 employees or less. 
U.S. Census Bureau data for 2012 shows 
that 841 establishments operated in this 
industry in that year. Of that number, 
828 establishments operated with fewer 
than 1,000 employees, 7 establishments 
operated with between 1,000 and 2,499 
employees and 6 establishments 
operated with 2,500 or more employees. 
Based on this data, we conclude that a 
majority of manufacturers in this 
industry can be considered small. 

30. Semiconductor and Related 
Device Manufacturing. This industry 
comprises establishments primarily 
engaged in manufacturing 
semiconductors and related solid state 
devices. Examples of products made by 
these establishments are integrated 
circuits, memory chips, 
microprocessors, diodes, transistors, 
solar cells and other optoelectronic 
devices. The SBA has developed a small 
business size standard for 
Semiconductor and Related Device 
Manufacturing, which consists of all 
such companies having 1,250 or fewer 
employees. U.S. Census Bureau data for 
2012 show that there were 862 
establishments that operated that year. 
Of this total, 843 operated with fewer 
than 1,000 employees. Thus, under this 
size standard, the majority of firms in 
this industry can be considered small. 

D. Description of Projected Reporting, 
Recordkeeping, and Other Compliance 
Requirements for Small Entities 

31. The NPRM proposes and seeks 
comment on changes to Commission 
rules related to priority access services 
that may affect reporting, recordkeeping, 
and other compliance requirements for 
small entities, if adopted. Specifically, 
regarding TSP, service providers would 
be required to have policies and 
procedures in place to prevent and 
detect the unauthorized disclosure of 
TSP data, and report provisioning and 
restoration times for TSP circuits in 
areas covered by the activation of the 
Disaster Information Reporting System 
(DIRS). Service providers would also be 
required to report provisioning and 
restoration times, and aggregate data 
that would allow the DHS to compare 
the data for TSP services to similar data 
for non-TSP services. Additionally, non- 
common carriers that voluntarily 
provide TSP-like services would be 
required to abide by the rules currently 
contained in Appendix A of part 64 of 
the Commission’s rules. 

32. Regarding PAS, Commercial 
Mobile Radio Service (CMRS) providers 
that offer priority access service (PAS 
providers) to NSEP users would be 
required to allow Priority Level 1 and 2 
voice calls, if needed, to preempt or 
degrade in-progress public 
communications and provision next- 
generation voice, data, and video 
services on a priority basis. Priority 
Level 1 exceeds all other priority 
services offered by PAS providers. PAS 
providers would also be required to 
provide priority signaling to ensure 
networks are able to detect PAS handset 
network registration and service 
invocation; would be subject to 
additional methods of invocating PAS 

priority treatment for NSEP 
communications; and would be subject 
to DHS specific requirements to ensure 
PAS providers meet the survivability of 
NSEP communications, as required in 
Executive Order 13618. In addition, 
PAS providers would be required to file 
implementation and performance data 
with DHS so that DHS can assess the 
program’s readiness, usage, and 
performance at all times and in all 
places offered, and for specific 
geographic areas and times. 

33. We note that NTIA seeks 
substantial reporting and record-keeping 
requirements regarding the TSP and 
PAS programs. For TSP, NTIA asks that 
service providers report to DHS 
provisioning and restoration times for 
TSP circuits in areas covered by the 
activation of the Disaster Information 
Reporting System (DIRS), on belief that 
such reporting obligations would give it 
access to TSP provisioning and 
restoration times and aggregate data that 
would allow it to compare the data for 
TSP services to similar data for non-TSP 
services. NTIA also requests the 
Commission amend its WPS rules to 
require service providers to file 
implementation, usage, and 
performance data with DHS so that it 
can assess the program’s readiness, 
usage, and performance at all times and 
all places offered, and for specific 
geographic areas and times. We are not 
prepared to propose the requests as 
rules, until we have a better 
understanding of the balance between 
the costs to providers and the benefits 
to DHS as program administrator. 

34. If the Commission ultimately 
determines that it will adopt the rules 
proposed in the NPRM, small entities 
may need to hire engineers, consultants, 
or other professionals to comply with 
the rules generally, and the rules noted 
above specifically (i.e., related to 
reporting and recordkeeping). At this 
time the Commission cannot, however, 
quantify the cost of compliance with the 
potential rule changes and obligations 
that may result in this proceeding. In 
our discussion of the proposals in the 
NPRM, we specifically seek comments 
from the parties in the proceeding 
addressing the costs and benefits of our 
proposed actions. We expect the 
information we receive in the comments 
to help the Commission identify and 
evaluate relevant matters for small 
entities, including any compliance costs 
and burdens that may result from the 
matters raised in the NPRM. 
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E. Steps Taken To Minimize the 
Significant Economic Impact on Small 
Entities, and Significant Alternatives 
Considered 

35. The RFA requires an agency to 
describe any significant, specifically 
small business, alternatives that it has 
considered in reaching its proposed 
approach, which may include the 
following four alternatives (among 
others): (1) The establishment of 
differing compliance or reporting 
requirements or timetables that take into 
account the resources available to small 
entities; (2) the clarification, 
consolidation, or simplification of 
compliance or reporting requirements 
under the rule for such small entities; 
(3) the use of performance, rather than 
design, standards; and (4) an exemption 
from coverage of the rule, or any part 
thereof, for such small entities. 

36. The Commission has taken steps 
and considered alternatives that could 
minimize the economic impact on small 
entities as a result of the proposals and 
matters upon which we seek comments 
in the NPRM; we believe, for example, 
that something as straight-forward as 
proposing to remove the requirement 
that an agency’s TSP ‘‘invocation 
official’’ must be at or near the top of an 
agency’s management hierarchy can 
lower costs for small entities. Similarly, 
our proposal to amend our PAS rules to 
authorize additional methods of 
invoking priority treatment for NSEP 
communications will most likely have 
an effect of lowering costs. 

37. We note that our proposal does 
not currently seek adoption of several of 
the rule changes requested by NTIA and 
DHS, on belief that these rule changes 
would increase regulatory burdens on 
service providers/providers by 
increasing the costs of complying with 
the Commission’s priority services 
rules. Further, we believe that 
considering a ‘‘light touch’’ regulatory 
framework and amending the 
Commission’s priority services rules 
would enhance regulatory efficiency 
and reduce the burdens on small 
entities and other service providers by 
making it easier to identify and comply 
with the applicable rules. 

38. Next, we raise the issue of rule 
waivers in light of the importance of 
end-to-end support of priority services 
in an IP-based network environment 
and seek comment on how the 
Commission might consider requests for 
waiver of its rules should our proposals 
be adopted. To the extent waivers are 
allowed, in order to determine what 
criteria should the Commission consider 
in determining whether there is good 
cause for waiver, we ask among other 

things, whether the size of the carrier 
should be a consideration. We also ask 
whether we should use our existing 
waiver rules which small entities may 
already be familiar with or adopt new 
requirements. New requirements have 
the potential to be less rigorous than the 
current rules. Another alternative upon 
which we seek comment that could be 
of particular benefit to small entities is 
whether and what type of mechanism 
should there be for extending the 
allowable time to achieve compliance 
with any rules adopted in this 
proceeding. 

39. Finally, as a general matter, the 
Commission seeks comment on the 
minimum benefit expected to result 
from the policy changes we propose, 
and on the costs that NSEP providers 
would incur in order to achieve 
compliance. To assist in evaluating the 
economic impact on small entities, the 
Commission seeks comment on the 
costs and benefits of the proposed rules 
and any alternatives raised in the NPRM 
that will accomplish our goal of 
protecting life and property through the 
provisioning of NSEP communications 
services, while tailoring implementation 
of our proposals to minimize 
compliance costs and any potential 
burdens. The Commission is 
particularly interested in how the 
proposed rules on requiring service 
providers to have policies and 
procedures in place to prevent and 
detect the unauthorized disclosure of 
TSP data; requiring those providers to 
report provisioning and restoration 
times for TSP circuits in areas covered 
by the activation of the DIRS; and 
requiring PAS providers to file 
implementation and performance data 
with DHS so that DHS can assess the 
program’s readiness, usage, and 
performance at all times and all places 
offered, and for specific geographic 
areas and times, will affect, and 
economically impact, small entities. 
While we believe there would be little 
adverse economic impact on small 
entities and other service providers 
because most of the proposed rule 
changes are administrative in nature, 
the Commission seeks to understand, 
with a degree of specificity, how 
complying with the proposed rules 
(were they to be adopted) would impact 
small entities. The Commission expects 
to consider more fully the economic 
impact on small entities following its 
review of comments filed in response to 
the NPRM, including costs and benefits 
analyses. The Commission’s evaluation 
of the comments filed in this proceeding 
will shape the final alternatives it 
considers, the final conclusions it 

reaches, and any final actions it 
ultimately takes in this proceeding to 
minimize any significant economic 
impact that may occur on small entities. 

F. Federal Rules That May Duplicate, 
Overlap, or Conflict With the Proposed 
Rules 

40. None. 

V. Ordering Clause 

41. It is ordered that, pursuant to the 
authority contained in sections 1, 4(i), 
4(j), 4(n), 201–205, 251(e)(3), 254, 301, 
303(b), 303(g), 303(r), 307, 308(a), 
309(a), 309(j), 316, 332, 403, 615(a)(1), 
615(c), and 706 of the Communications 
Act of 1934, as amended, codified at 47 
U.S.C. 151, 154(i)–(j) & (n), 201–205, 
251(e)(3), 254, 301, 303(b), 303(g), 
303(r), 307, 308(a), 309(a), 309(j), 316, 
332, 403, 606, 615(a)(1), 615(c); and 
Executive Order 13618, that this Notice 
of Proposed Rulemaking in PS Docket 
No. 20–187 is adopted. 

List of Subjects in 47 CFR Part 64 

Communications, Communications 
common carriers, Communications 
equipment, Computer technology, 
Emergency preparedness, internet, 
Priority access, Priority services, 
Provisioning, Radio, Restoration, 
Telecommunications, Telephone. 
Federal Communications Commission. 
Marlene Dortch, 
Secretary. 

Proposed Rules 

For the reasons discussed in the 
preamble, the Federal Communications 
Commission proposes to amend 47 CFR 
part 64 as follows: 

PART 64—MISCELLANEOUS RULES 
RELATING TO COMMON CARRIERS 

■ 1. The authority citation continues to 
read as follows: 

Authority: 47 U.S.C. 154, 201, 202, 217, 
218, 220, 222, 225, 226, 227, 227b, 228, 
251(a), 251(e), 254(k), 262, 403(b)(2)(B), (c), 
616, 620, 1401–1473, unless otherwise noted; 
Pub. L. 115–141, Div. P, sec. 503, 132 Stat. 
348, 1091. 

■ 2. Revise § 64.402 to read as follows: 

§ 64.402 Policies and procedures for the 
provision of wireless priority service by 
wireless service providers. 

Wireless service providers that elect 
to provide wireless priority service to 
National Security and Emergency 
Preparedness personnel shall provide 
wireless priority service in accordance 
with the policies and procedures set 
forth in appendix B to this part. 
■ 3. Revise appendix A to Part 64 to 
read as follows: 
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Appendix A to Part 64— 
Telecommunications Service Priority 
(TSP) System for National Security 
Emergency Preparedness (NSEP) 

1. Purpose and Authority 
a. This appendix establishes policies and 

procedures and assigns responsibilities for 
the National Security Emergency 
Preparedness (NSEP) Telecommunications 
Service Priority (TSP) System. The NSEP TSP 
System authorizes priority treatment to 
certain telecommunications services and 
internet Protocol-based services (including 
voice, data, and video services), for which 
provisioning or restoration priority (RP) 
levels are requested, assigned, and approved 
in accordance with this appendix. 

b. This appendix is issued pursuant to 
sections 1, 4(i), 4(j), 4(o), 201–205, 251(e)(3), 
254, 301, 303(b), 303(g), 303(r), 307, 308(a), 
309(a), 309(j), 316, 332, 403, 615a–1, 615c, 
and 606 of the Communications Act of 1934, 
as amended, codified at 47 U.S.C. 151, 
154(i)–(j), (n) & (o), 201–205, 251(e)(3), 254, 
301, 303(b), 303(g), 303(r), 307, 308(a), 
309(a), 309(j), 316, 332, 403, 615a–1, 615c, 
606; Section 706 of the Telecommunications 
Act of 1996, codified at 47 U.S.C 1302; and 
Executive Order 13618. These authorities 
grant to the Federal Communications 
Commission (FCC) the authority over the 
assignment and approval of priorities for 
provisioning and restoration of 
telecommunications services and internet 
Protocol-based services. Under section 706 of 
the Communications Act, this authority may 
be superseded, and the mandatory provisions 
of this section may be expanded to include 
non-common carrier telecommunications 
services, by the war emergency powers of the 
President of the United States. 

c. Together, this appendix and the 
regulations and procedures issued by the 
Department of Homeland Security (DHS) 
establish one uniform system of priorities for 
provisioning and restoration of NSEP 
telecommunications services and internet 
Protocol-based services both before and after 
invocation of the President’s war emergency 
powers. In order that government and 
industry resources may be used effectively 
under all conditions, a single set of rules, 
regulations, and procedures is necessary, and 
they must be applied on a day-to-day basis 
to all NSEP services so that the priorities they 
establish can be implemented at once when 
the need arises. 

2. Definitions 

As used in this appendix: 
a. Assignment means the designation of 

priority level(s) for a defined NSEP 
telecommunications service or internet 
Protocol-based service for a specified time 
period. 

b. Audit means a quality assurance review 
in response to identified problems. 

c. Government refers to the Federal 
Government or any foreign, state, county, 
municipal or other local government agency 
or organization. Specific qualifications will 
be supplied whenever reference to a 
particular level of government is intended 
(e.g., ‘‘Federal Government’’, ‘‘state 
government’’). ‘‘Foreign government’’ means 

any sovereign empire, kingdom, state, or 
independent political community, including 
foreign diplomatic and consular 
establishments and coalitions or associations 
of governments (e.g., North Atlantic Treaty 
Organization (NATO), Southeast Asian 
Treaty Organization (SEATO), Organization 
of American States (OAS), and government 
agencies or organization (e.g., Pan American 
Union, International Postal Union, and 
International Monetary Fund)). 

d. National Coordinating Center for 
Communications (NCC) refers to the joint 
telecommunications industry-Federal 
Government operation that assists in the 
initiation, coordination, restoration, and 
reconstitution of NSEP telecommunications 
services or facilities. 

e. National Security Emergency 
Preparedness (NSEP) services, or ‘‘NSEP 
services,’’ means telecommunications 
services or internet Protocol-based services 
which are used to maintain a state of 
readiness or to respond to and manage any 
event or crisis (local, national, or 
international), which causes or could cause 
injury or harm to the population, damage to 
or loss of property, or degrades or threatens 
the NSEP posture of the United States. These 
services fall into two specific categories, 
Emergency NSEP and Essential NSEP, and 
are assigned priority levels pursuant to 
section 8 of this appendix. 

f. NSEP treatment refers to the provisioning 
of a specific NSEP service before others based 
on the provisioning priority level assigned by 
DHS. 

g. Priority action means assignment, 
revision, revocation, or revalidation by DHS 
of a priority level associated with an NSEP 
service. 

h. Priority level means the level that may 
be assigned to an NSEP service specifying the 
order in which provisioning or restoration of 
the service is to occur relative to other NSEP 
and/or non-NSEP telecommunications 
services. Priority levels authorized by this 
appendix are designated (highest to lowest) 
‘‘E,’’ ‘‘1,’’ ‘‘2,’’ ‘‘3,’’ ‘‘4,’’ and ‘‘5,’’ for 
provisioning and ‘‘1,’’ ‘‘2,’’ ‘‘3,’’ ‘‘4,’’ and ‘‘5,’’ 
for restoration. 

i. Priority level assignment means the 
priority level(s) designated for the 
provisioning and/or restoration of a specific 
NSEP service under section 8 of this 
appendix. 

j. Private NSEP services include non- 
common carrier telecommunications 
services. 

k. Provisioning means the act of supplying 
service to a user, including all associated 
transmission, wiring, and equipment. As 
used herein, ‘‘provisioning’’ and ‘‘initiation’’ 
are synonymous and include altering the 
state of an existing priority service or 
capability. 

l. Public switched NSEP services include 
those NSEP services using public switched 
networks. 

m. Reconciliation means the comparison of 
NSEP service information and the resolution 
of identified discrepancies. 

n. Restoration means the repair or 
returning to service of one or more services 
that have experienced a service outage or are 
unusable for any reason, including a 

damaged or impaired facility. Such repair or 
returning to service may be done by patching, 
rerouting, substitution of component parts or 
pathways, and other means, as determined 
necessary by a service provider. 

o. Revalidation means the re-justification 
by a service user of a priority level 
assignment. This may result in extension by 
DHS of the expiration date associated with 
the priority level assignment. 

p. Revision means the change of priority 
level assignment for an NSEP service. This 
includes any extension of an existing priority 
level assignment to an expanded NSEP 
service. 

q. Revocation means the elimination of a 
priority level assignment when it is no longer 
valid. All priority level assignments for an 
NSEP service are revoked upon service 
termination. 

r. Service identification refers to the 
information uniquely identifying an NSEP 
service to the service provider and/or service 
user. 

s. Service user refers to any individual or 
organization (including a service provider) 
supported by an NSEP service for which a 
priority level has been requested or assigned 
pursuant to section 7 or 8 of this appendix. 

t. Service provider refers to any person, 
association, partnership, corporation, 
organization, or other entity (including 
government organizations) that offers to 
supply any equipment, facilities, or services 
(including customer premises equipment and 
wiring) or combination thereof. The term 
includes resale carriers, prime contractors, 
subcontractors, and interconnecting carriers. 

u. Spare circuits or services refers to those 
not being used or contracted for by any 
customer. 

v. Telecommunications services means the 
offering of telecommunications for a fee 
directly to the public, or to such classes of 
users as to be effectively available directly to 
the public, regardless of the facilities used. 

w. Telecommunications Service Priority 
(TSP) system user refers to any individual, 
organization, or activity that interacts with 
the NSEP TSP System. 

3. Scope 
a. Service providers. 
(1) This appendix applies to the provision 

and restoration of certain 
telecommunications services or internet 
Protocol-based services for which priority 
levels are requested, assigned, and approved 
pursuant to section 8 of this appendix. 

(2) Common carriers must offer prioritized 
provisioning and restoration of circuit- 
switched voice communication services. Any 
service provider may, on a voluntary basis, 
offer prioritized provisioning and restoration 
of data, video, and IP-based voice services. 

b. Eligible services. The NSEP TSP System 
and procedures established by this appendix 
authorize priority treatment to the following 
domestic services (including portions of U.S. 
international services offered by U.S. service 
providers) for which provisioning or 
restoration priority levels are requested, 
assigned, and approved in accordance with 
this appendix: 

(1) Common carrier services which are: 
(a) Interstate or foreign 

telecommunications services, 
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(b) Intrastate telecommunications services 
inseparable from interstate or foreign 
telecommunications services, and intrastate 
telecommunications services to which 
priority levels are assigned pursuant to 
section 8 of this appendix. 

(2) Services which are provided by 
government and/or non-common carriers and 
are interconnected to common carrier 
services assigned a priority level pursuant to 
section 8 of this appendix. 

c. Control services and orderwires. The 
NSEP TSP System and procedures 
established by this appendix are not 
applicable to authorize priority treatment to 
control services or orderwires owned by a 
service provider and needed for provisioning, 
restoration, or maintenance of other services 
owned by that service provider. Such control 
services and orderwires shall have priority 
provisioning and restoration over all other 
services (including NSEP services) and shall 
be exempt from preemption. However, the 
NSEP TSP System and procedures 
established by this appendix are applicable 
to control services or orderwires leased by a 
service provider. 

d. Other services. The NSEP TSP System 
may apply, at the discretion of and upon 
special arrangements by the NSEP TSP 
System users involved, to authorize priority 
treatment to the following services: 

(1) Government or non-common carrier 
services which are not connected to common 
carrier provided services assigned a priority 
level pursuant to section 8 of this appendix. 

(2) Portions of U.S. international services 
which are provided by foreign 
correspondents. (U.S. service providers are 
encouraged to ensure that relevant operating 
arrangements are consistent to the maximum 
extent practicable with the NSEP TSP 
System. If such arrangements do not exist, 
U.S. service providers should handle service 
provisioning and/or restoration in 
accordance with any system acceptable to 
their foreign correspondents which comes 
closest to meeting the procedures established 
in this appendix.) 

4. Policy 

The NSEP TSP System is the regulatory, 
administrative, and operational system 
authorizing and providing for priority 
treatment, i.e., provisioning and restoration, 
of NSEP services. As such, it establishes the 
framework for service providers to provision, 
restore, or otherwise act on a priority basis 
to ensure effective NSEP services. The NSEP 
TSP System allows the assignment of priority 
levels to any NSEP service across three time 
periods, or stress conditions: Peacetime/ 
Crisis/Mobilizations, Attack/War, and Post- 
Attack/Recovery. Although priority levels 
normally will be assigned by DHS and 
retained by service providers only for the 
current time period, they may be preassigned 
for the other two time periods at the request 
of service users who are able to identify and 
justify in advance, their wartime or post- 
attack NSEP requirements. Absent such 
preassigned priority levels for the Attack/War 
and Post-Attack/Recovery periods, priority 
level assignments for the Peacetime/Crisis/ 
Mobilization period will remain in effect. At 
all times, priority level assignments will be 

subject to revision by the FCC or (on an 
interim basis) DHS, based upon changing 
NSEP needs. No other system of service 
priorities which conflicts with the NSEP TSP 
System is authorized. 

5. Responsibilities 
a. The FCC will: 
(1) Provide regulatory oversight of 

implementation of the NSEP TSP System. 
(2) Enforce NSEP TSP System rules and 

regulations, which are contained in this 
appendix. 

(3) Act as final authority for approval, 
revision, or disapproval of priority actions by 
DHS and adjudicate disputes regarding either 
priority actions or denials of requests for 
priority actions by DHS, until superseded by 
the President’s war emergency powers under 
section 706 of the Communications Act. 

(4) Perform such functions as are required 
by law and Executive Order 13618, 
including: 

(a) With respect to all entities licensed or 
regulated by the FCC: The extension, 
discontinuance, or reduction of common 
carrier facilities or services; the control of 
common carrier rates, charges, practices, and 
classifications; the construction, 
authorization, activation, deactivation, or 
closing of radio stations, services, and 
facilities; the assignment of radio frequencies 
to licensees; the investigation of violations of 
pertinent law; and the assessment of 
communications service provider emergency 
needs and resources; and 

(b) support the continuous operation and 
restoration of critical communications 
systems and services by assisting the 
Secretary of Homeland Security with 
infrastructure damage assessment and 
restoration, and by providing the Secretary of 
Homeland Security with information 
collected by the FCC on communications 
infrastructure, service outages, and 
restoration, as appropriate. 

(5) Function (on a discretionary basis) as a 
sponsoring Federal organization. (See section 
5(b) below.) 

b. Sponsoring Federal organizations will: 
(1) Review and decide whether to sponsor 

foreign, state, and local government and 
private industry (including service providers) 
requests for priority actions. Federal 
organizations will forward sponsored 
requests with recommendations for 
disposition to DHS. Recommendations will 
be based on the categories and criteria in 
section 10 of this appendix. 

(2) Forward notification of priority actions 
or denials of requests for priority actions 
from DHS to the requesting foreign, state, and 
local government and private industry 
entities. 

(3) Cooperate with DHS during 
reconciliation, revalidation, and audits. 

(4) Comply with any regulations and 
procedures supplemental to and consistent 
with this appendix which are issued by DHS. 

c. Service users will: 
(1) Identify services requiring priority level 

assignments and request and justify priority 
level assignments in accordance with this 
appendix and any supplemental regulations 
and procedures issued by DHS that are 
consistent with this appendix. 

(2) Request and justify revalidation of all 
priority level assignments at least every three 
years. 

(3) For services assigned priority levels, 
ensure (through contractual means or 
otherwise) availability of customer premises 
equipment and wiring necessary for end-to- 
end service operation by the service due date, 
and continued operation; and, for such 
services in the Emergency NSEP category, by 
the time that providers are prepared to 
provide the services. Additionally, designate 
the organization responsible for the service 
on an end-to-end basis. 

(4) Be prepared to accept services assigned 
priority levels by the service due dates or, for 
services in the Emergency NSEP category, 
when they are available. 

(5) Pay providers any authorized costs 
associated with services that are assigned 
priority levels. 

(6) Report to providers any failed or 
unusable services that are assigned priority 
levels. 

(7) Designate a 24-hour point-of-contact for 
matters concerning each request for priority 
action and apprise DHS thereof. 

(8) Upon termination of services that are 
assigned priority levels, or circumstances 
warranting revisions in priority level 
assignment (e.g., expansion of service), 
request and justify revocation or revision. 

(9) When NSEP treatment is invoked under 
section 8(c) of this appendix, within 90 days 
following provisioning of the service 
involved, forward to the National 
Coordinating Center (see section 2(d) of this 
appendix) complete information identifying 
the time and event associated with the 
invocation and regarding whether the NSEP 
service requirement was adequately handled 
and whether any additional charges were 
incurred. 

(10) Cooperate with DHS during 
reconciliation, revalidation, and audits. 

(11) Comply with any regulations and 
procedures supplemental to and consistent 
with this appendix that are issued by DHS. 

d. Non-federal service users, in addition to 
responsibilities prescribed above in section 
6(d), will obtain a sponsoring Federal 
organization for all requests for priority 
actions. If unable to find a sponsoring 
Federal organization, a non-federal service 
user may submit its request, which must 
include documentation of attempts made to 
obtain a sponsor and reasons given by the 
sponsor for its refusal, directly to DHS. 

e. Service providers will: 
(1) When NSEP treatment is invoked by 

service users, provision NSEP services before 
non-NSEP services, based on priority level 
assignments made by DHS. Provisioning will 
require service providers to: 

(a) Allocate resources to ensure best efforts 
to provide NSEP services by the time 
required. When limited resources constrain 
response capability, providers will address 
conflicts for resources by: 

(i) Providing NSEP services in order of 
provisioning priority level assignment (i.e., 
‘‘E’’, ‘‘1’’, ‘‘2’’, ‘‘3’’, ‘‘4’’, or ‘‘5’’); 

(ii) Providing Emergency NSEP services 
(i.e., those assigned provisioning priority 
level ‘‘E’’) in order of receipt of the service 
requests; 
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(iii) Providing Essential NSEP services (i.e., 
those assigned priority levels ‘‘1’’, ‘‘2’’, ‘‘3’’, 
‘‘4’’, or ‘‘5’’) that have the same provisioning 
priority level in order of service due dates; 
and 

(iv) Referring any conflicts which cannot 
be resolved (to the mutual satisfaction of 
service providers and users) to the Executive 
Office of the President (EOP) for resolution. 

(b) Comply with NSEP service requests by: 
(i) Allocating resources necessary to 

provide Emergency NSEP services as soon as 
possible, dispatching outside normal 
business hours when necessary; 

(ii) Ensuring best efforts to meet requested 
service dates for Essential NSEP services, 
negotiating a mutually (authorized user and 
provider) acceptable service due date when 
the requested service due date cannot be met; 
and 

(iii) Seeking NCC assistance as authorized 
under the NCC Charter (see section 1.3, NCC 
Charter, dated October 9, 1985). 

(2) Restore NSEP services which suffer 
outage or are reported as unusable or 
otherwise in need of restoration, before non- 
NSEP services, based on restoration priority 
level assignments. (Note: For broadband or 
multiple service facilities, restoration is 
permitted even though it might result in 
restoration of services assigned no or lower 
priority levels along with, or sometimes 
ahead of, some higher priority level services.) 
Restoration will require service providers to 
restore NSEP services in order of restoration 
priority level assignment (i.e., ‘‘1’’, ‘‘2’’, ‘‘3’’, 
‘‘4’’, or ‘‘5’’) by: 

(a) Allocating available resources to restore 
NSEP services as quickly as practicable, 
dispatching outside normal business hours to 
restore services assigned priority levels ‘‘1’’, 
‘‘2’’, and ‘‘3’’ when necessary, and services 
assigned priority level ‘‘4’’ and ‘‘5’’ when the 
next business day is more than 24 hours 
away; 

(b) Restoring NSEP services assigned the 
same restoration priority level based upon 
which can be first restored. (However, 
restoration actions in progress should not 
normally be interrupted to restore another 
NSEP service assigned the same restoration 
priority level); 

(c) Patching and/or rerouting NSEP 
services assigned restoration priority levels 
from ‘‘1’’ through ‘‘5,’’ when use of patching 
and/or rerouting will hasten restoration; 

(d) Seeking NCC assistance authorized 
under the NCC Charter; and 

(e) Referring any conflicts which cannot be 
resolved (to the mutual satisfaction of service 
providers and users) to EOP for resolution. 

(3) Respond to provisioning requests of 
authorized users and/or other service 
providers, and to restoration priority level 
assignments when an NSEP service suffers an 
outage or is reported as unusable, by: 

(a) Ensuring that provider personnel 
understand their responsibilities to handle 
NSEP provisioning requests and to restore 
NSEP service; 

(b) Providing a 24-hour point-of-contact for 
receiving provisioning requests for 
Emergency NSEP services and reports of 
NSEP service outages or unusability; and 

(c) Seeking verification from an authorized 
entity if legitimacy of a priority level 

assignment or provisioning request for an 
NSEP service is in doubt. However, 
processing of Emergency NSEP service 
requests will not be delayed for verification 
purposes. 

(4) Cooperate with other service providers 
involved in provisioning or restoring a 
portion of an NSEP service by honoring 
provisioning or restoration priority level 
assignments, or requests for assistance to 
provision or restore NSEP services, as 
detailed in section 5(e)(1), (2), and (3). 

(5) All service providers, including resale 
carriers, are required to ensure that service 
providers supplying underlying facilities are 
provided information necessary to 
implement priority treatment of facilities that 
support NSEP services. 

(6) Preempt, when necessary, existing 
services to provide an NSEP service as 
authorized in section 6 of this appendix. 

(7) Assist in ensuring that priority level 
assignments of NSEP services are accurately 
identified ‘‘end-to-end’’ by: 

(a) Seeking verification from an authorized 
Federal Government entity if the legitimacy 
of the restoration priority level assignment is 
in doubt; 

(b) Providing to subcontractors and/or 
interconnecting carriers the restoration 
priority level assigned to a service; 

(c) Supplying, to DHS, when acting as a 
prime contractor to a service user, 
confirmation information regarding NSEP 
service completion for that portion of the 
service they have contracted to supply; 

(d) Supplying, to DHS, NSEP service 
information for the purpose of reconciliation; 

(e) Cooperating with DHS during 
reconciliation; and 

(f) Periodically initiating reconciliation 
with their subcontractors and arranging for 
subsequent subcontractors to cooperate in the 
reconciliation process. 

(8) Receive compensation for costs 
authorized through tariffs or contracts by: 

(a) Provisions contained in properly filed 
state or Federal tariffs; or 

(b) Provisions of properly negotiated 
contracts where the carrier is not required to 
file tariffs. 

(9) Provision or restore only the portions of 
services for which they have agreed to be 
responsible (i.e., have contracted to supply), 
unless the President’s war emergency powers 
under section 706 of the Communications 
Act are in effect. 

(10) Cooperate with DHS during audits. 
(11) Comply with any regulations or 

procedures supplemental to and consistent 
with this appendix that are issued by DHS 
and reviewed by the FCC. 

(12) Ensure that at all times a reasonable 
number of public switched network services 
are made available for public use. 

(13) Not disclose information concerning 
NSEP services they provide to those not 
having a need-to-know or might use the 
information for competitive advantage. 

(14) Comply with all relevant Commission 
rules regarding TSP. 

6. Preemption of Existing Services 

When necessary to provision or restore 
NSEP services, service providers may 
preempt services they provide as specified 

below. ‘‘User’’ as used in this Section means 
any user of a telecommunications service or 
internet Protocol-based service, including 
both NSEP and non-NSEP services. Prior 
consent by a preempted user is not required. 

a. The sequence in which existing services 
may be preempted to provision NSEP 
services assigned a provisioning priority 
level ‘‘E’’ or restore NSEP services assigned 
a restoration priority level from ‘‘1’’ through 
‘‘5’’: 

(1) Non-NSEP services: If suitable spare 
services are not available, then, based on the 
considerations in this appendix and the 
service provider’s best judgment, non-NSEP 
services will be preempted. After ensuring a 
sufficient number of public switched services 
are available for public use, based on the 
service provider’s best judgment, such 
services may be used to satisfy a requirement 
for provisioning or restoring NSEP services. 

(2) NSEP services: If no suitable spare or 
non-NSEP services are available, then 
existing NSEP services may be preempted to 
provision or restore NSEP services with 
higher priority level assignments. When this 
is necessary, NSEP services will be selected 
for preemption in the inverse order of 
priority level assignment. 

(3) Service providers who are preempting 
services will ensure their best effort to notify 
the service user of the preempted service and 
state the reason for and estimated duration of 
the preemption. 

b. Service providers may, based on their 
best judgment, determine the sequence in 
which existing services may be preempted to 
provision NSEP services assigned a 
provisioning priority of ‘‘1’’ through ‘‘5’’. 
Preemption is not subject to the consent of 
the user whose service will be preempted. 

7. Requests for Priority Assignments 

All service users are required to submit 
requests for priority actions to DHS in the 
format and following the procedures 
prescribed by DHS. 

8. Assignment, Approval, Use, and 
Invocation of Priority Levels 

a. Assignment and approval of priority 
levels. Priority level assignments will be 
based upon the categories and criteria 
specified in section 10 of this appendix. A 
priority level assignment made by DHS will 
serve as DHS’s recommendation to the FCC. 
Until the President’s war emergency powers 
are invoked, priority level assignments must 
be approved by the FCC. However, service 
providers are ordered to implement any 
priority level assignments that are pending 
FCC approval. After invocation of the 
President’s war emergency powers, these 
requirements may be superseded by other 
procedures issued by DHS. 

b. Use of Priority Level Assignments. 
(1) All provisioning and restoration 

priority level assignments for services in the 
Emergency NSEP category will be included 
in initial service orders to providers. 
Provisioning priority level assignments for 
Essential NSEP services, however, will not 
usually be included in initial service orders 
to providers. NSEP treatment for Essential 
NSEP services will be invoked and 
provisioning priority level assignments will 
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be conveyed to service providers only if the 
providers cannot meet needed service dates 
through the normal provisioning process. 

(2) Any revision or revocation of either 
provisioning or restoration priority level 
assignments will also be transmitted to 
providers. 

(3) Service providers shall accept priority 
levels and/or revisions only after assignment 
by DHS. 

Note: Service providers acting as prime 
contractors will accept assigned NSEP 
priority levels only when they are 
accompanied by the DHS designated service 
identification, i.e., TSP Authorization Code. 
However, service providers are authorized to 
accept priority levels and/or revisions from 
users and contracting activities before 
assignment by DHS when service providers, 
user, and contracting activities are unable to 
communicate with either the FCC or DHS. 
Processing of Emergency NSEP service 
requests will not be delayed for verification 
purposes. 

c. Invocation of NSEP treatment. To invoke 
NSEP treatment for the priority provisioning 
of an NSEP service, an authorized federal 
employee within, or acting on behalf of, the 
service user’s organization must make a 
declaration to concerned service provider(s) 
and DHS that NSEP treatment is being 
invoked. An authorized invocation official is 
one who (1) understands how the requested 
service ties to the organization’s NSEP 
mission, and (2) is authorized by the 
organization to approve the expenditure of 
funds necessary for the requested service. 

9. Appeal 
Service users or sponsoring Federal 

organizations may appeal any priority level 
assignment, denial, revision, revocation, 
approval, or disapproval to DHS within 30 
days of notification to the service user. The 
appellant must use the form or format 
required by DHS and must serve the FCC 
with a copy of its appeal. DHS will act on 
the appeal within 90 days of receipt. Service 
users and sponsoring Federal organizations 
may only then appeal directly to the FCC. 
Such FCC appeal must be filed within 30 
days of notification of DHS’s decision on 
appeal. Additionally, DHS may appeal any 
FCC revisions, approvals, or disapprovals to 
the FCC. All appeals to the FCC must be 
submitted using the form or format required. 
The party filing its appeal with the FCC must 
include factual details supporting its claim 
and must serve a copy on DHS and any other 
party directly involved. Such party may file 
a response within 20 days, and replies may 
be filed within 10 days thereafter. The 
Commission will not issue public notices of 
such submissions. The Commission will 
provide notice of its decision to the parties 
of record. Any appeals to DHS that include 
a claim of new information that has not been 
presented before for consideration may be 
submitted at any time. 

10. Categories, Criteria, and Priority Levels 
a. General. NSEP TSP System categories 

and criteria, and permissible priority level 
assignments, are defined and explained 
below. 

(1) The Essential NSEP category has four 
subcategories: National Security Leadership; 

National Security Posture and U.S. 
Population Attack Warning; Public Health, 
Safety, and Maintenance of Law and Order; 
and Public Welfare and Maintenance of 
National Economic Posture. Each subcategory 
has its own criteria. Criteria are also shown 
for the Emergency NSEP category, which has 
no sub-categories. 

(2) Priority levels of ‘‘1,’’ ‘‘2,’’ ‘‘3,’’ ‘‘4,’’ and 
‘‘5’’ may be assigned for provisioning and/or 
restoration of Essential NSEP services. 
However, for Emergency NSEP services, a 
priority level ‘‘E’’ is assigned for 
provisioning. A restoration priority level 
from ‘‘1’’ through ‘‘5’’ may be assigned if an 
Emergency NSEP service also qualifies for 
such a restoration priority level under the 
Essential NSEP category. 

(3) The NSEP TSP System allows the 
assignment of priority levels to any NSEP 
service across three time periods, or stress 
conditions: Peacetime/Crisis/Mobilization, 
Attack/War, and Post-Attack/Recovery. 
Priority levels will normally be assigned only 
for the first time period. These assigned 
priority levels will apply through the onset 
of any attack, but it is expected that they 
would later be revised by surviving 
authorized resource managers within DHS 
based upon specific facts and circumstances 
arising during the Attack/War and Post- 
Attack/Recovery time periods. 

(4) Service users may, for their own 
internal use, assign sub-priorities to their 
services assigned priority levels. Receipt of 
and response to any such sub-priorities is 
optional for service providers. 

(5) The following paragraphs provide a 
detailed explanation of the categories, 
subcategories, criteria, and priority level 
assignments, beginning with the Emergency 
NSEP category. 

b. Emergency NSEP. Services in the 
Emergency NSEP category are those new 
services so critical as to be required to be 
provisioned at the earliest possible time, 
without regard to the costs of obtaining them. 

(1) Criteria. To qualify under the 
Emergency NSEP category, the service must 
meet criteria directly supporting or resulting 
from at least one of the following NSEP 
functions: 

(a) Federal Government activity responding 
to a Presidentially declared disaster or 
emergency as defined in the Disaster Relief 
Act (42 U.S.C. 5122). 

(b) State or local government activity 
responding to a Presidentially declared 
disaster or emergency. 

(c) Response to a state of crisis declared by 
the National Command Authorities (e.g., 
exercise of Presidential war emergency 
powers under section 706 of the 
Communications Act.) 

(d) Efforts to protect endangered U.S. 
personnel or property. 

(e) Response to an enemy or terrorist 
action, civil disturbance, natural disaster, or 
any other unpredictable occurrence that has 
damaged facilities whose uninterrupted 
operation is critical to NSEP or the 
management of other ongoing crises. 

(f) Certification by the head or director of 
a Federal agency, commander of a unified/ 
specified command, chief of a military 
service, or commander of a major military 

command, that the service is so critical to 
protection of life and property or to NSEP 
that it must be provided immediately. 

(g) A request from an official authorized 
pursuant to the Foreign Intelligence 
Surveillance Act (50 U.S.C. 1801 et seq. and 
18 U.S.C. 2511, 2518, 2519). 

(2) Priority Level Assignment. 
(a) Services qualifying under the 

Emergency NSEP category are assigned 
priority level ‘‘E’’ for provisioning. 

(b) After 30 days, assignments of 
provisioning priority level ‘‘E’’ for Emergency 
NSEP services are automatically revoked 
unless extended for another 30-day period. A 
notice of any such revocation will be sent to 
service providers. 

(c) For restoration, Emergency NSEP 
services may be assigned priority levels 
under the provisions applicable to Essential 
NSEP services (see section 10(c)). Emergency 
NSEP services not otherwise qualifying for 
restoration priority level assignment as 
Essential NSEP may be assigned a restoration 
priority level ‘‘5’’ for a 30-day period. Such 
30-day restoration priority level assignments 
will be revoked automatically unless 
extended for another 30-day period. A notice 
of any such revocation will be sent to service 
providers. 

c. Essential NSEP. Services in the Essential 
NSEP category are those required to be 
provisioned by due dates specified by service 
users, or restored promptly, normally 
without regard to associated overtime or 
expediting costs. They may be assigned 
priority level of ‘‘1,’’ ‘‘2,’’ ‘‘3,’’ ‘‘4,’’ or ‘‘5’’ for 
both provisioning and restoration, depending 
upon the nature and urgency of the 
supported function, the impact of lack of 
service or of service interruption upon the 
supported function, and, for priority access 
to public switched services, the user’s level 
of responsibility. Priority level assignments 
will be valid for no more than three years 
unless revalidated. To be categorized as 
Essential NSEP, a service must qualify under 
one of the four following subcategories: 
National Security Leadership; National 
Security Posture and U.S. Population Attack 
Warning; Public Health, Safety and 
Maintenance of Law and Order; or Public 
Welfare and Maintenance of National 
Economic Posture. (Note Under emergency 
circumstances, Essential NSEP services may 
be recategorized as Emergency NSEP and 
assigned a priority level ‘‘E’’ for 
provisioning.) 

(1) National security leadership. This 
subcategory will be strictly limited to only 
those NSEP services essential to national 
survival if nuclear attack threatens or occurs, 
and critical orderwire and control services 
necessary to ensure the rapid and efficient 
provisioning or restoration of other NSEP 
services. Services in this subcategory are 
those for which a service interruption of even 
a few minutes would have serious adverse 
impact upon the supported NSEP function. 

(a) Criteria. To qualify under this 
subcategory, a service must be at least one of 
the following: 

(i) Critical orderwire, or control service, 
supporting other NSEP functions. 

(ii) Presidential communications service 
critical to continuity of government and 
national leadership during crisis situations. 
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(iii) National Command Authority 
communications service for military 
command and control critical to national 
survival. 

(iv) Intelligence communications service 
critical to warning of potentially catastrophic 
attack. 

(v) Communications service supporting the 
conduct of diplomatic negotiations critical to 
arresting or limiting hostilities. 

(b) Priority level assignment. Services 
under this subcategory will normally be 
assigned priority level ‘‘1’’ for provisioning 
and restoration during the Peace/Crisis/ 
Mobilization time period. 

(2) National security posture and U.S. 
population attack warning. This subcategory 
covers those minimum additional NSEP 
services essential to maintaining an optimum 
defense, diplomatic, or continuity-of- 
government postures before, during, and after 
crises situations. Such situations are those 
ranging from national emergencies to 
international crises, including nuclear attack. 
Services in this subcategory are those for 
which a service interruption ranging from a 
few minutes to one day would have serious 
adverse impact upon the supported NSEP 
function. 

(a) Criteria. To qualify under this 
subcategory, a service must support at least 
one of the following NSEP functions: 

(i) Threat assessment and attack warning. 
(ii) Conduct of diplomacy. 
(iii) Collection, processing, and 

dissemination of intelligence. 
(iv) Command and control of military 

forces. 
(v) Military mobilization. 
(vi) Continuity of Federal Government 

before, during, and after crises situations. 
(vii) Continuity of state and local 

government functions supporting the Federal 
Government during and after national 
emergencies. 

(viii) Recovery of critical national 
functions after crises situations. 

(ix) National space operations. 
(b) Priority level assignment. Services 

under this subcategory will normally be 
assigned priority level ‘‘2,’’ ‘‘3,’’ ‘‘4,’’ or ‘‘5’’ 
for provisioning and restoration during 
Peacetime/Crisis/Mobilization. 

(3) Public health, safety, and maintenance 
of law and order. This subcategory covers the 
minimum number of NSEP services 
necessary for giving civil alert to the U.S. 
population and maintaining law and order 
and the health and safety of the U.S. 
population in times of any national, regional, 
or serious local emergency. These services 
are those for which a service interruption 
ranging from a few minutes to one day would 
have serious adverse impact upon the 
supported NSEP functions. 

(a) Criteria. To qualify under this 
subcategory, a service must support at least 
one of the following NSEP functions: 

(i) Population warning (other than attack 
warning). 

(ii) Law enforcement. 
(iii) Continuity of critical state and local 

government functions (other than support of 
the Federal Government during and after 
national emergencies). 

(vi) Hospitals and distributions of medical 
supplies. 

(v) Critical logistic functions and public 
utility services. 

(vi) Civil air traffic control. 
(vii) Military assistance to civil authorities. 
(viii) Defense and protection of critical 

industrial facilities. 
(ix) Critical weather services. 
(x) Transportation to accomplish the 

foregoing NSEP functions. 
(b) Priority level assignment. Service under 

this subcategory will normally be assigned 
priority levels ‘‘3,’’ ‘‘4,’’ or ‘‘5’’ for 
provisioning and restoration during 
Peacetime/Crisis/Mobilization. 

(4) Public welfare and maintenance of 
national economic posture. This subcategory 
covers the minimum number of NSEP 
services necessary for maintaining the public 
welfare and national economic posture 
during any national or regional emergency. 
These services are those for which a service 
interruption ranging from a few minutes to 
one day would have serious adverse impact 
upon the supported NSEP function. 

(a) Criteria. To qualify under this 
subcategory, a service must support at least 
one of the following NSEP functions: 

(i) Distribution of food and other essential 
supplies. 

(ii) Maintenance of national monetary, 
credit, and financial systems. 

(iii) Maintenance of price, wage, rent, and 
salary stabilization, and consumer rationing 
programs. 

(iv) Control of production and distribution 
of strategic materials and energy supplies. 

(v) Prevention and control of 
environmental hazards or damage. 

(vi) Transportation to accomplish the 
foregoing NSEP functions. 

(b) Priority level assignment. Services 
under this subcategory will normally be 
assigned priority levels ‘‘4’’ or ‘‘5’’ for 
provisioning and restoration during 
Peacetime/Crisis/Mobilization. 

d. Limitations. Priority levels will be 
assigned only to the minimum number of 
NSEP services required to support an NSEP 
function. Priority levels will not normally be 
assigned to backup services on a continuing 
basis, absent additional justification, e.g., a 
service user specifies a requirement for 
physically diverse routing or contracts for 
additional continuity-of-service features. EOP 
may also establish limitations upon the 
relative numbers of services which may be 
assigned any restoration priority level. These 
limitations will not take precedence over 
laws or executive orders. Such limitations 
shall not be exceeded absent waiver by EOP. 

e. Non-NSEP services. Services in the non- 
NSEP category will be those which do not 
meet the criteria for either Emergency NSEP 
or Essential NSEP. 
■ 4. Revise appendix B to Part 64 to read 
as follows: 

Appendix B to Part 64—Wireless 
Priority Service (WPS) for National 
Security and Emergency Preparedness 
(NSEP) 

1. Purpose and Authority 

a. This appendix establishes policies and 
procedures and outlines responsibilities for 
the Wireless Priority Service (WPS) to 

support the needs for National Security 
Emergency Preparedness (NSEP) personnel 
and other authorized users. WPS authorizes 
priority treatment to certain domestic 
telecommunications services and internet 
Protocol-based services for which 
provisioning priority levels are requested, 
assigned, and approved in accordance with 
this appendix. 

b. This appendix is issued pursuant to 
sections 1, 4(i), 4(j), 4(o), 201–205, 251(e)(3), 
254, 301, 303(b), 303(g), 303(r), 307, 308(a), 
309(a), 309(j), 316, 332, 403, 615a–1, 615c, 
and 606 of the Communications Act of 1934, 
as amended, codified at 47 U.S.C. 151, 
154(i)–(j), (n) & (o), 201–205, 251(e)(3), 254, 
301, 303(b), 303(g), 303(r), 307, 308(a), 
309(a), 309(j), 316, 332, 403, 615a–1, 615c, 
606; Section 706 of the Telecommunications 
Act of 1996, codified at 47 U.S.C 1302; and 
Executive Order 13618. Under section 706 of 
the Communications Act, this authority may 
be superseded by the war emergency powers 
of the President of the United States. 

c. This appendix is intended to be read in 
conjunction with regulations and procedures 
that the Department of Homeland Security 
(DHS) issues to implement the 
responsibilities assigned in section 5 of this 
appendix, or for use in the event this 
appendix is superseded by the President’s 
emergency war powers. Together, this 
appendix and the regulations and procedures 
issued by DHS establish one uniform system 
of wireless priority access service both before 
and after invocation of the President’s 
emergency war powers. 

2. Definitions 
As used in this appendix: 
1. Authorizing agent refers to a Federal or 

State entity that authenticates, evaluates, and 
makes recommendations to DHS regarding 
the assignment of wireless priority access 
service levels. 

2. Service provider means an FCC-licensed 
wireless service provider. The term does not 
include agents of the licensed provider or 
resellers of wireless service. 

3. Service user means an individual or 
organization (including a service provider) to 
whom or which a priority access assignment 
has been made. 

4. The following terms have the same 
meaning as in Appendix A to part 64, as 
amended: 

(a) Assignment; 
(b) Government; 
(c) National Coordinating Center for 

Communications (NCC); 
(d) National Security Emergency 

Preparedness (NSEP) services (excluding the 
last sentence); 

(e) Reconciliation; 
(f) Revalidation; 
(g) Revision; 
(h) Revocation; 
(i) Telecommunications services 

(excluding the last sentence). 

3. Scope 
a. Applicability. This appendix applies to 

the provision of WPS by wireless service 
providers to users who qualify under the 
provisions of section 7 of this appendix. 

b. Eligible services. Wireless service 
providers may, on a voluntary basis, offer 
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prioritized provisioning of voice, data, and 
video services. Providers that elect to offer 
these services must comply with all 
provisions of this appendix. 

4. Policy 

WPS provides the means for NSEP users to 
obtain priority wireless access to available 
radio channels when necessary to initiate 
emergency communications. It does not 
preempt public safety emergency (911) calls, 
but priority 1 and 2 voice calls may preempt 
or degrade other in-progress calls, if 
necessary. NSEP users are authorized to use 
priority signaling to ensure networks are able 
to detect WPS handset network registration 
and service invocation. WPS is used during 
situations when network congestion is 
blocking NSEP call attempts. It is available to 
authorized NSEP users at all times in markets 
where the service provider has voluntarily 
decided to provide such service. WPS 
priorities 1 through 5 are reserved for 
qualified and authorized NSEP users, and 
those users are provided access to radio 
channels before any other users. 

5. Responsibilities 

a. The FCC will: 
1. Provide regulatory oversight of the 

implementation of WPS. 
2. Enforce WPS rules and regulations. 
3. Act as final authority for approval, 

revision, or disapproval of priority 
assignments by DHS by adjudicating disputes 
regarding either priority assignments or the 
denial thereof by DHS until superseded by 
the President’s war emergency powers under 
Section 706 of the Communications Act. 

4. Perform such functions as are required 
by law and Executive Order 13618, 
including: 

(a) With respect to all entities licensed or 
regulated by the FCC: The extension, 
discontinuance, or reduction of common 
carrier facilities or services; the control of 
common carrier rates, charges, practices, and 
classifications; the construction, 
authorization, activation, deactivation, or 
closing of radio stations, services, and 
facilities; the assignment of radio frequencies 
to licensees; the investigation of violations of 
pertinent law; and the assessment of 
communications service provider emergency 
needs and resources; and 

(b) support the continuous operation and 
restoration of critical communications 
systems and services by assisting the 
Secretary of Homeland Security with 
infrastructure damage assessment and 
restoration, and by providing the Secretary of 
Homeland Security with information 
collected by the FCC on communications 
infrastructure, service outages, and 
restoration, as appropriate. 

b. Authorizing agents will: 
1. Identify themselves as authorizing 

agents and their respective communities of 
interest (State, Federal Agency) to DHS. State 
authorizing agents will provide a central 
point of contact to receive priority requests 
from users within their state. Federal 
authorizing agents will provide a central 
point of contact to receive priority requests 
from federal users or federally sponsored 
entities. 

2. Authenticate, evaluate, and make 
recommendations to DHS to approve priority 
level assignment requests using the priorities 
and criteria specified in section 7 of this 
appendix. As a guide, WPS authorizing 
agents should request the lowest priority 
level that is applicable and the minimum 
number of wireless services required to 
support an NSEP function. When 
appropriate, the authorizing agent will 
recommend approval or deny requests for 
WPS. 

3. Ensure that documentation is complete 
and accurate before forwarding it to DHS. 

4. Serve as a conduit for forwarding WPS 
information from DHS to the service user and 
vice versa. Information will include WPS 
requests and assignments, reconciliation and 
revalidation notifications, and other 
information. 

5. Participate in reconciliation and 
revalidation of WPS information at the 
request of DHS. 

6. Comply with any regulations and 
procedures supplemental to and consistent 
with this appendix that are issued by DHS. 

7. Disclose content of the WPS database 
only to those having a need-to-know. 

c. Service users will: 
1. Determine the need for and request WPS 

assignments in a planned process, not 
waiting until an emergency has occurred. 

2. Request WPS assignments for the lowest 
applicable priority level and minimum 
number of wireless services necessary to 
provide NSEP management and response 
functions during emergency/disaster 
situations. 

3. Initiate WPS requests through the 
appropriate authorizing agent. DHS will 
make final approval or denial of WPS 
requests and may direct service providers to 
remove WPS if appropriate. (Note: State and 
local government or private users will apply 
for WPS through their designated State 
government authorizing agent. Federal users 
will apply for WPS through their employing 
agency. State and local users in states where 
there has been no designation will be 
sponsored by the Federal agency concerned 
with the emergency function as set forth in 
Executive Order 12656. If no authorizing 
agent is determined using these criteria, DHS 
will serve as the authorizing agent.) 

4. Submit all correspondence regarding 
WPS to the authorizing agent. 

5. Invoke WPS only when congestion 
blocks network access and the user must 
establish communications to fulfill an NSEP 
mission. Calls should be as brief as possible 
to afford service to other NSEP users. 

6. Participate in reconciliation and 
revalidation of WPS information at the 
request of the authorizing agent or DHS. 

7. Request discontinuance of WPS when 
the NSEP qualifying criteria used to obtain 
WPS is no longer applicable. 

8. Pay service providers as billed for WPS. 
9. Comply with regulations and procedures 

that are issued by the DHS which are 
supplemental to and consistent with this 
appendix. 

d. Service providers who offer any form of 
wireless priority access service for NSEP 
purposes will provide that service in 
accordance with this appendix. As currently 

described in the Priority Access and Channel 
Assignment Standard (IS–53–A), service 
providers will: 

1. Provide WPS levels 1, 2, 3, 4, or 5 only 
upon receipt of an authorization from DHS 
and remove WPS for specific users at the 
direction of DHS. 

2. Ensure that WPS system priorities 
supersede any other NSEP priority which 
may be provided. 

3. Designate a point of contact to 
coordinate with DHS regarding WPS. 

4. Participate in reconciliation and 
revalidation of WPS information at the 
request of DHS. 

5. As technically and economically 
feasible, provide roaming service users the 
same grade of WPS provided to local service 
users. 

6. Disclose content of the NSEP WPS 
database only to those having a need-to-know 
or who will not use the information for 
economic advantage. 

7. Comply with regulations and procedures 
supplemental to and consistent with this 
appendix that are issued by DHS. 

8. Ensure that at all times a reasonable 
amount of wireless spectrum is made 
available for public use. 

9. Notify DHS and the service user if WPS 
is to be discontinued as a service. 

e. An appropriate body identified by DHS 
will identify and review any systemic 
problems associated with the WPS system 
and recommend actions to correct them or 
prevent their recurrence. 

6. Appeal 

Service users and authorizing agents may 
appeal any priority level assignment, denial, 
revision, or revocation to DHS within 30 days 
of notification to the service user. DHS will 
act on the appeal within 90 days of receipt. 
If a dispute still exists, an appeal may then 
be made to the FCC within 30 days of 
notification of DHS’s decision. The party 
filing the appeal must include factual details 
supporting its claim and must provide a copy 
of the appeal to DHS and any other party 
directly involved. Involved parties may file a 
response to the appeal made to the FCC 
within 20 days, and the initial filing party 
may file a reply within 10 days thereafter. 
The FCC will provide notice of its decision 
to the parties of record. Until a decision is 
made, the service will remain status quo. 

7. WPS Priority Levels and Qualifying 
Criteria 

a. The following WPS priority levels and 
qualifying criteria apply equally to all users 
and will be used as a basis for all WPS 
assignments. There are five levels of NSEP 
priorities, priority one being the highest. The 
five priority levels are: 

1. Executive Leadership and Policy 
Makers. 

Users who qualify for the Executive 
Leadership and Policy Makers priority will 
be assigned priority one. A limited number 
of technicians who are essential to restoring 
wireless networks shall also receive this 
highest priority treatment. Users assigned to 
priority one receive the highest priority in 
relation to all other carrier-provided services. 
Examples of those eligible include: 
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(i) The President of the United States, the 
Secretary of Defense, selected military 
leaders, and the minimum number of senior 
staff necessary to support these officials; 

(ii) State governors, lieutenant governors, 
cabinet-level officials responsible for public 
safety and health, and the minimum number 
of senior staff necessary to support these 
officials; and 

(iii) Mayors, county commissioners, and 
the minimum number of senior staff to 
support these officials. 

2. Disaster Response/Military Command 
and Control. 

Users who qualify for the Disaster 
Response/Military Command and Control 
priority will be assigned priority two. 
Individuals eligible for this priority include 
personnel key to managing the initial 
response to an emergency at the local, state, 
regional and federal levels. Personnel 
selected for this priority should be 
responsible for ensuring the viability or 
reconstruction of the basic infrastructure in 
an emergency area. In addition, personnel 
essential to continuity of government and 
national security functions (such as the 
conduct of international affairs and 
intelligence activities) are also included in 
this priority. Examples of those eligible 
include: 

(i) Federal emergency operations center 
coordinators, e.g., Manager, National 
Coordinating Center for Communications, 
National Interagency Fire Center, Federal 
Coordinating Officer, Federal Emergency 
Communications Coordinator, Director of 
Military Support; 

(ii) State emergency Services director, 
National Guard Leadership, State and Federal 
Damage Assessment Team Leaders; 

(iii) Federal, state and local personnel with 
continuity of government responsibilities; 

(iv) Incident Command Center Managers, 
local emergency managers, other state and 
local elected public safety officials; and 

(v) Federal personnel with intelligence and 
diplomatic responsibilities. 

3. Public Health, Safety and Law 
Enforcement Command. 

Users who qualify for the Public Health, 
Safety, and Law Enforcement Command 
priority will be assigned priority three. 
Eligible for this priority are individuals who 
direct operations critical to life, property, and 
maintenance of law and order immediately 
following an event. Examples of those 
eligible include: 

(i) Federal law enforcement command; 
(ii) State police leadership; 
(iii) Local fire and law enforcement 

command; 
(iv) Emergency medical service leaders; 
(v) Search and rescue team leaders; 
(vi) Emergency communications 

coordinators; and 
(vii) Hospital personnel. 
4. Public Services/Utilities and Public 

Welfare. 
Users who qualify for the Public Services/ 

Utilities and Public Welfare priority will be 
assigned priority four. Eligible for this 
priority are those users whose 
responsibilities include managing public 
works and utility infrastructure damage 
assessment and restoration efforts and 
transportation to accomplish emergency 
response activities. Examples of those 
eligible include: 

(i) Army Corps of Engineers leadership; 
(ii) Power, water and sewage and 

communications utilities; 
(iii) Transportation leadership; and 
(iv) Financial services personnel. 
5. Disaster Recovery. 
Users who qualify for the Disaster 

Recovery priority will be assigned priority 
five. Eligible for this priority are those 

individuals responsible for managing a 
variety of recovery operations after the initial 
response has been accomplished. These 
functions may include managing medical 
resources such as supplies, personnel, or 
patients in medical facilities. Other activities 
such as coordination to establish and stock 
shelters, to obtain detailed damage 
assessments, or to support key disaster field 
office personnel may be included. Examples 
of those eligible include: 

(i) Medical recovery operations leadership; 
(ii) Detailed damage assessment leadership; 
(iii) Disaster shelter coordination and 

management; and 
(iv) Critical Disaster Field Office support 

personnel. 
b. These priority levels were selected to 

meet the needs of the emergency response 
community and provide priority access for 
the command and control functions critical 
to management of and response to national 
security and emergency situations, 
particularly during the first 24 to 72 hours 
following an event. Priority assignments 
should only be requested for key personnel 
and those individuals in national security 
and emergency response leadership 
positions. WPS is not intended for use by all 
emergency service personnel. 

8. Limitations 

WPS will be assigned only to the minimum 
number of wireless services required to 
support an NSEP function. Executive Office 
of the President may also establish 
limitations upon the relative numbers of 
services that may be assigned WPS or the 
total number of WPS users in a service area. 
These limitations will not take precedence 
over laws or executive orders. Limitations 
established shall not be exceeded. 

[FR Doc. 2020–17267 Filed 9–17–20; 8:45 am] 

BILLING CODE 6712–01–P 
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1 29 U.S.C. 1025(a). 

2 See 78 FR 26727 (May 8, 2013). The ANPRM 
followed a 2010 request for information (2010 RFI) 
on lifetime income options in retirement plans, 
which included questions on how best to disclose 
the income stream that can be provided from an 
individual account balance in a defined 
contribution plan. See 75 FR 5253 (Feb. 2, 2010). 
On September 14 and 15, 2010, the Department 
held a public hearing on lifetime income options to 
consider several specific issues raised by 
commenters on the 2010 RFI, including methods 
and assumptions for income stream illustrations. 
See 75 FR 48367 (Aug. 10, 2010). 

3 The SECURE Act was enacted as Division O of 
the Further Consolidated Appropriations Act, 2020, 
Public Law 116–94 (Dec. 20, 2019). 

DEPARTMENT OF LABOR 

Employee Benefits Security 
Administration 

29 CFR Part 2520 

RIN 1210–AB20 

Pension Benefit Statements—Lifetime 
Income Illustrations 

AGENCY: Employee Benefits Security 
Administration, Department of Labor. 
ACTION: Interim final rule with request 
for comments. 

SUMMARY: The Department of Labor 
(Department) is publishing an interim 
final regulation regarding the 
information that must be provided on 
pension benefit statements required by 
section 105 of the Employee Retirement 
Income Security Act of 1974, as 
amended (ERISA). This regulation 
reflects amendments made to ERISA 
section 105 by the Setting Every 
Community Up for Retirement 
Enhancement Act of 2019. When 
applicable, the interim final regulation 
requires plan administrators of ERISA 
defined contribution plans to express a 
participant’s current account balance, 
both as a single life annuity and a 
qualified joint and survivor annuity 
income stream. These two income 
stream illustrations, which must be on 
the same pension benefit statement, will 
help participants better understand how 
the amount of money they have saved 
so far converts into an estimated 
monthly payment for the rest of their 
lives, and how this impacts their 
retirement planning. The regulation 
provides plan administrators with a set 
of assumptions to use in preparing the 
lifetime income illustrations, as well as 
model language that may be used for 
benefit statements by plan 
administrators who wish to obtain relief 
from liability for the illustrations. The 
interim final regulation also requests 
comments from interested parties on the 
requirements and methodologies of the 
regulation. 
DATES: 

Effective date. This interim final rule 
is effective on September 18, 2021, and 
shall apply to pension benefit 
statements furnished after such date. 

Comment date. Written comments on 
the interim final rule must be received 
by November 17, 2020. 
ADDRESSES: You may submit written 
comments, identified by RIN 1210– 
AB20 to either of the following 
addresses: 

• Federal eRulemaking Portal: 
https://www.regulations.gov. Follow the 
instructions for submitting comments. 

• Mail: Office of Regulations and 
Interpretations, Employee Benefits 
Security Administration, Room N–5655, 
U.S. Department of Labor, 200 
Constitution Avenue NW, Washington, 
DC 20210, Attention: Pension Benefit 
Statements—Lifetime Income 
Illustrations, RIN 1210–AB20. 

Instructions: All submissions received 
must include the agency name and 
Regulatory Identifier Number (RIN) for 
this rulemaking. Persons submitting 
comments electronically are encouraged 
not to submit paper copies. Comments 
will be available to the public, without 
charge, online at https://
www.regulations.gov and https://
www.dol.gov/agencies/ebsa and at the 
Public Disclosure Room, Employee 
Benefits Security Administration, Suite 
N–1513, 200 Constitution Avenue NW, 
Washington, DC 20210. 

Warning: Do not include any 
personally identifiable or confidential 
business information that you do not 
want publicly disclosed. Comments are 
public records posted on the internet as 
received and can be retrieved by most 
internet search engines. 
FOR FURTHER INFORMATION CONTACT: 
Rebecca Davis or Kristen Zarenko, 
Office of Regulations and 
Interpretations, Employee Benefits 
Security Administration, (202) 693– 
8500. This is not a toll-free number. 
SUPPLEMENTARY INFORMATION: 

A. Background 

(1) ERISA Section 105 

Historically, section 105(a) of the 
Employee Retirement Income Security 
Act (ERISA) has required plan 
administrators of defined contribution 
plans to provide periodic pension 
benefit statements to participants and 
certain beneficiaries.1 Benefit 
statements generally must be provided 
at least annually. If the pension plan 
permits participants and beneficiaries to 
direct their own investments, however, 
benefit statements must be provided at 
least quarterly. Section 105(a)(2) of 
ERISA contains the content 
requirements for benefit statements, 
including a requirement to indicate the 
participant’s or beneficiary’s ‘‘total 
benefits accrued.’’ The other content 
requirements in section 105, such as 
vesting information, are not the focus of 
this rulemaking. 

(2) Advance Notice of Proposed 
Rulemaking 

On May 8, 2013, the Department of 
Labor (Department) published an 
advance notice of proposed rulemaking 

(ANPRM) regarding the pension benefit 
statement requirements under section 
105 of ERISA.2 The ANPRM considered 
requiring up to four lifetime income 
illustrations: (1) A single life annuity 
based on the current account balance; 
(2) a qualified joint and 50% survivor 
annuity, if the participant is married, 
based on the current account balance; 
(3) a single life annuity based on a 
projected account balance (current 
account balance projected to normal 
retirement age, taking into account 
estimated investment returns, future 
contributions, and inflation); and (4) a 
qualified joint and 50% survivor 
annuity, if the participant is married, 
based on a projected balance. The 
ANPRM included a safe harbor that 
would have deemed it reasonable for a 
plan administrator to use certain 
assumptions when preparing these 
lifetime income illustrations. The 
Department received 125 comment 
letters on the ANPRM, which are 
available for review on the Department’s 
website. 

(3) SECURE Act Amendments 
On December 20, 2019, ERISA section 

105 was amended by section 203 of the 
Setting Every Community Up for 
Retirement Enhancement Act of 2019 
(SECURE Act).3 As amended, ERISA 
section 105 requires, in relevant part, 
that ‘‘a lifetime income disclosure . . . 
be included in only one pension benefit 
statement during any one 12-month 
period.’’ A lifetime income disclosure 
‘‘shall set forth the lifetime income 
stream equivalent of the total benefits 
accrued with respect to the participant 
or beneficiary.’’ A lifetime income 
stream equivalent means the amount of 
monthly payments the participant or 
beneficiary would receive if the total 
accrued benefits of such participant or 
beneficiary were used to provide a 
single life annuity and a qualified joint 
and survivor annuity. 

The required lifetime income streams 
must be ‘‘based on assumptions 
specified in rules prescribed by the 
Secretary.’’ In relevant part, section 
105(a)(2)(D)(iii) of ERISA states that 
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‘‘[n]ot later than 1 year after the 
enactment of the [SECURE Act], the 
Secretary shall . . . prescribe 
assumptions which administrators of 
individual account plans may use in 
converting total accrued benefits into 
lifetime income stream equivalents[.]’’ 
This section also provides that the 
Secretary ‘‘shall . . . issue interim final 
rules . . .’’ within this timeframe. 

Section 105(a)(2)(D)(ii) of ERISA 
provides for a model disclosure. In 
relevant part it states that ‘‘[n]ot later 
than 1 year after the date of enactment 
of the [SECURE Act], the Secretary shall 
issue a model lifetime income 
disclosure, written in a manner so as to 
be understood by the average plan 
participant.’’ 

Section 105(a)(2)(D)(iv) of ERISA 
provides a limitation on liability. In 
relevant part it states that ‘‘[n]o plan 
fiduciary, plan sponsor, or other person 
shall have any liability under this title 
solely by reason of the provision of 
lifetime income stream equivalents 
which are derived in accordance with 
the assumptions and rules [prescribed 
by the Secretary] and which include the 
explanations contained in the model 

lifetime income disclosure [prescribed 
by the Secretary].’’ 

Section 105(a)(2)(D)(v) sets forth the 
effective date of the SECURE Act 
amendments. In relevant part it states 
that the new lifetime income disclosure 
provisions ‘‘shall apply to pension 
benefit statements furnished more than 
12 months after the latest of the 
issuance by the Secretary of . . .’’ the 
interim final rules, the model 
disclosure, or the assumptions 
prescribed by the Secretary. This final 
rule is considered an E.O. 13771 
regulatory action. We estimate that it 
will impose $12 million in annualized 
costs at a 7% discount rate, discounted 
to a 2016 equivalent, over a perpetual 
time horizon. 

B. Explanation of Interim Final Rule 

(1) Overview—Required Lifetime Income 
Streams 

The Department is publishing an 
interim final rule (IFR) requiring, 
consistent with the SECURE Act 
amendments to ERISA section 105 and 
the Department’s prior work on issues 
related to lifetime income options in 

defined contribution plans, that plan 
administrators of individual account 
plans include two lifetime income 
stream illustrations on participants’ 
pension benefit statements, in addition 
to the participant’s account balance. 
Specifically, paragraph (a) of the IFR 
provides that these illustrations must be 
furnished to participants at least 
annually. And paragraph (b) requires, in 
relevant part, that pension benefit 
statements include: The value of a 
participant’s account balance as of the 
last day of the statement period 
(paragraph (b)(2)); such account balance 
expressed as a lifetime income stream 
payable in equal monthly payments for 
the life of the participant (single life 
annuity) (paragraph (b)(3)); and such 
account balance expressed as a lifetime 
income stream payable in equal 
monthly payments for the joint lives of 
the participant and spouse as a qualified 
joint and survivor annuity (QJSA) 
(paragraph (b)(4)). The Department 
anticipates that this required 
information on a participant’s pension 
benefit statement might appear as 
follows: 

Account 
balance as 
of [DATE] 

Monthly payment at 67 
(single life annuity) 

Monthly payment at 67 
(qualified joint and 100% survivor annuity) 

$125,000 ......... $645/month for life of participant ............................................... $533/month for life of participant. 
$533/month for life of participant’s surviving spouse. 

The specific requirements concerning 
these lifetime income illustrations, 
including the assumptions that must be 
used in preparing the illustrations, how 
the illustrations will be explained to 
participants, and the treatment of in- 
plan annuities, are discussed in the 
sections below. For purposes of the IFR, 
the term ‘‘participant’’ is defined, in 
paragraph (h)(1), to include an 
individual beneficiary who has his or 
her own individual account under the 
plan, such as an alternate payee for 
example. Throughout this preamble, 
unless otherwise specified, the 
Department intends this definition 
when using the term ‘‘participant.’’ 

(2) Assumptions for Lifetime Income 
Stream Illustrations 

The IFR requires that plan 
administrators provide two lifetime 
income illustrations of the value of a 
participant’s account balance, at least 
annually, on the participant’s pension 
benefit statement. Plan administrators 
must prepare these lifetime income 
illustrations using the annuitization 
methodology set forth in the IFR, which 
will express a participant’s account 

balance as a lifetime monthly payment 
to the participant, similar in form to a 
pension payment made from a 
traditional defined benefit plan. 
Insurance companies use this approach, 
for example, to determine payment 
amounts for their annuity products. 
Plan administrators, or their service 
providers, generally must consider four 
relevant factors when converting a 
participant’s account balance into 
lifetime income streams. The first is the 
date the payments would start, referred 
to as the ‘‘commencement date,’’ and 
the participant’s age on such date. The 
second is the marital status of the 
participant. The third is the interest rate 
that will be applied for the applicable 
mortality period. And the fourth is the 
expected mortality of the participant 
and spouse. The IFR generally addresses 
the required assumptions for each of 
these factors in paragraph (c) of the IFR. 
This section of the preamble discusses 
the Department’s reasoning behind the 
IFR’s assumptions for these four factors, 
and other matters germane to 
annuitization illustrations. 

(a) Commencement Date and Age 

Paragraph (c)(1) of the IFR establishes 
an assumed annuity commencement 
date and age that plan administrators 
must use to prepare the required 
illustrations. Specifically, paragraph 
(c)(1)(i) provides that the assumed 
annuity commencement date is the last 
day of the statement period (the 
commencement date). Thus, for 
example, if the benefit statement covers 
the period ending on December 31, 
2025, the assumed annuity 
commencement date would be 
December 31, 2025. Paragraph (c)(1)(ii) 
of the IFR further requires that the 
required illustrations must assume the 
participant is age 67 on the 
commencement date, regardless of the 
participant’s actual age. If, however, the 
participant is older than age 67, the IFR 
requires the plan administrator to use 
the participant’s actual age as of the last 
day of the statement period. The 
Department understands that a younger 
assumed age at the assumed annuity 
commencement date would result in 
lower monthly payments in 
illustrations, and vice versa. 
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4 See 26 U.S.C. 72(t) (absent an available 
exception). 

5 42 U.S.C. 402(a). 
6 Alicia H. Munnell & Anqi Chen, Trends in 

Social Security Claiming, Center for Retirement 
Research (May 2015) (finding that 48 percent of 
women and 42 percent of men claimed Social 
Security retired-worker benefits at age 62 in 2013). 

7 26 U.S.C. 401(a)(9)(C). 
8 Age 67 is the full Social Security retirement age 

for individuals born in 1960 or later. 

9 U.S. Bureau of the Census, Marital Status of 
People 15 Years And Over, By Age, Sex, and 
Personal Earnings: 2016 Table A1 (2016), (showing 
that in 2016, 5.2% of individuals age 65 and older 
had never married, and of all individuals over age 
18 years of age, 28.7 had not yet married) available 
at https://www.census.gov/data/tables/2016/demo/ 
families/cps-2016.html. 

10 See Mark J. Warshawsky, Illustrating 
Retirement Income for Defined Contribution Plan 
Participants: A Critical Analysis of the Department 
of Labor Proposal, Mercatus Center (Apr., 2015) 
(advocating for an illustration of a survivor annuity 
percentage of 67 percent, also noting it is consistent 
with the spousal benefit rules of Social Security). 

11 Id. 
12 The expenditures for a retired married couple 

that are attributable to each spouse can vary 
significantly. For example, one spouse may have 
significant health care and/or assisted living costs 
while the other spouse does not. In the case of such 

The Department considered a number 
of alternatives to age 67. For example, 
the Department considered using a 
plan’s ‘‘normal retirement age,’’ as 
defined in ERISA section 3(34). The 
Department decided against using this 
date, because it lacks uniformity and 
consistency by leaving it to each 
retirement plan to determine the 
retirement age for its participants. The 
Department has placed a premium on 
uniformity and consistency for the 
illustrations required by this IFR. The 
Department also considered age 60, 
which closely aligns with the earliest 
age that a participant could withdraw 
money from a qualified retirement plan 
without being subject to additional 
income tax on the early distribution.4 
The Department also considered age 62, 
which is the earliest date a person can 
begin receiving retirement benefits 
(although reduced benefits) under 
Social Security.5 The Department 
understands that age 62 is a very 
common age for people to claim Social 
Security retirement benefits.6 The 
Department also considered age 65, 
which is a common retirement age for 
many ERISA-covered retirement plans, 
and age 65 also was for many years the 
historical full or normal retirement age 
under Social Security. The Department 
also considered age 72, which is the age 
by which federal law generally requires 
commencement of minimum 
distributions from qualified retirement 
plans.7 After considering these 
alternatives, the Department chose age 
67, because this age aligns with full or 
normal retirement age under Social 
Security for most workers.8 The 
Department believes that alignment of 
these two dates will provide 
participants a clearer picture of their 
potential future monthly retirement 
income from these two important 
sources, if they continue working to age 
67. The Department’s decision also is 
supported by a majority of the 
commenters on the ANPRM. 

Although no specific age will be 
perfect for this purpose, the Department 
requests comments on whether age 67 is 
the most appropriate age. Commenters 
that believe a different age or approach 
would be better are encouraged to 
explain their reasoning and provide any 

germane literature or data supporting 
their reasoning. The Department also 
requests comments on whether the final 
rule should require illustrations based 
on multiple ages on the annuity 
commencement date, rather than 
requiring only a single age. For example, 
illustrations could be based on assumed 
annuity commencement ages of 62 and 
67. This would present smaller and 
larger monthly payment amounts, 
illustrating the potential effects of 
delaying retirement on the amount of 
money a participant could receive each 
month. This approach would resemble 
the Social Security statement, which 
presently shows monthly retirement 
income based on three assumed 
retirement ages: 62, 67, and 70. 

(b) Marital Status and Amount of 
Survivor’s Benefit 

Paragraph (c)(2) of the IFR requires 
plan administrators to assume, for 
purposes of converting a participant’s 
account balance into the QJSA required 
under paragraph (b)(4) of the IFR, that 
the participant is married and that the 
participant’s spouse is the same age as 
the participant. Although a particular 
participant may not be married at the 
time a pension benefit statement is 
furnished, the statute nonetheless 
requires plan administrators to illustrate 
monthly payments reflecting both a 
single life annuity and a QJSA, and to 
assume a participant’s spouse is the 
same age as the participant. By requiring 
both illustrations, participants (whether 
married or not) can better understand 
how a survivor benefit, if they are 
married at retirement and choose an 
annuity, could impact the amount of the 
participant’s (and spouse’s) monthly 
lifetime payment. According to general 
data from the Census Bureau, most 
individuals are or will be married at 
some point in their lives.9 Hence, it is 
appropriate and helpful to show lifetime 
income amounts for both singles and 
couples, even if the participant does not 
have a spouse at the time of the benefit 
statement. 

For the QJSA illustration, paragraph 
(c)(2)(ii) of the IFR requires plan 
administrators to assume that the 
survivor annuity percentage is equal to 
100% of the monthly payment that is 
payable during the joint lives of the 
participant and spouse. The SECURE 
Act did not prescribe the specific 

survivor annuity percentage to be used 
for illustrations under section 105 of 
ERISA or whether the benefit decreases 
only upon the participant’s death (a 
contingent annuity) or upon the first 
death of either spouse (a survivor 
annuity). Instead, the SECURE Act 
directed the Department to make these 
decisions. 

The Department considered a 
contingent annuity percentage of 50 
percent, which is the lowest percentage 
permissible under ERISA section 205(d). 
The Department decided against a 50 
percent contingent annuity, in part, 
because commenters on the ANPRM 
indicated that this type of annuity may 
be uncommon in the commercial 
insurance market, even though a 
contingent annuity percentage of 50 
percent is common for defined benefit 
plans. The Department has concerns 
with illustrating for participants an 
outcome that may be uncommon in the 
commercial marketplace. Furthermore, 
public commentary on the ANPRM 
implied that economies of scale for a 
two-person household do not 
necessarily decrease by exactly 50 
percent when one person leaves the 
household.10 Rather, general notions of 
scale economies in consumption for 
couples suggest a more modest 
reduction of approximately 30 
percent.11 The Department, accordingly, 
is persuaded that it may not be 
appropriate to assume that a worker has 
higher spending needs than a surviving 
spouse or that the spending needs of a 
surviving spouse are precisely half of 
the consumption needs of the couple in 
a two-person household. 

The Department, however, has chosen 
to use an assumption with a survivor 
benefit of 100 percent, rather than a 
reduced percentage. By incorporating 
the most generous benefit for a 
surviving spouse, a participant’s benefit 
statement will illustrate the largest 
difference between the monthly 
payment that would result from a single 
life annuity and that which would result 
from a QJSA. The Department believes 
there is a benefit to showing the 
participant these extremes because all 
other annuity options fall somewhere in 
between.12 
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a couple, the ongoing expenditures for the survivor 
will be significantly different depending on which 
spouse dies first. The Department believes that any 
specific percentage the Department might choose 
for the survivor benefit disclosure will be optimal 
for some participants, but not appropriate for 
others. It would not be helpful to show participants 
a survivor benefit based on average need when their 
own needs may be significantly different than the 
average. 

13 See https://www.treasury.gov/resource-center/ 
data-chart-center/interest-rates/pages/textview.
aspx?data=yield. 

14 See section B(2)(e) of the preamble, below, for 
a discussion of insurance loads (and commenters’ 
observation of the implicit load in using the 10-year 
CMT rate). 

15 Code section 417(e)(3) generally provides that 
the present value of certain accelerated forms of 
benefit under a defined benefit plan (including 
single-sum distributions) must not be less than the 
present value of the accrued benefit calculated 
using applicable interest rates (under Code section 
417(e)(3)(C)) and the applicable mortality table 
(under Code section 417(e)(3)(B)). The Department 

notes that one commenter on the ANPRM expressed 
concern that the Code section 417(e)(3)(C) rates do 
not approximate current annuity prices. 

16 See IRS Notices 2019–26 (2019–15 I.R.B 943) 
and 2019–67 (2019–52 I.R.B 1510), which provide 
the static mortality tables that apply under Code 
section 417(e)(3) for distributions with annuity 
starting dates occurring during stability periods 
beginning in 2020 and 2021, respectively. 

17 See Arizona Governing Comm. for Tax Deferred 
Annuity and Deferred Compensation Plans v. 
Norris, 463 U.S. 1073 (1983). 

(c) Interest Rate 
Paragraph (c)(3)(i) of the IFR contains 

the interest rate assumption that must 
be used in preparing lifetime income 
illustrations under the IFR’s 
annuitization methodology. Plan 
administrators must assume a rate of 
interest equal to the 10-year constant 
maturity Treasury (CMT) securities 
yield rate for the first business day of 
the last month of the period to which 
the benefit statement relates. In 
response to the ANPRM, one commenter 
with members representing more than 
90% of the assets and premiums in the 
U.S. life insurance and annuity industry 
stated that its members believe that the 
10-year CMT rate best represents the 
interest rates that are reflected in the 
actual pricing of commercial annuities. 
In addition, the 10-year CMT rate is 
published daily for the public and is 
widely recognized by industry 
participants.13 The Department is of the 
view that it is helpful to participants to 
use a well-known market rate that 
approximates what it actually would 
cost them to buy a lifetime income 
stream on the open market.14 In this 
regard lifetime income illustrations 
based on a current market rate, such as 
the 10-year CMT rate, would be 
especially beneficial for participants 
and beneficiaries who are close to 
retirement, and less so for those farther 
from retiring. 

The Department solicits comments on 
whether the 10-year CMT rate 
assumption is the best interest rate 
assumption to use in this context, or 
whether a different interest rate or 
combination of rates should be used, 
and why. For example, should the 
Department consider using the 
‘‘applicable interest rate’’ under Internal 
Revenue Code (Code) section 
417(e)(3)(C)? 15 Furthermore, since the 

10-year CMT rate fluctuates on a daily 
basis, we are soliciting comments on 
whether plan administrators should use 
the rate as published on the last (as 
opposed to the first) business day of the 
last month of the period to which the 
benefit statement relates. The IFR 
selects the first business day of such 
month in order to provide plan 
administrators with ample time to 
prepare and distribute benefit 
statements. Using the rate on the last 
business day of such month, however, 
would align with the date used for the 
account balance, and may not impose an 
unreasonable burden as interest rates 
are readily accessible and may be 
available before asset valuations are 
prepared. 

(d) Mortality 
Paragraph (c)(3)(ii) of the IFR requires 

that plan administrators convert 
participants’ account balances assuming 
mortality ‘‘as reflected in the applicable 
mortality table under Code section 
417(e)(3)(B) in effect for the last month 
of the period to which the statement 
relates.’’ Code section 417(e)(3)(B) 
provides a unisex mortality table that is 
created and published by the Internal 
Revenue Service (IRS).16 A number of 
commenters on the ANPRM, which 
proposed use of the Code section 
417(e)(3)(B) mortality table as a 
mortality assumption, supported use of 
this unisex table, explaining that it is 
administratively simple and would 
eliminate plan administrators’ need to 
know participants’ genders. Plan 
administrators, or plan recordkeepers or 
third party administrators, according to 
commenters, do not always have records 
of participants’ gender. Applying unisex 
mortality assumptions also aligns with 
the requirement that, when lifetime 
annuities are offered by ERISA plans, 
they must be priced on a gender-neutral 
basis.17 As a result, the lifetime income 
stream illustrations required by the IFR 
will be consistent with annuity options 
offered by plans. 

Other commenters offered different 
suggestions for how to factor 
participants’ life expectancy into 
required lifetime income illustrations. 
Alternative recommendations included, 
for example, allowing plan 

administrators discretion to select 
reasonable mortality assumptions; if 
applicable, using the same mortality 
assumptions used for existing in-plan 
annuities; or requiring more 
conservative lifetime income 
illustrations (i.e., lower annuity 
payments) by adding a number of years 
(e.g., 5 or 10) to the Code section 
417(e)(3)(B) mortality tables or 
mandating a specific end date, such as 
age 92 or 95. Some commenters 
questioned the use of a unisex 
methodology, such as in Code section 
417(e)(3)(B), rather than gender-specific 
methodology. Their principal 
observation was that, although in-plan 
annuities must be priced on a gender- 
neutral basis, most plans do not actually 
offer annuities, and that gender-specific 
mortality assumptions would result in 
lifetime income streams that better 
reflect potential pricing in the 
commercial marketplace. Unisex tables 
result in illustrations with women’s 
monthly payments being higher, and 
men’s payments lower, than what 
individuals could actually purchase in 
the open market, all else equal, 
according to the commenters. 
Illustrations could have even wider 
variations when applied to same-sex 
spouses, some commenters noted. 

The Department is not persuaded to 
use a different mortality assumption 
than was proposed in the ANPRM. 
Accordingly, paragraph (c)(3)(ii) of the 
IFR requires use of Code section 
417(e)(3)(B) mortality tables. First, these 
tables are periodically updated by the 
Treasury Department. Second, these 
tables are publicly available and widely 
known and used by retirement plan 
service providers—typically for defined 
benefit pension plans, but many service 
providers support both defined benefit 
and defined contribution retirement 
plans. Third, the Department, by 
requiring gender-neutral assumptions in 
the IFR, is matching what a plan would 
do if it offered its participants an 
annuity. 

Finally, to the extent plan 
administrators and their service 
providers do not have gender data for all 
plan participants, the use of unisex 
mortality tables reduces administrative 
burden for plan administrators who lack 
gender data while still using reasonable 
assumptions. For example, a gender- 
distinct approach would require that the 
plan administrator know a participant’s 
gender. A gender-distinct approach also 
would require the plan administrator to 
know the marital status of the 
participant and the gender of the 
participant’s spouse. Commenters on 
the ANPRM indicated that plans 
currently do not consistently collect 
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18 One commenter on the ANPRM explained that 
the 10-year CMT rate is a reasonable approximation 
for a rate that insurers would offer to consumers, 
which reflects an estimated insurance load. Another 
commenter agreed that use of the 10-year CMT rate 
assumption, combined with the Code section 
417(e)(3)(B) mortality assumptions, would result in 
reasonably conservative annuity payout rates, 
without necessitating an additional insurance load 
adjustment (which, if required, would result in 
annuity payout rates that are too low). 19 See Warshawsky, supra note 10. 

such information. Without these data 
points, a plan administrator would 
incur additional burdens to provide a 
gender-distinct illustration. A unisex 
approach to preparing lifetime income 
illustrations avoids these administrative 
complexities. 

The Department requests comments 
on the IFR’s use of the Code section 
417(e)(3)(B) mortality tables. 
Commenters that believe a different 
approach is preferable are encouraged to 
identify their preferred approach and 
provide their reasoning in support of 
their position. Commenters that prefer a 
gender-distinct approach are 
encouraged to identify a table or tables 
that could be used to promote national 
uniformity and to identify the most 
efficient way to address the data gaps 
identified above. 

(e) Insurance Loads 
The IFR’s required assumptions in 

paragraph (c) for converting 
participants’ account balances into the 
required lifetime income streams do not 
include an ‘‘insurance load.’’ In this 
context, the term ‘‘insurance load’’ 
describes the difference between the 
market price of lifetime income and the 
price of actuarially fair lifetime income. 
Put differently, a load factor refers to the 
extra amount that an insurance 
company may charge for a product 
given extra expenses and costs beyond 
the basic charges. An insurance load 
may include, for example, an allowance 
for an insurance company’s profits, 
costs of insuring against systemic 
mortality risk, costs of holding cash 
reserves, advertising costs, the cost of 
anti-selection (if not accounted for in 
the mortality table), or other operating 
costs. 

Commenters on the ANPRM 
expressed different views on whether 
and how insurance loads should be 
factored into hypothetical lifetime 
income illustrations. Some commenters 
supported the concept of incorporating 
insurance loads to ensure a more 
realistic illustration. One commenter, in 
fact, explained that an insurance load 
already is effectively factored into the 
illustrations if plan administrators use 
the 10-year CMT rate, especially when 
the Code section 417(e)(3)(B) mortality 
tables also are used.18 Other 

commenters did not support the 
inclusion of insurance loads based their 
view on the fact that the overarching 
goal of providing lifetime income 
illustrations should be educational in 
nature. Although illustrations 
reasonably should reflect actual market 
conditions, according to these 
commenters, this goal can be achieved 
in large part based on illustrations that 
reflect the price of actuarially fair 
lifetime income, without requiring the 
use of insurance loads. Commenters also 
pointed to the variability in insurance 
loads across the wide spectrum of 
available products and issuers, arguing 
that it would be arbitrary and 
inappropriate for the Department to 
select a uniform pricing load for the 
illustrations required by the IFR. The 
Department is persuaded that the 
insurance load implicit in use of the 10- 
year CMT rate renders unnecessary any 
additional or different mandatory 
insurance load assumption in paragraph 
(c) of the IFR. Nonetheless, the 
Department requests comments on 
whether paragraph (c) of the final rule 
should require that insurance loads be 
factored differently into lifetime income 
stream illustrations. Commenters on this 
IFR that disagree with the Department’s 
and commenters’ analysis and that 
support the inclusion of an explicit 
insurance load, in addition to the 
effective load implied by other IFR 
assumptions, are encouraged to explain 
in detail how the IFR and its 
assumptions should or could be 
amended to reflect such a requirement. 

(f) Inflation Adjustment 
The IFR does not include an assumed 

adjustment to the required lifetime 
monthly payment illustrations for 
inflation. Consequently, the IFR requires 
a fixed nominal annuitized income 
stream. The Department understands 
that, even with a low inflation rate, the 
purchasing power of a fixed nominal 
income stream can easily be cut in half 
over the remaining lifespan of the 
typical retiree. Many commenters on the 
ANPRM made this very point, and 
suggested that the Department require 
plan administrators to illustrate an 
inflation-indexed income stream. On the 
other hand, many other commenters 
cautioned the Department against 
adopting complex methodologies for 
what should be a simple hypothetical 
illustration. These commenters asserted 
that many plan participants do not 
properly understand the concept of 
inflation, and that an inflation-adjusted 
income illustration (with a resulting 
lower starting income amount) would 
add unnecessary complexity and 
potentially confuse participants. 

Further, the lower starting income 
amount might discourage participants 
from saving, according to some 
commenters. Commenters did agree, 
however, that if the Department requires 
fixed nominal annuitized income 
streams, then the benefit statement 
should at least contain a clear disclosure 
to the effect that the purchasing power 
of such an income stream will decline 
over time. The Department chose this 
approach, and discusses below the 
explanation requirements about this 
declining purchase power, but solicits 
comments on whether the right balance 
has been achieved. 

Commenters are invited to address 
whether, in lieu of a fixed nominal 
annuitized income stream, the final rule 
should require an illustration of 
monthly payments that increase with 
inflation. This could be accomplished 
by substituting the 10-year Treasury 
Inflation-Protected Securities (TIPS) rate 
for the 10-year CMT rate in paragraph 
(c)(3)(i) of the IFR, according to one 
analysis.19 The final rule also would 
need to add an explanation that the 
illustrated monthly payment amounts 
are not fixed and would increase 
annually to keep pace with inflation, as 
measured by the Consumer Price Index. 
Are there potential benefits of this 
approach? Are there potential 
drawbacks to this approach? For 
example, would this approach require 
the introduction of an ‘‘insurance load’’ 
to more accurately replicate annuity 
pricing in the open market? Would this 
approach conflict with other benefit 
statements ERISA participants might 
receive from other plans (such as former 
employers’ plans that have in-plan fixed 
nominal annuities)? Although a goal is 
that the IFR requires illustrations that 
are educational, another goal is that 
illustrations be as realistic as possible 
and actionable by participants. The 
Department seeks to avoid mandating 
illustrations based on theories that 
cannot be replicated by products or 
services in the insurance marketplace, 
due to a lack of demand or otherwise. 
In this regard, comments and data are 
solicited on the state of the market for 
inflation-indexed annuities in the 
United States and whether the size and 
maturity of the market is relevant to this 
approach. 

(g) Terms Certain or Other Features 
Section 203(b) of the SECURE Act 

gives the Department discretion to 
prescribe special rules and assumptions 
for lifetime income streams with ‘‘a term 
certain or other features.’’ A number of 
annuity features and products exist, the 
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treatment of which currently is not 
reflected in the IFR, for example 
guaranteed lifetime withdrawal benefits 
(GLWBs), also referred to as guaranteed 
minimum withdrawal benefits 
(GMWBs), terms certain, and other 
optional riders that may accompany 
annuities. The Department requested 
feedback from interested parties on the 
role of these features in lifetime income 
illustrations when it issued the ANPRM. 
Commenters on the ANPRM however, 
as a general matter, did not provide the 
Department with sufficiently detailed or 
consistent proposals on whether or how 
these features should be treated on 
pension benefit statements. Therefore, 
the Department requests comments in 
response to the IFR as to whether, and 
how, to incorporate such features into 
the IFR’s framework for lifetime income 
illustrations. Commenters also are 
encouraged to provide data and 
observations about the prevalence of 
these and similar features in annuities 
purchased by retirement savers. 

(3) Explanations for Lifetime Income 
Stream Illustrations 

To better assist participants in 
understanding the lifetime income 
illustrations required by the IFR and the 
SECURE Act, it is essential that pension 
benefit statements include brief, 
understandable explanations of the 
assumptions underlying the 
illustrations. Commenters on the 2010 
RFI and the ANPRM agreed with the 
Department’s view that information 
about the lifetime income illustrations 
should be disclosed to participants for 
multiple reasons, but primarily in order 
to clarify to participants that the 
projected monthly payments are not 
guarantees. 

Paragraph (d) of the IFR contains the 
various explanations that plan 
administrators must provide to 
participants, as well as model language 
that may be used to satisfy the 
explanations required in these 
paragraphs. The explanations 
themselves in paragraph (d) are 
required, but the model language is 
optional. Plan fiduciaries or other 
persons who wish to benefit from the 
liability relief provided in paragraph (f) 
of the IFR, however, must use the model 
language—either separately as presented 
in paragraph (d), or as set forth in the 
Model Benefit Statement Supplement 
that is attached as Appendix A to the 
IFR. Paragraph (d) contains eleven 
paragraphs, each of which is structured 
so that it includes the explanation 
requirements in paragraph (i) and the 
corresponding model language in 
paragraph (ii). This approach enables 
plan administrators to separately insert 

the model language from each of the 
eleven paragraphs into their existing 
pension benefit statements, if they 
choose to do so, without significantly 
disturbing the existing format and 
presentation of the statements. Plan 
administrators who alternatively prefer 
a consolidated approach to including 
the IFR’s model language may instead 
insert into or attach the Model Benefit 
Statement Supplement to their pension 
benefit statements. 

Paragraph (d)(1) addresses the IFR’s 
assumed annuity commencement date 
and age that plan administrators must 
use to prepare the required illustrations. 
Paragraph (d)(1)(i) requires ‘‘[a]n 
explanation of the commencement date 
and age assumptions in paragraph 
(c)(1)’’ of the IFR. This paragraph also 
provides model language that the plan 
administrator may use to satisfy the 
explanation requirements. Specifically, 
paragraph (d)(1)(ii) provides the 
following model language: ‘‘The 
estimated monthly payments in this 
statement assume that payments begin 
[insert the last day of the statement 
period] and that you are [insert 67 or 
current age if older], on this date. 
Monthly payments beginning at a 
younger age would be lower than shown 
since payments would be made over 
more years. Monthly payments 
beginning at an older age would be 
higher than shown since they would be 
made over fewer years.’’ 

Paragraph (d)(2) addresses the IFR’s 
‘‘single life annuity’’ illustration. 
Paragraph (d)(2)(i) requires ‘‘[a]n 
explanation of a single life annuity.’’ 
This paragraph also provides model 
language that the plan administrator 
may use to satisfy the explanation 
requirements. Specifically, paragraph 
(d)(2)(ii) provides the following model 
language: ‘‘A single life annuity is an 
arrangement that pays you a fixed 
amount of money each month for the 
rest of your life. Following your death, 
no further payments would be made to 
your spouse or heirs.’’ 

Paragraph (d)(3) addresses the IFR’s 
‘‘survivor annuity’’ illustration. 
Paragraph (d)(3)(i) requires ‘‘[a]n 
explanation of a qualified joint and 
100% survivor annuity, the availability 
of other survivor percentage annuities, 
and the impact of choosing a lower 
survivor percentage.’’ This paragraph 
also provides model language that the 
plan administrator may use to satisfy 
the explanation requirements. 
Specifically, paragraph (d)(3)(ii) 
provides the following model language: 
‘‘A qualified joint and 100% survivor 
annuity is an arrangement that pays you 
and your spouse a fixed monthly 
payment for the rest of your joint lives. 

In addition, after your death, this type 
of annuity would continue to provide 
the same fixed monthly payment to your 
surviving spouse for their life. An 
annuity with a lower survivor 
percentage may be available and 
reducing the survivor percentage (below 
100%) would increase monthly 
payments during your lifetime, but 
would decrease what your surviving 
spouse would receive after your death.’’ 

Paragraph (d)(4) addresses the IFR’s 
assumed marital status of the 
participant. Paragraph (d)(4)(i) requires 
‘‘[a]n explanation of the marital status 
assumptions in paragraph (c)(2)’’ of the 
IFR. This paragraph also provides model 
language that the plan administrator 
may use to satisfy the explanation 
requirements. Specifically, paragraph 
(d)(4)(ii) provides the following model 
language: ‘‘The estimated monthly 
payments for a qualified joint and 100% 
survivor annuity in this statement 
assume that you are married with a 
spouse who is the same age as you (even 
if you do not currently have a spouse, 
or if you have a spouse that is a different 
age). If your spouse is younger, monthly 
payments would be lower than shown 
since they would be expected to be paid 
over more years. If your spouse is older, 
monthly payments would be higher 
than shown since they would be 
expected to be paid over fewer years.’’ 

Paragraph (d)(5) addresses the IFR’s 
assumed interest rate. Paragraph (d)(5)(i) 
requires ‘‘[a]n explanation of the interest 
rate assumptions in paragraph (c)(3)’’ of 
the IFR. This paragraph also provides 
model language that the plan 
administrator may use to satisfy the 
explanation requirements. Specifically, 
paragraph (d)(5)(ii) provides the 
following model language: ‘‘The 
estimated monthly payments in this 
statement are based on an interest rate 
of [insert rate], which is the 10-year 
constant maturity U.S. Treasury 
securities yield rate as of [insert date], 
as required by federal regulations. This 
rate fluctuates based on market 
conditions. The lower the interest rate, 
the smaller your monthly payment will 
be, and the higher the interest rate, the 
larger your monthly payment will be.’’ 

Paragraph (d)(6) addresses the IFR’s 
mortality assumptions. Paragraph 
(d)(6)(i) requires ‘‘[a]n explanation of 
the mortality assumptions in paragraph 
(c)(3) of this section’’ of the IFR. This 
paragraph also provides model language 
that the plan administrator may use to 
satisfy the explanation requirements. 
Specifically, paragraph (d)(6)(ii) 
provides the following model language: 
‘‘The estimated monthly payments in 
this statement are based on how long 
you and a spouse who is assumed to be 
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your age are expected to live. For this 
purpose, federal regulations require that 
your life expectancy be estimated using 
mortality assumptions established by 
the Internal Revenue Service.’’ 

Paragraph (d)(7) requires plan 
administrators to caution participants 
that the lifetime income illustrations on 
their pension benefit statements are not 
guaranteed. Paragraph (d)(7)(i) requires 
‘‘[a]n explanation that the monthly 
payment amounts required under 
paragraphs (b)(3) and (4) of [the IFR] are 
illustrations only.’’ This paragraph also 
provides model language that the plan 
administrator may use to satisfy the 
explanation requirements. Specifically, 
paragraph (d)(7)(ii) provides the 
following model language: ‘‘The 
estimated monthly payments in this 
statement are for illustrative purposes 
only; they are not a guarantee.’’ 

Paragraph (d)(8) requires plan 
administrators to advise participants 
that a variety of factors could cause the 
participant’s actual monthly income, 
based on their current account balance, 
to be different than what is illustrated. 
Paragraph (d)(8)(i) requires ‘‘[a]n 
explanation that the actual monthly 
payments that may be purchased with 
the amount specified in paragraph (b)(2) 
of [the IFR] will depend on numerous 
factors and may vary substantially from 
the illustrations under this section.’’ 
This paragraph also provides model 
language that the plan administrator 
may use to satisfy the explanation 
requirements. Specifically, paragraph 
(d)(8)(ii) provides the following model 
language: ‘‘The estimated monthly 
payments in this statement are based on 
prevailing market conditions and other 
assumptions required under federal 
regulations. If you decide to purchase an 
annuity, the actual payments you 
receive will depend on a number of 
factors and may vary substantially from 
the estimated monthly payments in this 
statement. For example, your actual age 
at retirement, your actual account 
balance (reflecting future investment 
gains and losses, contributions, 
distributions, and fees), and the market 
conditions at the time of purchase will 
affect your actual payment amounts. 
The estimated monthly payments in this 
statement are the same whether you are 
male or female. This is required for 
annuities payable from an employer’s 
plan. However, the same amount paid 
for an annuity available outside of an 
employer’s plan may provide a larger 
monthly payment for males than for 
females since females are expected to 
live longer.’’ 

Paragraph (d)(9) requires plan 
administrators to explain that monthly 
payment amounts will not be adjusted 

for inflation. Paragraph (d)(9)(i) requires 
‘‘[a]n explanation that the monthly 
payment amounts required under 
paragraphs (b)(3) and (4) of [the IFR] are 
fixed amounts that would not increase 
for inflation.’’ This paragraph also 
provides model language that the plan 
administrator may use to satisfy the 
explanation requirements. Specifically, 
paragraph (d)(9)(ii) provides the 
following model language: ‘‘Unlike 
Social Security payments, the amounts 
shown in this statement do not increase 
each year with a cost-of-living 
adjustment. Therefore, as prices 
increase over time, the fixed monthly 
payment will buy fewer goods and 
services.’’ 

Paragraph (d)(10) requires plan 
administrators to explain that the 
monthly income illustrations assume 
that participants are 100% vested in 
their accounts. Paragraph (d)(10)(i) 
requires ‘‘[a]n explanation that the 
monthly payment amounts required 
under paragraphs (b)(3) and (4) of [the 
IFR] are based on total benefits accrued, 
regardless of whether such benefits are 
nonforfeitable.’’ This paragraph also 
provides model language that the plan 
administrator may use to satisfy the 
explanation requirements. Specifically, 
paragraph (d)(10)(ii) provides the 
following model language: ‘‘The 
estimated monthly payment amounts in 
this statement assume that your account 
balance is 100% vested.’’ 

Finally, paragraph (d)(11) requires 
plan administrators to explain that the 
income illustrations assume, for 
participants who have taken plan loans 
and are not in default on such loans, 
that the loan is fully repaid by the time 
the participant retires. Paragraph 
(d)(11)(i) requires ‘‘[a]n explanation that 
the account balance includes the 
outstanding balance of any participant 
loan, unless the participant is in default 
of repayment on such loan.’’ This 
paragraph also provides model language 
that the plan administrator may use to 
satisfy the explanation requirements. 
Specifically, paragraph (d)(11)(ii) 
provides the following model language: 
‘‘If you have taken a loan from the plan 
and are not in default on the loan, the 
estimated monthly payments in this 
statement assume that the loan has been 
fully repaid.’’ Plan administrators are 
not required to include the explanation 
in paragraph (d)(11)(i) for a plan that 
does not have a participant loan 
program. 

The Department is interested in 
comments on both the substance of 
what plan administrators must explain 
to participants and the model language 
developed by the Department to 
implement the explanation 

requirements. Is the model language in 
paragraph (d) ‘‘written in a manner 
calculated to be understood by the 
average plan participant,’’ as is required 
for information disclosed to 
participants? Are there additional or 
different formatting or presentation 
techniques relevant to this inquiry that 
the Department should have considered 
or included in the IFR? For example, 
does the Model Benefit Statement 
Supplement, attached as Appendix A to 
the IFR, work well for plan 
administrators as a unified insert into 
benefit statements? Alternatively, do 
commenters believe it is preferable to 
use the separate model language for 
each explanation requirement, in 
paragraph (d), which may provide 
additional flexibility to plan 
administrators as to how they 
incorporate the required information 
into existing pension benefit 
statements? 

(4) Special Rules for In-Plan Annuities 
Section 105(a)(2)(D)(iii) of ERISA, 

states that ‘‘to the extent that an accrued 
benefit is or may be invested in a 
lifetime income stream described in 
clause (i)(III), the assumptions described 
under subclause (I) shall, to the extent 
appropriate, permit plan administrators 
of individual account plans to use the 
amounts payable under such lifetime 
income streams as a lifetime income 
stream equivalent.’’ Pursuant to this 
provision, the IFR contains special rules 
for plans that offer distribution 
annuities, deferred annuities, or both. 
The special rules are described below. 

(a) Plans With Distribution Annuities 
Many defined contribution plans 

provide for distribution annuities so 
that participants may elect to receive 
their retirement benefits in periodic 
payments over the course of their lives, 
instead of as a lump sum payment. 
Paragraph (e)(1) of the IFR provides a 
special rule for plan administrators of 
plans that offer such annuities through 
a contract with a licensed insurance 
company. The special rule, if 
applicable, allows plan administrators 
to base the two mandatory lifetime 
income illustrations on the terms of the 
insurance contract, instead of on the 
otherwise mandatory assumptions set 
forth in paragraph (c) of the IFR. The 
special rule, thus, provides for 
illustrations based on annuities that 
participants may actually elect, instead 
of hypothetical illustrations otherwise 
required by the IFR. The special rule is 
optional. Plan administrators may elect 
to provide illustrations under this 
special rule or use the standard 
assumptions in paragraph (c) of the IFR. 
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A plan administrator is eligible for the 
relief under paragraph (f) of the IFR 
under either approach. Paragraph (e)(1) 
is adopted pursuant to section 
105(a)(2)(D)(iii) of ERISA, which in 
relevant part states that ‘‘[t]o the extent 
that an accrued benefit is or may be 
invested in a lifetime income stream,’’ 
the IFR ‘‘shall, to the extent appropriate, 
permit administrators of individual 
account plans to use the amounts 
payable under such lifetime income 
stream as a lifetime income stream 
equivalent.’’ 

While paragraph (e)(1) permits plan 
administrators to substitute actual 
contract terms for assumptions in 
paragraph (c) of this IFR, it contains 
certain limitations. Illustrations under 
paragraph (e)(1) still must show two 
lifetime income streams—a single life 
annuity and qualified joint and survivor 
annuity. These illustrations also still 
must assume the first payment is made 
on the last day of the statement period, 
that the participant is age 67 (unless 
older) on such date, and has a spouse 
the same age. Beyond these limitations, 
however, the illustrations under this 
special rule may be based on the actual 
contract terms. For example, the 
illustrations would use the interest rate 
assumptions under the contract, rather 
than the 10-year CMT rate. In addition, 
illustrations also would use the unisex 
mortality experience as provided for 
under the contract (for example, the 
insurance company’s tables), rather than 
mortality as reflected in the mortality 
tables under Code section 417(e)(3)(B). 
Illustrations also may reflect the 
survivor’s benefit percentage specified 
in the contract, if less than 100%. 

As with lifetime income illustrations 
based on the Department’s required 
assumptions in paragraph (c) of the IFR, 
it is critical that illustrations provided 
pursuant to paragraph (e)(1) also are 
accompanied by clear and 
understandable explanations of the 
assumptions underlying the 
illustrations. For example, it is essential 
that participants understand the 
projected monthly payments are not 
guaranteed, and that there are a number 
of variables that impact the projected 
payments—variables that may change 
over time. Paragraph (e)(1)(iii) of the IFR 
contains the explanations that plan 
administrators must provide to 
participants, as well as model language 
that may be used to satisfy the 
explanation requirements. Consistent 
with paragraph (d) of the IFR, the 
explanations in paragraph (e)(1)(iii) are 
required, but the model language is 
optional, unless a plan fiduciary or 
other person wishes to benefit from the 
liability relief provided in paragraph (f) 

of the IFR, in which case the model 
language is mandatory. The model 
language may be incorporated 
separately, as presented in paragraph 
(e)(1)(iii), into existing pension benefit 
statements, or in the consolidated 
format set forth in the Model Benefit 
Statement Supplement that is attached 
as Appendix B to the IFR. Also 
consistent with paragraph (d) of the IFR, 
paragraph (e)(1)(iii) contains eleven 
paragraphs, each of which is structured 
so that it includes the explanation 
requirement in paragraph (1) and the 
corresponding model language in 
paragraph (2). 

The explanations and model language 
in paragraph (e)(1)(iii) are modeled on 
those in paragraph (d) of the IFR, with 
modifications necessary to 
accommodate potential variations in 
assumptions as a result of applicable 
contract terms. For example, the 
Department revised the explanations in 
paragraph (e)(1)(iii) to reflect the fact 
that a particular contract may offer a 
qualified joint and survivor annuity 
with a different survivor benefit 
percentage, such as 50% or 75%, price 
annuities based on different interest rate 
or mortality assumptions than those 
required in paragraph (c)(3) of the IFR, 
or provide for inflation or other 
adjustments to monthly payments over 
time. The Department is interested in 
comments on the modified explanations 
and model language in paragraph 
(e)(1)(iii), the Model Benefit Statement 
Supplement attached as Appendix B, as 
well as input on formatting or 
presentation techniques as discussed 
above, with respect to the explanations 
in paragraph (d) of the IFR. 

(b) Plans With Participants That 
Purchased Deferred Annuities 

In addition, or as an alternative, to 
distribution annuities, some plans offer 
participants the ability to purchase 
deferred income annuities (DIAs) during 
the accumulation phase. DIAs allow 
participants to purchase, or to make 
ongoing contributions toward the 
current purchase of, a future stream of 
retirement income payments that is 
provided by an insurance company. 
Although the purchase occurs during 
the accumulation phase, the payments 
themselves are deferred to a selected 
retirement age (or even later in the case 
of certain DIAs, such as qualifying 
longevity annuity contracts (QLACs)). 
Within any particular plan offering a 
DIA, some participants may choose to 
purchase deferred income and others 
may not. Each purchase reflects the 
interest rate environment and the 
participant’s age at the time of the 
purchase. Participants’ ownership 

interests in DIAs often can be converted 
to a lump sum cash amount, but not 
always. 

Paragraph (e)(2) of the IFR addresses 
how plan administrators must disclose 
on benefit statements the portion, if any, 
of a participant’s accrued benefit that 
has been used to purchase a DIA. For 
any portion of a participant’s accrued 
benefit that has been used to purchase 
a DIA, paragraph (e)(2)(i) of the IFR 
directs the plan administrator to ignore 
the otherwise applicable assumptions 
and disclosure requirements in 
paragraphs (c) and (d) of the IFR, and to 
instead disclose the amounts payable 
under the DIA in accordance with 
requirements in paragraph (e)(2)(ii) of 
the IFR. For any portion of the 
participant’s accrued benefit that has 
not been used to purchase a DIA, 
however, the plan administrator must 
use the generally applicable disclosure 
requirements in paragraphs (c) and (d), 
or paragraph (e)(1) if applicable, of the 
IFR. 

Paragraph (e)(2)(ii) of the IFR sets 
forth the information that must be 
disclosed with respect to the portion of 
the participant’s accrued benefit that 
purchased the DIA. First, paragraph 
(e)(2)(ii)(A) requires disclosure of the 
date payments are scheduled to 
commence and the participant’s age on 
such date. The Department understands 
that participants select the age at which 
payments will commence when they 
purchase a DIA. The plan administrator 
also must disclose, under paragraph 
(e)(2)(ii)(B), the frequency and amount 
of deferred income stream payments 
under the contract as of the 
commencement date, in current dollars; 
and, under paragraph (e)(2)(ii)(C), a 
description of any survivor benefit, 
period certain commitment, or similar 
feature. The final disclosure 
requirement, in paragraph (e)(2)(ii)(D), 
is a statement as to whether the deferred 
income stream payments are fixed or 
will adjust with inflation or in some 
other way during retirement, and a 
general explanation of how any such 
adjustment is determined. 

To align with the special treatment 
provided for DIAs by paragraph (e)(2) of 
the IFR, paragraph (b)(2) of the IFR 
provides that the value of a DIA is 
excluded from the participant’s account 
balance. This is to avoid confusion or 
double counting the value of the DIA. 
The Department solicits comments on 
this special rule. 

(5) Model Disclosure 
The SECURE Act requires that the 

Department issue a model lifetime 
income disclosure, written in a manner 
so as to be understood by the average 
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20 As a result, and as discussed further below in 
section B(6) of this preamble, Limitation on 
Liability, plan administrators and other parties will 
not be able to avail themselves of the liability relief 
provided in paragraph (f) of the IFR. The SECURE 
Act amended ERISA to provide such relief when 
both specified annuity assumptions and model 

language provided by the Department are used; 
neither applies with respect to disclosure 
concerning deferred income streams. 

plan participant. The statute provides 
that the model income disclosure must 
explain a variety of topics, including the 
assumptions on which the lifetime 
income stream was determined and any 
other matters considered to be 
appropriate by the Department. 

The IFR satisfies this requirement in 
two ways. First, as described in detail 
above, paragraph (d) of the IFR contains 
eleven brief model language inserts. 
Plan administrators may use these 
inserts to satisfy the general content 
requirements in paragraph (d) of the 
final rule, as well as to qualify for the 
liability relief in paragraph (f) of the 
IFR. Plan administrators may integrate 
these inserts into their existing pension 
benefit statements in any manner or 
format determined to be appropriate by 
the plan administrators. This flexibility 
is limited only by the general 
requirement in paragraph (a) of the IFR 
that the integrated benefit statement 
must be written in a manner calculated 
to be understood by the average plan 
participant. 

Second, in contrast to the eleven brief 
inserts in paragraph (d), the Department 
included, as an Appendix to the IFR, a 
full model disclosure that may be used 
to satisfy the requirements in paragraph 
(d) of the IFR. This full model 
disclosure includes all of the substance 
of the eleven inserts collectively, but is 
formatted as a single document to 
supplement or append to an existing 
benefit statement, rather than being 
integrated into the statement. Like the 
eleven brief inserts, this full model 
disclosure, entitled Model Benefit 
Statement Supplement, can be used by 
plan administrators to satisfy paragraph 
(d) of the IFR and to qualify for the 
liability limitation in paragraph (f). 

The IFR takes a similar approach for 
plans that use the special rule in 
paragraph (e)(1) of the IFR. Paragraphs 
(e)(1)(iii)(A) through (K) set forth both 
the required contents and brief model 
language inserts that may be used to 
satisfy these requirements. 
Alternatively, Appendix B to the IFR 
contains a full model disclosure 
document that also may be used to 
satisfy the content requirements. 

The IFR does not, however, provide 
plan administrators with model 
disclosure language to use for benefit 
statements with respect to DIAs as 
provided for under paragraph (e)(2) of 
the IFR.20 This is because the statutory 

directive in section 203(b) of the 
SECURE Act, by its very text, is limited 
to lifetime income stream equivalents 
based on hypothetical assumptions. 
This makes the content requirements of 
that section wholly incompatible with 
DIAs which, of course, provide 
participants with specified monthly 
payments based on real factors and 
enforceable contracts. For example, 
section 203(b) of the SECURE Act 
requires model disclosure language to 
state ‘‘that the lifetime income stream 
equivalent is only provided as an 
illustration’’ and that ‘‘the actual 
payments under the lifetime income 
stream . . . which may be purchased 
with the total benefits accrued will 
depend on numerous factors and may 
vary substantially from the lifetime 
income stream equivalents’’ that are 
disclosed. These statements simply are 
not correct descriptions of deferred 
income streams, which already have 
been purchased, and for which actual 
(not illustrated or estimated) payments 
can be disclosed. The deferred income 
stream payments will not vary from the 
dollar amount illustrated on a 
participant’s benefit statement based on 
numerous assumed factors. Rather, the 
amount of the future payments (or the 
formula for the payments) was 
determined at the time the deferred 
annuity was purchased and can be 
disclosed in actual dollars. The rest of 
the model language required by section 
203(b) of the SECURE Act similarly 
contemplates annuity payment 
estimates and hypotheticals, not actual 
annuity payments purchased by the 
participant. 

(6) Limitation on Liability 
Paragraph (f) of the IFR provides that 

no plan fiduciary, plan sponsor, or other 
person shall have any liability under 
Title I of the ERISA solely by reason of 
providing the lifetime income stream 
equivalents described in paragraphs 
(b)(3) and (4) of the rule. To qualify for 
this limitation on liability, paragraph 
(f)(1) requires that such equivalents be 
derived in accordance with the 
assumptions in paragraph (c) or (e)(1)(i) 
of the IFR. In addition, paragraph (f)(2) 
requires that benefit statements include 
language substantially similar in all 
material respects to either the model 
language in paragraphs (d)(1)(ii) through 
(d)(11)(ii) of the IFR, or the Model 
Benefit Statement Supplement in 
Appendix A of the IFR. Alternatively, if 
a plan administrator elects to use certain 
contract assumptions instead of the 

assumptions in paragraph (c) of the IFR, 
benefit statements must include 
language substantially similar in all 
material respects to either the model 
language in paragraphs (e)(1)(iii)(A)(2) 
through (e)(1)(iii)(K)(2) or the Model 
Benefit Statement Supplement in 
Appendix B of the IFR. Thus, although 
use of the model language is required 
for the relief from liability in paragraph 
(f), plan administrators will have 
flexibility under the IFR as to how they 
incorporate the model language. And 
although the IFR only requires that plan 
administrators furnish the illustrations 
in paragraphs (b)(3) and (4) at least 
annually, plan administrators may rely 
on paragraph (f) for liability relief with 
respect to more frequent illustrations. 
For example, the administrator of a 
participant-directed individual account 
plan may choose to provide lifetime 
income illustrations for each quarterly 
benefit statement. In that case, to the 
extent the plan administrator includes 
illustrations as described in paragraphs 
(b)(3) and (4) and satisfies the 
conditions of paragraph (f), the plan 
administrator will be eligible for 
liability relief for such quarterly lifetime 
income illustrations. 

Liability relief under the IFR is 
available so long as plan administrators 
use the Department’s model language or 
language that is ‘‘substantially similar in 
all material respects’’ to the 
Department’s model language. Word-for- 
word adoption of the model language is 
not required, and plan administrators 
can make minor, non-substantive 
changes to the IFR’s model language or 
format in their plans’ benefit statements 
without losing relief from liability. Any 
such changes may not, individually or 
in combination, affect the substance, 
clarity, or meaning of the model 
language; otherwise relief from liability 
will not be available under paragraph (f) 
of the IFR. For example, plan 
administrators may not deviate from any 
of the IFR’s required assumptions (e.g., 
required commencement date, age, rate 
of interest, mortality). The 
‘‘substantially similar’’ standard in the 
IFR is intended only to provide 
flexibility to plan administrators to 
make minimal and substantively 
immaterial modifications. A plan 
administrator could, for example, refer 
to ‘‘your statement’’ instead of ‘‘this 
statement;’’ add a reference to the plan 
by name (e.g., ‘‘the COMPANY XYZ 
Profit Sharing Plan’’); use the name of 
the employer or plan administrator 
instead of ‘‘we;’’ choose to say if ‘‘your 
spouse predeceases you’’ instead of if 
‘‘your spouse dies first;’’ or describe a 
single life annuity as a ‘‘payment form’’ 
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rather than an ‘‘arrangement.’’ 
Modifications of this scale would not 
render relief from liability under the IFR 
unavailable to a plan administrator. 

Paragraph (f) addresses longstanding 
concerns of employers, plan sponsors, 
plan administrators and other plan 
fiduciaries, and plan service providers, 
that lifetime income illustrations could 
expose them to unwanted litigation 
from participants, for example because 
of unmet expectations. If participants, 
during their working years, mistakenly 
believe that the lifetime income 
illustrations on their pension benefit 
statements are promises or guarantees of 
a specific income stream, they might sue 
if their actual account balances at 
retirement do not generate an income 
stream equal to or greater than the 
stream depicted in past benefit 
statement illustrations. Another concern 
of these parties is that illustrations 
could be viewed as a type of investment 
advice, for example, suggesting that 
participants choose investment options 
that contain or are offered through an 
annuity contract. Paragraph (f) of the 
IFR resolves these concerns by 
providing that no plan fiduciary, plan 
sponsor, or other person shall have any 
liability under Title I of the ERISA 
solely by reason of providing the 
lifetime income stream equivalents 
described in paragraphs (b)(3) and (4) of 
the rule. 

Paragraph (f), however, is not 
available to plan administrators or other 
parties who must disclose information 
about deferred income streams under 
paragraph (e)(2) of the IFR. As a 
technical matter, the disclosure of this 
information does not qualify for relief, 
because the information is neither 
derived in accordance with the 
Department’s prescribed assumptions in 
paragraph (c) of the IFR, nor disclosed 
using model language provided by the 
Department—each of which is a 
condition in section 203 of the SECURE 
Act for liability relief. As discussed 
above, in section B(4) of the preamble, 
Special rules for in-plan annuities, the 
contract-specific nature of payments 
that a participant will receive based on 
their purchase of deferred income 
streams is fundamentally different from 
the estimated illustrations of lifetime 
income that must be disclosed under 
paragraphs (b)(3) and (4) of the rule. 
And as a practical matter, disclosure 
about specific, actual payments that will 
be made to a participant in the future 
based on a prior purchase according to 
real contract terms does not present the 
same concerns that exist when plan 
administrators disclose projected, 
hypothetical lifetime income 
illustrations based on a number of 

assumed factors. There is no similar 
concern about litigation risk based on a 
participant’s unmet expectations 
regarding the lifetime income that can 
actually be obtained when they retire— 
the payment amounts disclosed under 
paragraph (e)(2) of the IFR are facts. 
Disclosure of these deferred payments 
also is not likely to be misconstrued as 
investment advice—the participant 
already has purchased the ‘‘investment’’ 
by contributing to the deferred annuity. 
Accordingly, although the limitation on 
liability in paragraph (f) is not available 
for plan administrators or other parties 
disclosing deferred income stream 
payments under paragraph (e)(2) of the 
IFR, the Department does not believe 
such relief is necessary or that these 
parties will be subject to the type of 
litigation and other potential liability 
risks that may exist when estimating a 
participant’s future lifetime income. 

Paragraph (f) also does not apply to 
any additional illustrations as permitted 
in paragraph (g) of the IFR. Paragraph (g) 
clarifies that plan administrators are not 
prohibited from including lifetime 
income stream illustrations on or as part 
of benefit statements in addition to the 
illustrations mandated by the rule. 
Commenters on the ANPRM and the 
2010 RFI made it very clear that many 
plans already provide illustrations and 
have done so for decades, including 
through the use of continuous access 
websites and other similar technologies. 
Many of these illustrations are 
interactive, stochastic, and tailored to 
the individual plan and plan 
participant. According to the 
commenters, these highly adaptive, 
highly personal, sophisticated 
illustrations are, in many respects, 
superior for financial and retirement 
planning purposes to a one-size-fits-all, 
deterministic model like that in the IFR. 
The Department does not want to 
undermine these best practices or 
inhibit innovation in this area. The 
Department encourages the continuation 
of these practices. At the same time, the 
Department is unable to extend the 
relief in paragraph (f) of the IFR to all 
of these practices. Comments, however, 
are solicited on whether the 
Department, either separately or in 
conjunction with the adoption of a final 
rule, should issue guidance clarifying 
the circumstances under which the 
provision of additional illustrations 
described in this paragraph may 
constitute the rendering of ‘‘investment 
advice’’ or may, instead, constitute the 
rendering of ‘‘investment education’’ 
under ERISA. Such guidance could 
assist plan sponsors, service providers, 
participants, and beneficiaries in 

ensuring that activities designed to 
educate and assist participants and 
beneficiaries in making informed 
decisions do not cause persons engaged 
in such activities to become fiduciaries 
with respect to a plan by virtue of 
providing ‘‘investment advice’’ to plan 
participants and beneficiaries for a fee 
or other compensation. 

(7) Interim Final Rule Comments; Dates 

(a) Justification for Interim Final Rule; 
Comments 

The Department is publishing this IFR 
in response to Congress’s explicit 
direction in the SECURE Act, to publish 
an interim final rule within one year, as 
discussed above in the Background 
section of this preamble. In formulating 
this IFR, the Department has reviewed 
the extensive public record relating to 
lifetime income illustrations, including 
hundreds of comments on the 2010 RFI 
and the ANPRM as well as a public 
hearing on this initiative. In view of the 
importance of this initiative and 
Congress’s explicit direction to publish 
an IFR within one year of the SECURE 
Act’s enactment, the Department is 
publishing this interim final rule. 
Additionally, the Department for good 
cause finds that the congressional 
mandate to publish an interim final rule 
within one year, combined with the 
regulated community’s need for 
regulatory guidance and the 
Department’s intention to publish a 
final rule after receiving comments, 
make pre-IFR notice and public 
comment procedures impracticable, 
unnecessary, or contrary to the public 
interest in this instance. The 
Department invites comments from 
interested persons on all aspects of the 
IFR, in accordance with the instructions 
and timeline for submitting comments 
described above in the Addresses 
section. The Department’s intention is 
to adopt a final rule prior to the effective 
date after consideration of public 
comment, with an adoption date 
sufficiently in advance of the effective 
date in order to minimize compliance 
burdens. 

(b) Dates 

Paragraph (i) provides the effective 
date and applicable date for this IFR. 
ERISA section 105(a)(2)(D)(v), in 
relevant part, states that the 
requirements of section 105(a)(2)(B)(iii) 
for individual account plans to provide 
the lifetime income disclosure ‘‘shall 
apply to pension benefit statements 
furnished more than 12 months after the 
latest of the issuance by the Secretary 
of’’ the interim final rules, the model 
disclosure, or the assumptions 
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76 FR 3821 (Jan. 18, 2011). 

23 5 U.S.C. 801 et seq. 
24 Reducing Regulation and Controlling 

Regulatory Costs, 82 FR 9339 (Jan. 30, 2017). 
25 44 U.S.C. 3506(c)(2)(A). 
26 5 U.S.C. 601 et seq. 
27 2 U.S.C. 1501 et seq. 
28 Federalism, 64 FR 153 (Aug. 4, 1999). 

29 The number of private defined benefit plans 
fell from more than 103,000 in 1975 to fewer than 
47,000 in 2017 (a drop of almost 55 percent in the 
last 42 years). The number of private defined 
contribution plans grew from just under 208,000 in 
1975 to nearly 633,000 in 2017 (an increase of 
nearly 205 percent for the same time period). See 
Private Pension Plan Bulletin Historical Tables and 
Graphs 1975–2017, Employee Benefits Security 
Administration, (Sep. 2019), at 1, https://
www.dol.gov/sites/dolgov/files/ebsa/researchers/ 
statistics/retirement-bulletins/private-pension-plan- 
bulletin-historical-tables-and-graphs.pdf. 

30 Id., at 5. 
31 Id., at 9, 25, 32. Please note that the number 

of active participants in 1975 and 2017 are not 
directly comparable because of adjustments in the 
definition of a participant. This adjustment is 
detailed in the appendices of the cited source. 

32 See Angela Hung, Jeremy Burke, Lauren Mayer, 
and Noreen Clancy, ‘‘Retirement Benefit 
Statements: Focus Group, Survey, and Experimental 
Evidence,’’ RAND Research Report, RR–1072, (Jan. 
2015). 

prescribed by the Secretary. The IFR 
published today satisfies the three 
requirements of section 105(a)(2)(D)(v) 
and is effective on September 18, 2021 
and applies to pension benefit 
statements furnished after such date. 
Thus, plans are not required to comply 
with the IFR until this date. 

C. Regulatory Impact Analysis 
The SECURE Act aims to increase 

access to workplace retirement plans 
and generally to expand opportunities 
to save for retirement. As discussed 
above in the Background section of the 
preamble, section 203 of the SECURE 
Act amends section 105(a) of ERISA to 
require that pension plan 
administrators, at least annually, 
provide benefit statements illustrating 
participants’ accrued benefits as two 
lifetime income stream illustrations: (1) 
A qualified joint and survivor annuity 
and (2) a single life annuity. The 
SECURE Act also directs the 
Department to prescribe assumptions 
and model language for plan 
administrators to use when producing 
and furnishing these illustrations. The 
SECURE Act provides that no plan 
fiduciary, plan sponsor, or other person 
shall have any liability under title I of 
ERISA solely by reason of the provision 
of lifetime income illustrations derived 
in accordance with the IFR’s 
assumptions and which use the model 
language contained in the IFR. The IFR 
published today is consistent with the 
SECURE Act amendments to ERISA 
section 105 and the Department’s prior 
work on issues related to lifetime 
income illustrations in defined 
contribution plans. 

The Department has examined the 
effects of the IFR as required by 
Executive Order 12866,21 Executive 
Order 13563,22 the Congressional 
Review Act,23 Executive Order 13771,24 
the Paperwork Reduction Act of 1995,25 
the Regulatory Flexibility Act,26 section 
202 of the Unfunded Mandates Reform 
Act of 1995,27 and Executive Order 
13132.28 

(1) Executive Orders 12866 and 13563 
and the Congressional Review Act 

Under Executive Order (E.O.) 12866, 
the Office of Management and Budget 

(OMB)’s Office of Information and 
Regulatory Affairs (OIRA) determines 
whether a regulatory action is 
significant and, therefore, subject to the 
requirements of the E.O. and OMB 
review. Section 3(f) of E.O. 12866 
defines a ‘‘significant regulatory action’’ 
as an action that is likely to result in a 
rule that (1) has an annual effect on the 
economy of $100 million or more, or 
adversely affects in a material way a 
sector of the economy, productivity, 
competition, jobs, the environment, 
public health or safety, or State, local or 
tribal governments or communities (also 
referred to as economically significant); 
(2) creates serious inconsistency or 
otherwise interferes with an action 
taken or planned by another agency; (3) 
materially alters the budgetary impacts 
of entitlement grants, user fees, or loan 
programs, or the rights and obligations 
of recipients thereof; or (4) raises novel 
legal or policy issues arising out of legal 
mandates, the President’s priorities, or 
the principles set forth in the E.O. The 
Office of Information and Regulatory 
Affairs has determined that this IFR is 
economically significant under section 
3(f)(1) of E.O. 12866. Pursuant to the 
Congressional Review Act (5 U.S.C. 801 
et seq.), OIRA has designated this rule 
as a ‘‘major rule,’’ as defined by 5 U.S.C. 
804(2). 

E.O. 13563 directs agencies to propose 
or adopt a regulation only upon a 
reasoned determination that its benefits 
justify its costs; the regulation is tailored 
to impose the least burden on society, 
consistent with achieving the regulatory 
objectives; and in choosing among 
alternative regulatory approaches, the 
agency has selected those approaches 
that maximize net benefits. E.O. 13563 
recognizes that some benefits are 
difficult to quantify, and provides that, 
when appropriate and permitted by law, 
agencies may consider and discuss 
qualitatively values that are difficult or 
impossible to quantify, including 
equity, human dignity, fairness, and 
distributive impacts. 

(2) Introduction and Need for 
Regulation 

As discussed above, section 203 of the 
SECURE Act amends section 105(a) of 
ERISA to require, in relevant part, that 
pension plan administrators provide, at 
least annually, benefit statements 
illustrating participant’s accrued benefit 
as two lifetime income stream 
equivalents. The IFR implements this 
section of the SECURE Act by 
establishing content, assumptions, and 
model language for the illustrations. 

Workers today are required to take a 
more active role in managing their 
retirement assets, both while employed 

and during their retirement years. This 
increased responsibility is primarily a 
result of the general shift from defined 
benefit pension plans to defined 
contribution plans.29 In 1975, defined 
contribution plan participants 
accounted for 26 percent of pension 
plan participants. This share increased 
to 75 percent in 2017.30 Moreover, in 
2017, 84 percent of active defined 
contribution plan participants were 
participants in 401(k) plans, and 98 
percent of these 401(k) plan participants 
were responsible for directing some or 
all of their account investments.31 

Employers and unions sponsoring 
private defined benefit plans make 
contributions to fund promised benefits, 
and manage plan assets as ERISA 
fiduciaries. In addition, defined benefit 
plans are generally required to make 
annuities available at retirement, which 
provides protection against longevity 
risk (outliving one’s retirement assets). 
In contrast to defined benefit plan 
participants, defined contribution plan 
participants bear significantly more 
investment risk. Employers make no 
promises with respect to the adequacy 
of a participant’s final account balance 
nor the income stream that the balance 
will generate. Generally, defined 
contribution plans are not required to 
make annuities available to participants 
at retirement, and typically participants 
must determine the amounts and timing 
of withdrawals of their account balances 
from such plans. Consequently, defined 
contribution plan participants must 
ensure that their savings are adequate to 
protect them against longevity risk. 

Evidence suggests that defined 
contribution plan participants have 
found it difficult to plan for retirement 
and manage their retirement assets.32 
For example, 80 percent of retirees say 
they do not have a formal retirement 
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33 The Differences They Make, LIMRA (2017). 
34 See Julie R. Agnew & Lisa R. Szykman, ‘‘Asset 

Allocation and Information Overload: The Influence 
of Information Display, Asset Choice and Investor 
Experience,’’ The Journal of Behavioral Finance, 
vol. 6, no. 2 (2005), at 57–70. 

35 See Anqi Chen, Alicia H. Munnell, & Geoffrey 
T. Sanzenbacher, ‘‘How Much Income Do Retirees 
Actually Have? Evaluating the Evidence from Five 
National Datasets,’’ Center for Retirement Research 
at Boston College, working paper 2018–14, (Nov. 
2018). 

36 See Richard W. Johnson, Karen E. Smith, Damir 
Cosic, & Claire Xiaozhi Wange, ‘‘Retirement 
Prospects for the Millennials: What is the Early 
Prognosis?’’ Center for Retirement Research at 
Boston College, working paper 2017–17, (Nov. 
2017). 

37 Id. 
38 See John Beshears, James J. Choi, David 

Laibson, & Shanthi Ramnath, ‘‘Trends in Retirement 
Income Adequacy: Evidence from IRS Tax Data,’’ 
presented at 21st Annual Social Security 
Administration Research Consortium Meeting, 
National Press Club (Aug. 1, 2019). 

39 See 2017 RICP Retirement Income Survey 
Report, The American College, NY Life Center for 
Retirement Income, https://
retirement.theamericancollege.edu/sites/retirement/ 
files/2017_Retirement_Income_Literacy_Report.pdf. 

40 The ‘‘4 percent rule’’ is a common retirement 
planning guideline that states a retiree should 
withdraw no more than 4 percent of their 
retirement portfolio on an annual basis to avoid the 
risk of running out of money. 

41 See Gopi Shah Goda, Colleen Flaherty 
Manchester, & Aaron Sojourner, ‘‘What Will My 
Account Really Be Worth? Experimental Evidence 
on How Retirement Income Projections Affect 
Saving,’’ Journal of Public Economics, vol. 119(C), 
(2014), at 80–92. 

42 See Angela Hung, Jeremy Burke, Lauren Mayer, 
and Noreen Clancy, ‘‘Retirement Benefit 
Statements: Focus Group, Survey, and Experimental 
Evidence,’’ RAND Research Report, RR–;1072, (Jan. 
2015). 

43 See ACLI Retirement Choices Study: Online 
Survey with Near-Retiree Defined Contribution Plan 
Participants, Mathew Greenwald & Associates, Inc., 
(Apr. 2010) (written statement for the record, U.S. 
Sen. Special Committee on Aging, Hearing on The 
Retirement Challenge: Making Savings Last a 
Lifetime, June 16, 2010, 111th Cong.). 

44 Research also suggests that a small change in 
information presented on or as part of the benefit 
statement can have a significant impact on savings 
behavior. See Goda et al., supra note 41. 

45 See Alison Salka & Cecilia Shiner, ‘‘Quarterly 
Retirement Perspectives 2013: Prospects for Income 
Projections,’’ LIMRA Retirement Institute (2013). 

46 62th Annual Survey of Profit Sharing and 
401(k) Plans, Plan Sponsor Council of America 
(2019). This survey reported on the 2018 plan year 
experience of 608 defined contribution plans. 

47 The 112,681 and 550,148 figures are calculated 
by multiplying the number of all plans (662,829) by 
the percentage of plans providing lifetime income 
illustrations (17 percent) and not providing lifetime 
income illustrations (83 percent) respectively. 

income plan.33 Most investors planning 
for retirement do not know how much 
they need to save to maintain their 
current standard of living in retirement, 
or how to calculate that amount.34 

The replacement rate, the ratio of 
post-retirement income to pre- 
retirement income, is one indicator of 
retirement income adequacy. A 
replacement rate of 75 percent is often 
cited as an illustrative target. Recent 
studies indicate that a significant 
portion of the participant population is 
not meeting this target, and younger 
participants (those more likely to 
participate in a defined contribution 
plan) are having more trouble meeting it 
than their older counterparts (those 
more likely to participate in a defined 
benefit plan). 

The Center for Retirement Research at 
Boston College estimates that between 
42 and 60 percent of households are at 
risk of having inadequate retirement 
savings.35 A separate study projects that 
when individuals born between 1976 
and 1985 reach age 70, 40 percent will 
be unable to replace 75 percent of their 
pre-retirement earnings.36 
Comparatively, 32 percent of the cohort 
born between 1936 and 1945, and 30 
percent of the cohort born between 1956 
and 1965, are projected to fall short of 
the 75 percent replacement rate at age 
70.37 Further, a study conducted by the 
National Bureau of Economic Research 
found that while the replacement rate 
has not worsened over time for 
households at or above median income 
levels, it has been falling for households 
with below-median income levels.38 

Planning for retirement requires 
investors to determine how much to 
contribute to their plans, which 
generally entails a basic command of 
financial and investment concepts, such 
as portfolio allocation and risk 

tolerance. These concepts are complex 
and many participants do not have the 
financial expertise necessary to make 
effective investment decisions and 
successfully plan for retirement. A 
recent survey of Americans between the 
ages of 60 and 75 found that only 26 
percent of those surveyed were able to 
pass a retirement literacy test, and only 
41 percent correctly answered questions 
specifically related to maintaining one’s 
lifestyle in retirement.39 Only 38 
percent knew that an individual could 
only safely withdraw $4,000 each year 
from a $100,000 retirement account 
according to the ‘‘4 percent rule.’’ 40 
Additionally, researchers note that 
common cognitive constraints, such as 
procrastination and inertia, can interfere 
with proper retirement planning.41 

Most plan participants think about 
their retirement income goals in terms 
of the monthly income they would need 
to maintain their current standard of 
living in retirement rather than as a 
lump sum.42 Many participants do not 
know where to find information about 
lifetime income streams, or how to 
calculate such amounts on their own.43 
While some plans provide retirement 
income illustrations as part of their 
pension benefit statements, the practice 
is far from universal. 

The SECURE Act directs the 
Department to take regulatory action to 
provide defined contribution plan 
participants and beneficiaries with a 
tool that will help them better 
understand their retirement savings as a 
vehicle for income replacement during 
retirement: Lifetime income 
illustrations. Many commenters on the 
ANPRM suggested that such a tool 
could motivate workers who are saving 
too little to increase their 

contributions.44 A survey conducted by 
the LIMRA Secure Retirement Institute 
found that women and low-income 
workers were less likely to have an 
estimate of their monthly retirement 
income than men and high earners.45 
The IFR could improve outcomes for 
these underserved groups. 

(3) Affected Entities 
The IFR will affect all ERISA-covered 

defined contribution plans, although the 
impact on such plans already providing 
lifetime income illustrations in pension 
statements will be smaller than the 
impact on those that do not. Although 
plans providing the disclosure currently 
have systems and disclosures in place to 
produce these illustrations, they 
nonetheless will need to implement 
changes to ensure that the language and 
assumptions used for the illustrations 
comply with the requirements of the 
IFR. The Department solicits comments 
about the impact that plans currently 
providing lifetime income illustrations 
may experience in conforming to the 
conditions set forth in this IFR. 

Based on Form 5500 data, there were 
662,829 defined contribution plans and 
76.8 million participants with account 
balances in defined contribution plans 
in 2017, all of whom will be affected by 
the IFR. Using these Form 5500 data and 
a survey conducted by the Plan Sponsor 
Council of America (PSCA),46 the 
Department estimates that 112,681 plans 
already provide lifetime income 
illustrations, and thus are likely to 
experience a smaller impact than the 
550,148 plans that do not already 
provide such illustrations.47 Table 1 
below shows the percentage of plans 
that have or have not provided projected 
monthly income to educate participants. 

The Department believes that the 
PSCA survey results concerning the 
percentage of plans providing projected 
monthly income are an acceptable proxy 
for the percentage of plans already 
providing lifetime income illustrations 
in pension benefit statements. The 
PSCA survey asked plan sponsors to 
select approaches used to achieve 
defined contribution plan education, 
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48 According to a defined contribution plan 
sponsor survey, 9.3 percent of plans offered an in- 
plan annuity option to participants. (See PSCA 61st 
Annual Survey, Reflecting 2017 Plan Experience.) 
Another survey of plans suggests that 12 percent of 
plans offered an in-plan annuity product as an 
investment option in their plans in 2019. (See 
Deloitte ‘‘The retirement landscape has changed– 
are plan sponsors ready? 2019 Defined contribution 
Benchmarking Survey Report.’’) 

49 See How America Saves 2019, Vanguard (June 
11, 2019), https://institutional.vanguard.com/iam/ 
pdf/HAS2019.pdf. 

50 Jeffrey Brown, James Peterba, & David 
Richardson, ‘‘Recent Trends in Retirement Income 
Choices at TIAA: Annuity Demand by Defined 
Contribution Plan Participants,’’ National Bureau of 
Economic Research (Sep. 30, 2019). 

51 See Alicia Munnell, Gal Wettstein, & Wenliang 
Hou, ‘‘How Best Annuitize Defined Contribution 
Assets?’’ Center for Retirement Research (Oct. 
2019). See also Richard Johnson, Leonard Burman, 
& Deborah Kobes, ‘‘Annuitized Wealth at Older 
Ages: Evidence from the Health and Retirement 
Study,’’ Urban Institute (May 2004). According to 

this study, approximately 10 percent of adults who 
left their jobs after age 65 annuitized their plan 
assets in 2000. 

52 This includes sales occurred beyond plans and 
IRA markets. See U.S. Annuity Markets 2018: 
Remaining Well Capitalized and Adaptive, Cerulli 
Report, at 42. 

53 This includes sales through qualified plans and 
IRAs. (See Id., at 32.) 

and projected monthly income is one of 
the education approach options listed. 
Some plan sponsors may provide 
monthly income projections, but may 
not consider these projections to be 
education, and thus may have 

responded to the survey accordingly. 
For this reason, the Department notes 
that the percentages shown in the table 
below serve as lower-bound estimates. 
The Department invites comments on 
the estimate of plan sponsors currently 

providing lifetime income illustrations 
and solicits feedback on alternative data 
sources for the number of defined 
contribution plans and recordkeepers 
currently providing lifetime income 
illustrations. 

The IFR also will affect plans offering 
in-plan annuity products. According to 
two surveys of plan sponsors, nine to 12 
percent of plans currently offer annuity 
options.48 One large recordkeeper 
reports that about two out of ten plans 
it services, covering approximately eight 
percent of defined contribution plan 
participants it services, provided 
participants with a retirement annuity 
option in 2018.49 Even when annuity 
products are offered, however, data 
suggest a relatively small number of 
participants purchase them. Analyzing 

data from a large plan administrator, 
one study suggests that approximately 
19 percent of retirees opted for 
annuitization in 2017, which declined 
from 54 percent in 2000.50 The data in 
that study includes plans with highly 
educated and financially sophisticated 
participants. Further, the plans in that 
study have had annuity options for a 
long period of time. Therefore, some 
economists suggest that the 
annuitization rate is even lower for 
participants with more diverse 
backgrounds in terms of education level 
or financial literacy.51 Since relatively 

few plans offer annuity options and 
only a small number of participants 
purchase them, the impact of the IFR on 
these plans and participants is expected 
to be somewhat limited. 

As discussed earlier in this preamble, 
there are different types of in-plan 
annuities. Some plans offer participants 
the ability to purchase DIAs. It is 
difficult to know how many plans 
provide a DIA purchase option. 
However, DIAs represent only a small 
part ($1.7 billion) of the total $179 
billion annuity market in 2017.52 
QLACs, a subset of DIAs, represent $255 
million, approximately 15 percent of 
DIA sales in 2017.53 Because these data 
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54 See more discussion in the (6) Uncertainty 
section. 

55 As discussed in more detail in the Uncertainty 
section of the preamble, below, it is difficult to 
know what percentage of increased contributions 
can be interpreted as benefits (as categorized in a 
regulatory impact analysis, such as this one). 

56 See Goda et al., supra note 41. See also ACLI 
Retirement Choices Study: Online Survey with 

Near-Retiree Defined Contribution Plan 
Participants, Mathew Greenwald & Associates, Inc., 
(Apr. 2010), (written statement for the record, U.S. 
Sen. Special Committee on Aging, Hearing on The 
Retirement Challenge: Making Savings Last a 
Lifetime, Jun. 16, 2010, 111th Cong.). (Sixty percent 
of respondents reported that if the illustration of the 
participants’ lifetime income generated by their 
retirement plan account would not be enough to 
meet their retirement needs, they would ‘‘start 
saving more immediately,’’ and 32 percent 
indicated that seeing an illustration would cause 
them to reevaluate and change their asset 
allocation.) 

57 See Consumer Preferences for Lifetime Income 
Estimates on 401(k) Statements, Insured Retirement 
Institute (Jan. 2015), https://www.myirionline.org/ 
docs/default-source/research/consumer- 
preferences-for-lifetime-income-estimates-on- 
401(k)-statements-web.pdf?sfvrsn=2. (This study 
asked respondents two questions to assess (1) 
whether they would increase 401(k) contributions 
after seeing retirement income estimates, and (2) by 
how much. The Department assumes those who 
reported they would increase contributions in the 
first question also responded to the second 
question. Because 50 percent of respondents aged 
41–60 answered ‘‘yes’’ to the first question, and 75 
percent of these respondents stated they would 
increase the contributions by 4 percentage points or 
more, it is assumed roughly 40 percent (50 percent 
*75 percent) of respondents aged 41–60 would 
increase their contributions by 4 percentage points 
or more.). 

58 See Goda et al., supra note 41. 
59 The $5.1 billion estimate is calculated by 

multiplying the average savings estimate from the 
University of Minnesota study ($85 per participant), 
the number of defined contribution plan 
participants with account balances (76.8 million, 
according to the 2017 Private Pension Plan 
Bulletin), and the assumed percentage of those 
participants not currently receiving lifetime income 
illustrations (78 percent). The 78 percent 
assumption comes from Table 1, which shows 22 
percent of participants receive lifetime income 
illustrations. ($85*76.8 million*0.78 = $5.1 billion). 
Whether the increase in contributions persists is not 
certain as the study’s time horizons were between 
6 months (e.g. Goda 2014) to 1 year (e.g. Fajnzylber 
& Reyes) following the receipt of the disclosures. 

60 2013 Thrift Savings Plan Survey Results, Aon 
Hewitt, http://www.frtib.gov/ReadingRoom/ 
SurveysPart/TSP-Survey-Results-2013.pdf. 

61 Eduardo Fajnzylber & Gonzalo Reyes, 
‘‘Knowledge, Information, and Retirement Saving 
Decisions: Evidence from a Large-Scale Intervention 
in Chile,’’ Economia, vol. 15, no. 2 (Spring 2015), 
at 83–117. 

62 Id. 
63 Lena Larsson, Annika Sunde´n, & Ole 

Settergren, ‘‘Pension Information: The Annual 
Statement at a Glance,’’ OECD Journal: General 
Papers, vol. 2008, no. 3 (Feb. 23, 2009), https://
www.oecd-ilibrary.org/economics/pension- 
information_gen_papers-v2008-art19-en. 

64 Lifetime Income Poll: Perspectives of Defined 
Contribution Plan Sponsors on Regulatory 
Developments, MetLife (2016), https://
www.metlife.com/content/dam/metlifecom/us/ 
homepage/institutionalRetirement/insights/ 
LifetimeIncome/2016-Lifetime-Income-Poll.pdf. 

cover QLACs sold from both plans and 
individual retirement accounts (IRAs), 
participants who purchased QLACs 
through their employer-sponsored plans 
would represent an even smaller share 
of the annuity market. 

(4) Benefits 

The Department believes that the 
benefits of this IFR justify its costs, both 
of which are discussed below. The 
Department invites comments on these 
benefit and cost estimates, and is 
especially interested in obtaining 
additional data on the impacts that 
result from providing lifetime income 
illustrations in pension benefit 
statements. 

The Department anticipates that the 
IFR will provide two primary benefits to 
participants: (1) Strengthening 
retirement security by encouraging 
those currently contributing too little to 
increase their plan contributions, and 
(2) saving some participants’ time in 
understanding how prepared (or 
unprepared) they are for retirement by 
making lifetime income information 
readily available. Under certain 
circumstances, however, the 
Department expects the IFR will lead a 
minority of participants who might have 
over saved to reduce their 
contributions.54 The Department also 
expects the limitation on liability 
provision will significantly reduce the 
litigation risk faced by plans providing 
lifetime income illustrations. 

Increased Contributions: The 
Department believes that requiring 
benefit statements to contain lifetime 
income illustrations will encourage 
many participants to increase their plan 
contributions. One commenter on the 
2010 RFI stated that translating 
retirement savings into an estimated 
future income stream will remind 
participants that retirement savings are 
needed to generate income throughout 
retirement. For example, if a participant 
sees that their $100,000 account balance 
may only generate $700 of monthly 
income for life, the participant may 
choose to take measures to increase his 
or her savings.55 

Research supports the hypothesis that 
providing participants with customized 
information on their lifetime income 
stream can influence contribution 
behavior.56 One study suggests that 40 

percent of respondents aged 41–60 will 
increase their 401(k) contributions by 
four percentage points or more after 
seeing a lifetime income illustration.57 
Another study, involving participants in 
a University of Minnesota defined 
contribution plan, revealed those who 
received lifetime income illustrations 
increased their annual contributions by 
an average of $85.58 Although this is a 
modest increase, it is significant 
considering the many barriers that 
prevent participants from increasing 
contributions, including liquidity 
constraints. If the Department’s IFR 
affects participant behavior in the same 
manner as the University of Minnesota 
study, it would increase aggregate 
annual contributions by $5.1 billion.59 It 
is unclear, however, whether the rule’s 
impact will be similar to that observed 
in the study. Unlike the IFR, in addition 
to providing lifetime income 
illustrations, the statements in the 
University of Minnesota study also 
showed the impact of increased savings 

on participants’ account balances and 
the additional annual income the 
increased savings would generate in 
retirement. The Department invites 
comments on the applicability of the 
University of Minnesota findings to the 
Department’s rule. 

The Federal Thrift Savings Plan began 
providing a lifetime income illustration 
as part of participants’ benefit 
statements in 2010. In a 2013 Thrift 
Savings Plan Participant Satisfaction 
Survey, 29 percent of active participants 
reported taking action based on the 
monthly income estimate: 12 percent 
increased their contributions, 10 percent 
revised their investment allocations, 
and 7 percent delayed their planned 
retirement dates.60 

A recent study in Chile suggested that 
defined contribution plan participants 
were 1.4 percentage points more likely 
to increase voluntary contributions after 
projections of retirement income were 
included in participants’ annual 
statements.61 The increase was larger in 
the 40–50 age group than it was in 
younger cohorts, consistent with 
myopia or liquidity constraints. The 
increase for women was significantly 
larger than that for men, likely reflecting 
a higher sense of urgency.62 

The Department anticipates that if all 
defined contribution plan benefit 
statements were to contain lifetime 
income illustrations, many participants 
and beneficiaries would be better 
positioned to assess their retirement 
readiness and to prepare for 
retirement.63 An illustration based on a 
person’s current account balance would 
provide an immediate baseline for the 
participant to judge expected retirement 
readiness. 

Adding lifetime income illustrations 
to defined contribution plan retirement 
account statements is supported by 
virtually all plan sponsors (96 
percent).64 This addition would benefit 
participants by making critical 
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http://www.frtib.gov/ReadingRoom/SurveysPart/TSP-Survey-Results-2013.pdf
http://www.frtib.gov/ReadingRoom/SurveysPart/TSP-Survey-Results-2013.pdf
https://www.myirionline.org/docs/default-source/research/consumer-preferences-for-lifetime-income-estimates-on-401(k)-statements-web.pdf?sfvrsn=2
https://www.myirionline.org/docs/default-source/research/consumer-preferences-for-lifetime-income-estimates-on-401(k)-statements-web.pdf?sfvrsn=2
https://www.myirionline.org/docs/default-source/research/consumer-preferences-for-lifetime-income-estimates-on-401(k)-statements-web.pdf?sfvrsn=2
https://www.myirionline.org/docs/default-source/research/consumer-preferences-for-lifetime-income-estimates-on-401(k)-statements-web.pdf?sfvrsn=2
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65 See Insured Retirement Institute, supra note 57. 
While the affected industry acknowledges that 
participants want this information and believes it 
would be helpful and educational, it is uncertain 
that such disclosures necessarily would increase 
over time without this IFR. This, in part, may be 
due to employers’ concerns with potential fiduciary 
liability and litigation for unmet expectations, i.e., 
workers mistakenly believing the lifetime income 
illustrations are promises or guarantees. To the 
extent that lifetime income illustrations would 
become more common even without this IFR, the 
benefits and costs attributable to the IFR are 
potentially overstated. 

66 2019 Retirement Confidence Summary Report, 
Employee Benefit Research Institute and Greenwald 
& Associates (Apr. 23, 2019), at 26, https://
www.ebri.org/docs/default-source/rcs/2019-rcs/ 
2019-rcs-short-report.pdf?sfvrsn=85543f2f_4. 

67 Unlike the Department’s lifetime income 
illustration, estimated Social Security retirement 
benefits are based on projections, such as the 
amount of continued contributions to the Social 
Security. In addition, Social Security benefits are 
subject to future adjustment for inflation, while the 
Department’s illustration is fixed. However, 
combining the estimates at age 67 would provide 
a rough estimate of what a person might receive in 
the first month of retirement. 

68 Table 1 shows four groups of plans with fewer 
than 5,000 participants—plans with (i) 2–49 
participants, (ii) 50–199 participants, (iii) 200–999 
participants, and (iv) 1,000–4,999 participants. The 
percentages of plans providing projected monthly 
income in these four groups are 12%, 15%, 17%, 
and 14%, respectively. See row [1–1] of Table 1. 
Therefore, the Department estimates that 
approximately 13 percent, 79,547 plans out of the 
total 634,223 plans in these four groups, provide 
projected monthly incomes. See row [1] of Table 1. 

69 Salka & Shiner, supra note 45. (Fifty-one 
percent of survey respondents answered ‘‘yes’’ to 
the following question: ‘‘Have you ever seen a 
projection or estimate of monthly income your 
savings could generate in retirement if you maintain 
your current saving habits?’’) 

70 Retirement Income Practices Study: 
Perspectives of Plan Sponsors and Recordkeepers 
for Qualified Plans, MetLife (June 2012), https://
www.metlife.com/content/dam/metlifecom/us/ 
homepage/institutionalRetirement/insights/ 
LifetimeIncome/2012-Retirement-Income-Practices- 
Study.pdf. (This survey also posed the same 
question as the Salka/Shiner survey (see previous 
note) to 12 large recordkeepers and found that half 
already provided income projections. In this 
analysis, a one-third early-adoption rate is applied 
because the Brightscope database of plan sponsors 
and recordkeepers reveals that the largest 214 plan 

sponsors receive services from about 50 large 
recordkeepers, which covers more recordkeepers 
than the results from 12 recordkeepers. The 
respondents to this survey are mostly large plan 
sponsors, and the sample size of this survey is very 
small. The Private Pension Plan Bulletin and Form 
5500 data suggests that there were over 663,000 
defined contribution plans and 1,725 recordkeepers 
serving defined contribution plans in plan year 
2017). 

71 The Department considered other thresholds 
for recordkeepers. For example, approximately 95 
percent of total plan assets are serviced by the 
largest 119 recordkeepers. The Department selected 
the 99 percent threshold for recordkeepers to 
include more recordkeepers in cost estimates, and 
thus avoid underestimating costs. 

72 Special Report: DC Record Keepers, Pensions & 
Investments (Apr. 2, 2018), https://
corporate.voya.com/sites/corporate.voya.com/files/ 
PI5797%20Voya-Final.pdf. 

retirement information readily available 
to aid their retirement planning. In a 
survey commissioned by the Insured 
Retirement Institute, over 90 percent of 
participants reported that they wanted 
to see some form of retirement income 
estimates on their 401(k) statements, 
and that such estimates would be very, 
or somewhat, helpful when planning for 
retirement.65 In another survey, 75 
percent of respondents were very, or 
somewhat, interested in converting 
some or all of their retirement savings 
to an investment option that would 
guarantee monthly income for life.66 

Time Savings: Defined contribution 
plan participants will likely benefit 
from the IFR because it will save many 
of them time by making lifetime income 
information readily available. 
Participants can calculate lifetime 
income streams on their own by finding 
and using online interactive tools, 
applying economic formulas found in 
books, or seeking help from financial 
advisers. Unfortunately, many 
participants neither know where to find 
such information, nor possess the 
financial literacy needed to use it. 
Further, for those who know where to 
look, inertia might prevent them from 
acting on their knowledge. 

This IFR greatly standardizes lifetime 
income illustrations across defined 
contribution plans, which will save time 
by minimizing confusion for 
participants. A standardized illustration 
would make it easy for workers to add 
together their estimated Social Security 
and ERISA benefits, minimizing some of 
the complexity of retirement planning.67 
This change will be of particular benefit 
to participants who change jobs or 
receive statements from multiple 

defined contribution plans, as different 
benefit statements with few exceptions 
will use the same model language and 
assumptions, and present the 
information in the same manner. 
Participants will be able to spend their 
retirement planning time more 
efficiently, because they will not have to 
devote time, energy, and resources to 
seeking out lifetime income information 
on their own. 

(5) Costs 

Overview of Methodology— 
Establishing a Baseline: Some plan 
sponsors voluntarily provide lifetime 
income illustrations, but there is little 
data available on the number of 
sponsors providing illustrations or the 
type of illustrations they provide. As 
discussed in the Affected Entities 
section above, the PSCA survey for the 
2018 plan experience suggested that 
only 17 percent of plan sponsors 
provide lifetime income illustrations. As 
shown in Table 1, larger plans were 
more likely to provide this information: 
30 percent of plans with at least 5,000 
participants provided such information, 
while 13 percent of plans with fewer 
than 5,000 participants did the same.68 
The results from the PSCA survey and 
Form 5500 data suggest that 22 percent 
of defined contribution plan 
participants received lifetime income 
illustrations. A 2013 survey found that 
only half of U.S. workers have ever seen 
monthly retirement income 
projections.69 Another survey, 
conducted in 2012, suggested that only 
one-third of 214 plan sponsors provide 
income projections as part of benefit 
statements.70 

The Department estimates one-time 
and ongoing costs using data from the 
aforementioned PSCA survey. Regarding 
one-time costs, the Department assumes 
that plans not currently providing 
lifetime income illustrations will incur 
development costs of setting up a 
system for producing lifetime income 
illustrations. Plans that currently 
provide such illustrations will not incur 
development costs but likely will incur 
some transitional costs to comply with 
the Department’s assumptions and 
model language and to integrate the new 
illustrations into existing paper and 
online benefit statement formats. Using 
available data, it is difficult to predict 
how small recordkeepers and plan 
sponsors will respond to the rule in 
terms of development costs. Developing 
an information technology system that 
generates lifetime income illustrations 
requires a large up-front investment. 
Therefore, it is likely that many 
recordkeepers will choose instead to 
purchase products or license systems 
from recordkeepers that have already 
developed them. According to the Form 
5500 data, in the 2017 plan year, there 
were 1,725 recordkeepers servicing 
defined contribution plans. The 445 
largest recordkeepers (hereafter large 
recordkeepers) serviced plans holding 
approximately 99 percent of total plan 
assets, while the remaining 1,280 (small 
recordkeepers) serviced plans holding a 
mere 1 percent.71 A different report 
shows a similar picture—a large 
concentration of the market held by a 
small number of recordkeepers.72 The 
small recordkeepers may decline to 
develop their own systems, and instead 
opt to purchase software or license 
systems developed by other 
recordkeepers. 

Categorizing Major Cost Components: 
The economic costs associated with the 
IFR fall into two categories of one-time 
costs and four categories of ongoing 
costs. The two one-time cost categories 
are (1) developing a system to produce 
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https://www.metlife.com/content/dam/metlifecom/us/homepage/institutionalRetirement/insights/LifetimeIncome/2012-Retirement-Income-Practices-Study.pdf
https://www.metlife.com/content/dam/metlifecom/us/homepage/institutionalRetirement/insights/LifetimeIncome/2012-Retirement-Income-Practices-Study.pdf
https://www.metlife.com/content/dam/metlifecom/us/homepage/institutionalRetirement/insights/LifetimeIncome/2012-Retirement-Income-Practices-Study.pdf
https://www.metlife.com/content/dam/metlifecom/us/homepage/institutionalRetirement/insights/LifetimeIncome/2012-Retirement-Income-Practices-Study.pdf
https://www.ebri.org/docs/default-source/rcs/2019-rcs/2019-rcs-short-report.pdf?sfvrsn=85543f2f_4
https://www.ebri.org/docs/default-source/rcs/2019-rcs/2019-rcs-short-report.pdf?sfvrsn=85543f2f_4
https://www.ebri.org/docs/default-source/rcs/2019-rcs/2019-rcs-short-report.pdf?sfvrsn=85543f2f_4
https://corporate.voya.com/sites/corporate.voya.com/files/PI5797%20Voya-Final.pdf
https://corporate.voya.com/sites/corporate.voya.com/files/PI5797%20Voya-Final.pdf
https://corporate.voya.com/sites/corporate.voya.com/files/PI5797%20Voya-Final.pdf
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73 See Letter from Great-West Financial to 
Employee Benefits Security Administration, 
Comment on the Advanced Notice of Proposed 
Rulemaking (Aug. 7, 2013), available at https://
www.dol.gov/sites/dolgov/files/ebsa/laws-and- 
regulations/rules-and-regulations/public- 
comments/1210-AB20/00095.pdf. 

74 The development costs, $185 million is 
estimated by multiplying three-quarters of the unit 
cost ($715,000) by the inflation rate from 2013 to 
2020 (11 percent), the number of recordkeepers (445 
for large recordkeepers), and the percentage of 
recordkeepers developing their own systems (70 
percent for large recordkeepers). If the full amount, 
instead of three-quarters, of the unit cost, $715,000, 
is applied, the costs to develop a new system will 
increase from $185 million to $247 million. 

75 The assumption of 70 percent comes from 
Table 1, which shows 70 percent of large plans are 
not providing projected monthly income. 

76 According to a survey conducted with defined 
contribution plan recordkeepers in 2018, about 80 
percent responded that projected retirement 
incomes are automatically displayed on the 
participant’s website. See the Cerulli Report, the 
U.S. Defined Contribution Distribution 2018 page 
134. Separately, according to another survey 
conducted with defined contribution plan sponsors 
in 2019, about 77 percent of plan sponsors provided 
participants with retirement income projection 
illustrations online, which increased from 54 
percent in 2015. See Deloitte 2019 Defined 
Contribution Benchmarking Survey Report page 22. 

77 These burden hours include time spent to 
review the IFR and current practices, convene 
meetings to discuss how to respond to the IFR and 
any necessary modifications in current practices 
and disclosures, implement those modifications, 
and review the revised illustrations. 

78 Labor Cost Inputs Used in the Employee 
Benefits Security Administration, Office of Policy 
and Research’s Regulatory Impact Analyses and 
Paperwork Reduction Act Burden Calculation, 
Employee Benefits Security Administration (June 
2019), https://www.dol.gov/sites/dolgov/files/EBSA/ 
laws-and-regulations/rules-and-regulations/ 
technical-appendices/labor-cost-inputs-used-in- 
ebsa-opr-ria-and-pra-burden-calculations-june- 
2019.pdf. The estimate of $1.2 million is calculated 
by summing up the costs associated with an 
attorney, an actuary, and a computer system 
analyst. The costs associated with each of the three 
types of professionals are calculated by multiplying 
four numbers: (1) 445 large recordkeepers; (2) the 
percentage of recordkeepers currently providing 
lifetime income illustrations (30 percent); (3) the 
hourly rate of a professional (an attorney, actuary, 
or a computer system analyst); and (4) number of 
hours (20 hours for an attorney and 24 hours each 
for an actuary and a computer system analyst). 

lifetime income illustrations, and (2) 
transitioning from existing assumptions 
and language to the required 
assumptions and language or model 
language and integrating the new 
illustrations into existing paper and 
online benefit statement formats. The 
four ongoing cost categories include: (1) 
Answering increased calls from 
participants, (2) printing lifetime 
income illustrations, (3) converting the 
account balance to annuities based on 
the DOL-specified assumptions at the 
statement date, and (4) training internal 
staff about lifetime income illustrations 
and efficient navigation of the system. 

The development cost estimates 
assume no small recordkeepers would 
develop their own systems because it 
will likely be more cost effective for 
small recordkeepers to purchase 
software or license a system than to 
develop their own. 

To gather information needed to 
convert participants’ account balances 
to annuities based on the DOL-specified 
assumptions at the statement date, plan 
sponsors are likely to rely on their 
recordkeeper to provide the 
information. Some recordkeepers may 
have an actuary on staff who can 
calculate the appropriate information as 
of the benefit statement date. Other 
recordkeepers may need to obtain the 
appropriate information from an 
external actuary or other source. 

One-time Costs—Development Costs: 
In order to provide lifetime income 
illustrations in benefit statements, 
recordkeepers may incur costs to 
develop a system that produces the 
lifetime income illustrations. Part of 
those costs would include those related 
to incorporating the assumptions 
mandated by the IFR. According to the 
PSCA survey, 30 percent of plans with 
5,000 or more participants (hereafter 
large plans) already provide lifetime 
income illustrations. This 30 percent 
early-adoption rate serves as a baseline 
for this analysis. 

The Department uses recordkeepers as 
a unit of analysis in estimating 
development costs. In commenting on 
the ANPRM, one commenter suggested 
that it would cost approximately 
$715,000 to develop a system to 
produce lifetime income illustrations 
and web-based tools.73 According to this 
commenter, its system features various 
functionalities such as the ability to 
incorporate social security projections 

and IRAs; customize assumptions to see 
the impacts of those changes on the 
projected lifetime income streams; show 
the integrated effects of in-plan annuity 
investment options combined with 
other plan investments; estimate the 
gaps between projected monthly 
incomes at retirement and the desired 
monthly incomes; provide education 
about how to close those gaps, and 
personalize future draw-down strategies 
that incorporate social security and 
other retirement assets. Although these 
flexible and customizable features are 
likely to better engage participants, and 
thus, better prepare them for retirement, 
a recordkeeper can satisfy the 
conditions set forth in the IFR without 
these flexible and elaborate features. 
Furthermore, because the requirements 
in the IFR are limited in its scope and 
the IFR provides recordkeepers with 
model language and assumptions to 
convert account balances to the required 
lifetime income streams, a recordkeeper 
can develop at much lower costs a 
system capable of producing 
illustrations that meet the specifications 
of the IFR. Due to a lack of data, 
however, the Department relies on a 
unit cost estimate, $715,000, provided 
by the commenter on the ANPRM and 
adjusts it down by a quarter to account 
for costs incurred to develop features 
applicable to only a small subset of 
plans or features that are truly optional. 
The Department invites comments about 
how many recordkeepers would 
develop a new system to provide 
lifetime income illustrations pursuant to 
the IFR and how much it would cost for 
them to do so. Applying the 
assumptions and methods discussed 
above, the Department estimates that 
costs to develop a new system to 
produce lifetime income illustrations 
meeting the specifications laid out in 
the IFR will be $185 million.74 This 
estimate assumes that 70 percent of 
large recordkeepers will develop their 
own systems, and that none of the small 
recordkeepers will develop their own 
systems.75 As discussed above, it is 
plausible that more recordkeepers 
already have a capability of producing 
lifetime income illustrations, thus do 
not need to build a new system to 

comply with the IFR.76 Of those 
recordkeepers currently lacking a 
capability of providing lifetime income 
illustrations, some may elect to use 
other providers’ systems instead of 
developing a new proprietary system. If 
so, then the Department may have 
overestimated costs to develop a new 
system. However, if more recordkeepers 
decide to develop a new system, the 
development costs in this analysis may 
be underestimated. 

One-time Costs—Transitional Costs: 
To receive liability relief, plan sponsors, 
plan administrators, and plan 
recordkeepers currently providing 
lifetime income illustrations must 
modify their current assumptions and 
language to adopt the assumptions and 
model language in the IFR. They must 
then integrate the new illustrations into 
existing paper and online benefit 
statement formats. The Department 
assumes that these modifications and 
integration will take 20 hours from an 
attorney and 24 hours each from an 
actuary and a computer system 
analyst.77 The Department estimates 
that transitional costs will be $1.2 
million, based on the aforementioned 
assumption and the hourly labor rates 
for attorneys ($138.41), actuaries 
($146.39), and computer system analysts 
($118.63).78 The Department is 
soliciting comments on the number of 
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https://www.dol.gov/sites/dolgov/files/ebsa/laws-and-regulations/rules-and-regulations/public-comments/1210-AB20/00095.pdf
https://www.dol.gov/sites/dolgov/files/ebsa/laws-and-regulations/rules-and-regulations/public-comments/1210-AB20/00095.pdf
https://www.dol.gov/sites/dolgov/files/ebsa/laws-and-regulations/rules-and-regulations/public-comments/1210-AB20/00095.pdf
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79 See Letter from Great-West Financial to 
Employee Benefits Security Administration, supra 
note 73. 

80 Id. 
81 The estimate of $0.16 per participant is 

calculated by multiplying the increased call costs 
calculated from projected account balances in 2013 
($0.28 per participant) by half, and an inflation rate 
of 11 percent from 2013 to 2020. See ‘‘CPI Inflation 
Calculator,’’ U.S. Bureau of Labor Statistics (2020), 
available at https://data.bls.gov/cgi-bin/ 
cpicalc.pl?cost1=1&year1=201308&year2=202002. 
The start month is August 2013 (when the comment 
letter was written) and the end month is February 
2020 (when the latest CPI data is available as of 
March 25, 2020). 

82 This estimate of $10.6 million is calculated by 
summing up the increased call costs from 
participants with account balances currently 
receiving lifetime income illustrations (76.8 
million*22 percent*$0.08 per participant) and the 
costs from those not currently receiving these 
illustrations (76.8 million*78 percent*0.16 per 
participant). 

83 This estimate of $4.8 million is calculated by 
multiplying the number of participants with 
account balances (76.8 million) by the percentage 
of participants not currently receiving lifetime 
income illustrations (78 percent) and the average 
increased call costs in the second year ($0.08 per 
participant). 

84 This estimate of $3.0 million is calculated by 
multiplying the number of participants with 
account balances (76.8 million) by the percentage 
of participants not currently receiving lifetime 
income illustrations (78 percent) and the average 
increased call costs in the third year ($0.05 per 
participant). 

85 Plans may elect to voluntarily provide 
additional information, which may increase the 
number of pages or length of the benefit statements 
and therefore increase the costs associated with 
printing and processing. 

86 85 FR 31884 (May 27, 2020). 
87 The 8 percent estimate is calculated by 

multiplying 18.5 percent of participants opting out 
of electronic delivery under the Department’s 2020 
Electronic Disclosure safe harbor by 44 percent of 
participants receiving lifetime income illustrations 
in print before the 2020 Electronic Disclosure safe 

harbor rule was finalized. The 92 percent is 
calculated by deducting the 8 percent from all (100 
percent) participants. 

88 https://www.dol.gov/sites/dolgov/files/EBSA/ 
laws-and-regulations/rules-and-regulations/public- 
comments/1210-AB33/00656.pdf. Based on a 
comment on the 2013 ANPRM, available on the 
Department’s website, https://www.dol.gov/sites/ 
dolgov/files/ebsa/laws-and-regulations/rules-and- 
regulations/public-comments/1210-AB20/ 
00095.pdf. 

89 The estimate of $0.14 million is calculated by 
multiplying the following five numbers: (1) The 
unit cost of 2.6 cents, (2) the inflation rate of 11 
percent from 2013 to 2020, (3) 76.8 million of 
participants with account balances, (4) 78 percent 
of participants with account balances not currently 
receiving lifetime income illustrations, and (5) 8 
percent of the participants will receive the 
illustrations in print. 

hours needed for an attorney, an 
actuary, and a computer system analyst 
(or other workers) to perform the 
aforementioned modifications and 
integration. 

Ongoing Costs—Costs Associated with 
Increased Calls from Participants: Some 
recordkeepers indicate that they receive 
more and longer phone calls from 
participants after they provide lifetime 
income illustrations.79 One 
recordkeeper estimated in 2013 that 
average costs associated with calls 
increased by $0.28 per participant in the 
first year.80 The IFR uses current 
account balances to calculate lifetime 
income. Since current account balances 
require no assumptions, they are more 
straightforward than projected account 
balances. The Department assumes that 
average increased call costs related to 
lifetime income illustrations calculated 
from current account balances will be 
$0.16 per participant, which is half of 
the inflation-adjusted increased call 
costs calculated for projected account 
balances.81 

According to the 2017 Private Pension 
Plan Bulletin, there are approximately 
76.8 million participants with defined 
contribution plan account balances. For 
plans currently providing lifetime 
income illustrations, the Department 
assumes the IFR results in half of the 
increased call costs per participant with 
account balances in the first year (i.e., 
$0.08 per participant) due to the 
transition from using plans’ own 
language to DOL’s assumptions and 
model language, but this transition has 
no effects on calls after the first year. 
For plans not currently providing 
monthly income, the Department 
assumes the same increased call costs 
per participant with account balances in 
the first year (i.e., $0.16 per participant), 
half of the costs in the second year (i.e., 
$0.08 per participant), and one-third of 
the costs from the third to tenth year 
(i.e., $0.05 per participant). This decline 
in increased call costs is due to 
participants’ becoming familiar with 
lifetime income illustrations. The 
Department invites comments on the 
reasonableness of the assumptions on 

the degree of decline in increased call 
costs over time. The estimated costs 
from increased calls will be $10.6 
million in the first year,82 $4.8 million 
in the second year,83 and $3.0 million 
from the third to tenth year.84 

Ongoing Costs—Printing and 
Processing Costs: Incorporating lifetime 
income illustrations in benefit 
statements may increase the costs 
associated with printing and processing 
for plans not currently providing 
lifetime income illustrations. For plans 
currently providing lifetime income 
illustration, the Department assumes the 
IFR’s requirements may not increase the 
number of pages in their benefit 
statements and therefore may not 
increase their costs associated with 
printing and processing.85 The IFR will 
require plans to supply lifetime income 
projections to participants at least once 
a year; however, plans can send them 
more frequently. For the purposes of 
this analysis, the Department assumes 
that participants with defined 
contribution plan account balances will 
receive lifetime income illustrations on 
an annual basis. The Department also 
assumes that some plan administrators 
will rely on the Department’s rules 
concerning electronic delivery when 
furnishing pension benefits statements 
that include the required lifetime 
income illustrations.86 Specifically, the 
Department estimates that in the first 
year, 92 percent of participants will 
receive their lifetime income 
illustrations electronically, while 8 
percent will receive them in print.87 A 

2013 comment letter provided data 
suggesting that the unit cost of printing 
and processing was approximately 2.6 
cents per recipient at that time.88 
Applying these assumptions and an 
inflation rate of 11 percent from 2013 to 
2020, the Department estimates that the 
printing costs will be $0.14 million in 
the first year.89 The Department 
excludes postage costs from this 
analysis because print illustrations will 
be included with the hard-copy 
statements that are currently mailed. 
The Department expects printing and 
processing costs to decrease in the 
second through tenth years. 

Ongoing Costs—Converting Account 
Balance to Annuities Using DOL 
Assumptions: The Department assumes 
only plans not currently providing 
lifetime income illustrations will incur 
the costs associated with balance 
conversion. The Department 
understands that plans currently 
providing lifetime income illustrations 
will likely change their current 
assumptions to be consistent with 
assumptions set forth in the IFR. Once 
those adjustments are made in their 
systems, however, ongoing costs to 
convert account balances based on the 
assumptions set forth in the IFR would 
likely be similar to ongoing costs they 
already voluntarily incur to convert 
balances based on their own 
assumptions. Therefore, the Department 
assumes that while assumptions used 
before and after the IFR may differ, 
plans already providing lifetime income 
illustrations will not likely incur 
additional costs associated with balance 
conversion compared to their ongoing 
costs incurred before the IFR. 

Actuaries or someone with similar 
abilities will be required to gather the 
information needed to convert 
individual account balances to annuities 
based on the applicable assumptions as 
of the statement date. Although some 
recordkeepers may have actuaries in- 
house, the Department assumes that 
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90 A recordkeeper administers multiple plans 
whose benefit statement dates may fall in all of the 
12 months. Therefore, a recordkeeper may need to 
update the interest rate every month. 

91 See Labor Cost Inputs, supra note 78. 
92 $1.3 million is calculated by multiplying the 

hourly rate of an actuary ($146.39) by 6 hours, by 
1,725 recordkeepers, and by 83 percent of 
recordkeepers not currently providing lifetime 
income illustrations. 

93 The estimate of $1.7 million assumes that (1) 
all recordkeepers not currently providing lifetime 
income illustrations (83 percent of 1,725 
recordkeepers) need to train their staff members, (2) 
there are 10 computer system analysts per 
recordkeeper, and (3) 1 hour of training is needed 
in the first year for each computer system analyst. 
The hourly rate is assumed to be $118.63, which is 
the hourly labor cost for a computer system analyst 
(see Labor Cost Inputs, supra note 78). 

94 For the second year, the training time is 
reduced to 30 minutes per computer system analyst. 

95 The minor decline comes from the 
Department’s assumption about the number of 
participants who will opt out of electronic delivery 
in plans that rely on the Department’s electronic 
delivery safe harbor. 

96 See Goda et al., supra note 41. 

recordkeepers will consult with outside 
actuaries. In the first year, the 
Department assumes that an actuary 
will spend six hours per recordkeeper 
gathering information to convert 
account balances to annuities based on 
the Department-specified assumptions. 
The six hours consist of three 
components: (1) 2 hours to set up a 
spreadsheet or other computer program 
to calculate conversion factors for the 
ages and payment forms required 
initially, (2) 15 minutes per month to 
update the interest rate in the 
spreadsheet or computer program,90 and 
(3) 1 hour per year to update the 
mortality rates in the program. The 
Department estimates that the hourly 
rate of an actuary is $146.39.91 
According to Form 5500 data in the 
2017 plan year, 1,725 recordkeepers 
serviced defined contribution plans. 
Therefore, the Department estimates the 
first-year costs will be $1.3 million.92 

The Department estimates costs 
associated with gathering information to 
convert account balances to annuities 
based on the Department-specified 
assumptions will decrease in the second 
year, and remain flat over the third 
through tenth years. This is because the 
Department assumes actuaries will 
generally maintain conversion 
spreadsheets, and need only to update 

the interest rate monthly and mortality 
rate annually. Therefore, the 
Department estimates the second year 
costs will be $0.8 million, and will 
remain at that level in subsequent years. 

Ongoing Costs—Training Costs: To 
implement lifetime income illustrations, 
recordkeepers that do not currently 
provide these illustrations may need to 
train their staff to properly navigate the 
system. The Department assumes 
recordkeepers that currently provide 
these illustrations will not incur 
additional training costs because they 
provided training before the IFR. In the 
first year, the Department estimates that 
the training costs will be $1.7 million.93 
In subsequent years, the Department 
anticipates these training costs will 
decrease as staff members become more 
familiar with lifetime income 
illustrations. Therefore, the Department 
estimates that the training costs will be 
$0.8 million for the second year, and 
remain at that level in the third through 
tenth years.94 

The Department invites comments 
about how much it would cost for a 
recordkeeper to operate and maintain a 
system that produces lifetime income 
illustrations and whether the unit-cost 
assumptions made to estimate ongoing 
costs as well as development costs are 
reasonable. 

Summary. The Department estimates 
that in the first year, total costs will be 
$201 million. In subsequent years, the 
Department expects costs to be 
substantially lower because 
development costs are one-time costs 
and comprise a substantial share of the 
total costs. In the second year, the 
Department estimates that total costs 
will be $6.6 million. The third year 
costs are expected to be even lower, as 
recordkeepers, plan sponsors, and 
participants become more familiar with 
lifetime income illustrations. The 
Department estimates that third year 
total costs will be $4.8 million. The 
Department expects total costs to 
continue to decrease slightly in 
subsequent years due to the minor 
decline in printing and processing 
costs.95 In the tenth year, the 
Department estimates that total costs 
will be $4.7 million. Using a three 
percent discount rate, the Department 
estimates that total costs over 10 years 
will be $240 million. Using a seven 
percent discount rate, the Department 
estimates that total costs over 10 years 
will be $233 million. Using a perpetual 
time horizon, the annualized costs in 
2016 dollars are $12 million at a 7 
percent discount rate. 

TABLE 2—SUMMARY TABLE OF COSTS FOR 10 YEAR 
[$ Million] 

Years 
Total 1 Total 2 

1 2 3 4 5 6 7 8 9 10 

Panel A: One-Time Costs: 
Development costs ................................ $185 ................ ................ ................ ................ ................ ................ ................ ................ ................ $185 $185 
Transitional costs ................................... 1.2 ................ ................ ................ ................ ................ ................ ................ ................ ................ 1.2 1.2 

Panel B: Ongoing Costs: 
Costs associated with calls ................... 10.9 4.8 3.0 3.0 3.0 3.0 3.0 3.0 3.0 3.0 36.0 32.1 
Printing costs ......................................... 0.14 0.13 0.11 0.10 0.09 0.08 0.08 0.07 0.06 0.06 0.84 0.74 
Cost associated with balance conver-

sion ..................................................... 1.3 0.8 0.8 0.8 0.8 0.8 0.8 0.8 0.8 0.8 7.8 6.7 
Training costs ........................................ 1.7 0.8 0.8 0.8 0.8 0.8 0.8 0.8 0.8 0.8 8.3 7.2 

Total ................................................ 201 6.6 4.8 4.8 4.8 4.8 4.8 4.8 4.7 4.7 240 233 

Source: The Department’s calculations. 
1 A 3 percent discount rate is applied to total costs. 
2 A 7 percent discount rate is applied to total costs. 

(6) Uncertainty 

Although the literature is limited, the 
Department has carefully assessed the 
benefits and quantified the costs 
associated with providing lifetime 
income illustrations. However, these 

estimates contain uncertainty based on 
several factors that are discussed below. 

Potential overestimation of 
contribution increases. The Benefits 
section of this preamble discusses the 
possibility that lifetime income 
illustrations may motivate participants 
to increase contributions and suggests 

that these aggregated increased 
contributions could total $5.1 billion. 
This estimate is based on the empirical 
results of an experimental research 
study.96 However, the Department urges 
caution in applying the study cited to 
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97 See Jeffrey R. Brown, Arie Kapteyn, & Olivia S. 
Mitchell, ‘‘Framing and Claiming: How 
Information-Framing Affects Expected Social 
Security Claiming Behavior?’’ Journal of Risk and 
Insurance, vol. 83, no. 1 (Mar. 1, 2016), at 139–162; 
see also Jeffrey R. Brown, Jeffrey R. Kling, Sendhil 
Mullainathan and Marian V. Wrobel, ‘‘Framing 
Lifetime Income,’’ Journal of Retirement, vol. 1, no. 
1 (summer 2013), at 27–37. 

98 For example, according to the Bureau of 
Consumer Financial Protection, in 2018, 
approximately two-thirds of 235 million adults held 
at least one credit card account. In the same year, 
the consumer credit card debt was almost $900 
billion. The average balance for consumers with at 
least one general credit card was $5,700 as of the 
end of 2018 and the average annual percentage rate 
(APR) for general purpose credit cards was 20.3 
percent. (See Consumer Credit Card Market Report, 
Aug. 2019, the Bureau of Consumer Financial 
Protection.) For at least some of those who carry 
high credit card debt, it may be better to pay off 
credit card debt rather than increase contributions 
to their retirement plans. 

99 The lifetime income illustrations may persuade 
some participants to reduce their contributions. 
Decreasing contributions may be beneficial to find 
the optimal balance of present versus future 
consumption. 

100 The estimate of $852 million is calculated by 
multiplying three-quarters of the unit costs 
($715,000*0.75) by the inflation rate from 2013 to 
2020 (11 percent), the number of all recordkeepers 
(1,725), and the percentage of recordkeepers 
developing their own systems (83 percent). The 
assumption of 83 percent comes from Table 1, 
which shows 83 percent of plans are not providing 
projected monthly income. 

the broader population of defined 
contribution plan participants. 

First, the lifetime income illustrations 
under the IFR differ from the 
illustrations used in the study cited. The 
illustrations in that study were 
presented in a separate, colorful 
brochure containing supplemental 
information on how participants can 
make changes to their contributions. 
Moreover, those lifetime income 
illustrations were framed as providing 
additional savings at retirement and 
increased annual income during 
retirement. This influential value of 
presentation or framing effects has been 
well documented in retirement savings 
literature.97 The lifetime income 
illustrations required under this IFR 
will not include the same information 
received by the participants in the 
study. Consequently, there is some 
uncertainty that the IFR illustrations 
will motivate participants in the same 
way and to the same extent as those in 
the research study. 

Second, increases in contributions 
may not be beneficial for some 
participants.98 If lifetime income 
illustrations help participants make 
optimal choices between their current 
consumption and future consumption, 
by enhancing their understanding of the 
relationship between saving and future 
income, the impact would clearly be 
beneficial. However, research on 
optimal savings levels and how much 
participants should increase 
contributions is inconclusive. Increased 
contributions that are due to improved 
understanding of optimal choices 
between current consumption and 
future consumption would be beneficial 
for a participant. However, without a 
clear understanding about optimal 
savings levels, it is difficult to know 

what percent of increased contributions 
can be interpreted as beneficial.99 

Potential underestimation of 
development costs. The Costs section of 
this preamble assumes only large 
recordkeepers that do not currently 
provide lifetime income illustrations 
will incur costs to develop a system 
producing these illustrations, whereas 
none of the small recordkeepers will 
develop their own systems. Based on 
this assumption, the estimated 
development costs will be $185 million, 
resulting in estimated total costs of $240 
million at a 3 percent discount rate over 
the 10-year period. However, the 
development costs may be 
underestimated if some small 
recordkeepers develop their own 
systems. It is difficult to know what 
percentage of small recordkeepers might 
choose to develop their own systems; 
therefore, the Department estimates the 
upper-bound development costs, where 
all recordkeepers not currently 
providing lifetime income illustrations 
develop their own systems to be $852 
million.100 This results in estimated 
upper-bound total costs of $906 million 
at a three percent discount rate over the 
10-year period. 

Alternatively, small recordkeepers 
may purchase software or licenses with 
added features for lifetime income 
illustrations, if they find it less costly 
than developing their own systems. The 
Department invites comments about 
costs of purchasing licenses or software 
that illustrate lifetime income streams. 

(7) Alternatives 

The Department considered 
alternative assumptions for plan 
administrators to rely on when 
converting a participant’s account 
balance into a lifetime income stream. 
This section provides the Department’s 
economic reasoning in weighing these 
alternative assumptions and augments 
the discussion on alternatives 
considered in section B(2)(a) of this 
preamble. The Department invites 
comments regarding these requirement 
assumptions. 

(a) Commencement Date and Age 

Paragraph (c)(1) of the IFR establishes 
an assumed annuity commencement 
date and age that plan administrators 
must use to prepare the required 
illustrations. The Department 
considered a number of alternatives to 
age 67. For example, the Department 
considered a plan’s ‘‘normal retirement 
age,’’ as defined in ERISA section 3(34). 
One of reasons the Department decided 
against using the plan’s ‘‘normal 
retirement age’’ is because some 
commenters on the ANPRM suggested 
that many recordkeepers do not 
maintain this information. If the 
Department requires plan administrators 
to use the plan’s ‘‘normal retirement 
age,’’ recordkeepers would need to 
collect this information from each plan 
and customize their systems 
accordingly, which probably would 
result in a higher burden on 
recordkeepers and plans. This potential 
burden increase likely would outweigh 
any potential benefits, because 
participants are more likely to choose 
when to retire based on their individual 
circumstances than based on a plan’s 
‘‘normal retirement age.’’ Selecting a 
different, but uniform, commencement 
age (e.g., 65 or 70), however, would not 
be expected to result in a burden 
increase. 

The Department also considered 
requiring lifetime income illustrations 
with multiple commencement ages (e.g., 
ages 62, 67, and 72), which would 
benefit participants to the extent they 
are able to understand the effects of 
different retirement ages and, thus, 
make choices that better fit their 
personal circumstances and retirement 
goals. On the other hand, more is not 
always better, and the existence of 
multiple illustrations has some potential 
to overwhelm or confuse participants. 
With each additional age, for example, 
would come an additional illustration 
with a different set of monthly 
payments and corresponding 
explanations. This could be challenging 
to plan administrators who have the 
ultimate responsibility to ensure 
readability and understandability. 
Further, requiring multiple illustrations 
based on different ages may increase the 
burden on plan administrators and 
recordkeepers. 

(b) Marital Status 

The IFR requires plan administrators 
to assume, for purposes of calculating 
the lifetime income stream from a 
qualified joint and 100% survivor 
annuity, that the participant has a 
spouse who is the same age as the 
participant (regardless of whether the 
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101 The Code section 417(e)(3)(C) rates are often 
used to convert a defined benefit amount to a lump 
sum amount for distribution. 

participant actually has a spouse). This 
assumption may diminish the value of 
the illustrations to some participants 
(e.g., a participant with a much younger 
or older spouse or a participant who is 
not married), because the illustrations 
reflect hypothetical scenarios and not 
the participants’ actual personal 
circumstances. However, as compared 
to requiring illustrations based on the 
actual marital status of the participant, 
including the actual age of the 
participant’s spouse, the approach in 
the IFR is less burdensome for 
recordkeepers and plan administrators. 
According to some commenters, 
recordkeepers often do not know (or 
have reason to know) if a participant has 
a spouse or the age of the spouse. 
Personalized QJSA illustrations would 
be more costly as some percentage of 
plans and their recordkeepers would 
need to establish new procedures to 
collect and update the information 
needed to make QJSA illustrations. 

(c) Interest Rate 
The IFR contains the interest rate 

assumption that plan administrators 
must use to prepare the two illustrations 
required by the IFR. Specifically, plan 
administrators must assume a rate of 
interest equal to the 10-year constant 
maturity Treasury (CMT) securities 
yield rate for the first business day of 
the last month of the period to which 
the benefit statement relates. The 
Department considered using the Code 
section 417(e)(3)(C) rates. However, the 
Department has reservations about using 
the Code section 417(e)(3)(C) rates 
partially because, according to 
commenters, those rates may not be 
suitable for preparing lifetime income 
illustrations.101 Further, the Code 
section 417(e)(3)(C) rates contain three 
segment rates, the use of which would 
add more administrative complexity 
and costs to the process of converting 
account balances to monthly payments 
than using the 10-year CMT rate. 

The Department recognizes that there 
is no single interest rate assumption that 
would be perfect for all participants. 
Those who will retire tomorrow and 
plan to purchase lifetime income will 
encounter pricing that reflects current 
interest rates. It is clear that for these 
participants, using an interest rate 
assumption based on current rates, such 
as the 10-year CMT, is appropriate. 
However, participants who are a 
substantial number of years away from 
retirement will encounter annuity 
pricing that reflects future interest rates 

that currently are unknown. One way to 
project these future interest rates may be 
to use a long-term average of historical 
interest rates, with the belief that 
interest rates tend to regress to the 
mean. A third group of participants, 
those who will retire in a short number 
of years, are unique still from the other 
two groups. An example of an 
appropriate projection of interest rates 
at the time of retirement for these 
participants may be some combination 
of current and historical interest rates. 
Given that no single interest rate 
assumption would be perfect for all 
participants, the Department rejected 
the latter two approaches for the sake of 
regulatory uniformity and simplicity, 
and to reduce burdens on plan 
administrators. 

(d) Mortality 
The IFR requires that plan 

administrators convert participants’ 
account balances assuming gender 
neutral mortality as reflected in the 
applicable mortality table under Code 
section 417(e)(3)(B), which is a unisex 
table. The Department also considered 
gender-specific mortality, which could 
produce more accurate (and, therefore, 
more useful) illustrations. Since the 
female mortality tables show a longer 
life expectancy and the male mortality 
tables show a shorter life expectancy, in 
each case compared to a unisex table, 
the dollar amount of a male 
participant’s monthly payment would 
be higher, and a female participant’s 
monthly payment would be lower, in an 
illustration using gender-based tables. 
However, the Department decided 
against gender-based tables, because 
plan administrators, recordkeepers, and 
third-party administrators do not always 
have records of participants’ gender, 
according to commenters. Thus, 
requiring gender-specific assumption in 
the IFR would likely increase burden as 
plans would need to consistently collect 
such information. In addition, the use of 
gender-specific mortality for 
illustrations would not align with 
pricing for plans that contain in-plan 
annuities. 

(e) Inflation 
The IFR does not include an assumed 

adjustment to the required lifetime 
monthly payment illustrations for post- 
retirement inflation. Consequently, the 
IFR requires a fixed-nominal, annuitized 
income stream. The Department 
understands that, even with a low 
inflation rate, the purchasing power of 
a fixed-nominal income stream can be 
reduced significantly over the lifespan 
of the typical retiree. For the reasons 
explained earlier in section B(2)(d) of 

this preamble, the Department 
considered, but declined to adopt, 
alternatives involving an inflation 
adjustment, but the IFR does require an 
explanation that monthly payments in 
the illustrations are fixed and do not 
increase for inflation. One concern of 
commenters was a potential negative 
impact on plan participants caused by a 
relatively lower monthly payment 
amount that occurs if reduced to reflect 
the cost of an inflation-adjusted annuity. 
Another potential concern is the 
complexity of the methodology and 
explanatory language that would be 
required for inflation-indexed annuity 
income streams, which increase with 
age, and may raise additional questions 
from participants. Commenters, 
nevertheless, are invited to address 
whether, in lieu of a fixed nominal 
annuitized income stream, the final rule 
should require an illustration of 
monthly payments that increase with 
inflation. 

(f) Immediate Versus Deferred Annuities 
The Department adopts an immediate 

annuity approach in the IFR. Under an 
immediate annuity approach, a 
participant’s account balance is 
converted to single life and QJSA 
payments as if the account balance were 
used to buy these two forms of lifetime 
income with payments commencing on 
the last day of the statement period, and 
assumes that the participant is age 67 on 
that date (regardless of a participant’s 
actual age, unless older than age 67). 
Thus, for a participant aged 40, for 
example, the illustrations under the IFR 
effectively assume a static account 
balance for the period between ages 40 
and 67. This type of illustration serves 
as an immediate benchmark for 
participants, because it shows the size 
of monthly payments to expect if there 
were no further savings, gains or losses 
between the statement date and 
retirement. Also, a participant could 
create his or her own projection of a 
different account balance, by dividing 
the projected estimated account balance 
by the current account balance, and 
then multiply the result by the monthly 
payment amount on the statement. The 
result would be the estimated monthly 
amount of an annuity that could be 
purchased with the projected estimated 
account balance (assuming annuity 
market conditions at retirement are the 
same as the current market). 

The Department could have instead 
chosen a deferred annuity approach for 
the illustrations. A deferred annuity 
approach generally would result in 
larger monthly payments, because such 
annuities would contain a growth 
feature for the deferral period, i.e., the 
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102 44 U.S.C. 3506(c)(2)(A) (1995). 

103 A paper statement for a defined contribution 
plan participant typically has five pages with 
printing cost of $0.05 per page. An electronic 
statement cost of $0.70 is calculated by subtracting 
printing cost of $0.25 and postage cost of $0.55 from 
the paper statement cost of $1.50. 

104 A paper statement for a defined benefit plan 
participant typically has one page with printing 
cost of $0.05 per page. An electronic statement cost 
of $14.40 is calculated by subtracting printing cost 
of $0.05 and postage cost of $0.55 from the paper 
statement cost of $15. 

105 A paper notice for a frozen defined benefit 
plan participant typically has one page with 
printing cost of $0.05 per page. An electronic notice 
cost of $0.15 is calculated by subtracting printing 
cost of $0.05 and postage cost of $0.55 from the 
paper notice cost of $0.75. 

period between the statement date and 
the actual annuity commencement date. 
The Department decided against this 
approach because of its increased 
complexity and potential for participant 
confusion, since the annuity amount 
either would be in future dollars, or 
would be discounted with an inflation 
rate to current dollars. In addition, the 
participant could not use the deferred 
annuity amount to convert his or her 
own projected estimate of the account 
balance to an annuity at retirement. 
Finally, because of the growth feature 
during the deferral period, the deferred 
annuity approach does not align as well 
with the SECURE Act’s ‘‘current 
account balance’’ directive as does the 
immediate annuity approach. 

(8) Paperwork Reduction Act 
As part of its continuing effort to 

reduce paperwork and respondent 
burden, the Department conducts a 
preclearance consultation program to 
allow the general public and Federal 
agencies to comment on proposed and 
continuing collections of information in 
accordance with the Paperwork 
Reduction Act of 1995 (PRA).102 This 
helps to ensure that the public 
understands the Department’s collection 
instructions, respondents can provide 
the requested data in the desired format, 
reporting burden (time and financial 
resources) is minimized, collection 
instruments are clearly understood, and 
the Department can properly assess the 
impact of collection requirements on 
respondents. 

Currently, the Department is soliciting 
comments concerning the information 
collection request (ICR) included in the 
Pension Benefit Statement information 
collection. To obtain a copy of the ICR, 
contact the PRA addressee shown below 
or go to http://www.RegInfo.gov. 

The Department has submitted a copy 
of the rule to the Office of Management 
and Budget (OMB) in accordance with 
44 U.S.C. 3507(d) for review of its 
information collections. The 
Department and OMB are particularly 
interested in comments that: 

• Evaluate whether the collection of 
information is necessary for the 
functions of the agency, including 
whether the information will have 
practical utility; 

• Evaluate the accuracy of the 
agency’s estimate of the burden of the 
collection of information, including the 
validity of the methodology and 
assumptions used; 

• Enhance the quality, utility, and 
clarity of the information to be 
collected; and 

• Minimize the burden of the 
collection of information on those who 
are to respond, including through the 
use of appropriate automated, 
electronic, mechanical, or other 
technological collection techniques or 
other forms of information technology 
(e.g., permitting electronically delivered 
responses). 

Comments should be sent to the 
Office of Information and Regulatory 
Affairs, Office of Management and 
Budget, Room 10235, New Executive 
Office Building, Washington, DC 20503 
and marked ‘‘Attention: Desk Officer for 
the Employee Benefits Security 
Administration.’’ Comments can also be 
submitted by Fax: 202–395–5806 (this is 
not a toll-free number), or by email: 
OIRA_submission@omb.eop.gov. OMB 
requests that comments be received 
within 30 days of publication of the ICR 
to ensure their consideration. 

PRA Addressee: Address requests for 
copies of the ICR to G. Christopher 
Cosby, Office of Policy and Research, 
U.S. Department of Labor, Employee 
Benefits Security Administration, 200 
Constitution Avenue NW, Room N– 
5718, Washington, DC 20210. The PRA 
Addressee may be reached by telephone 
at (202) 693–8425 or by fax at (202) 219– 
5333. (These are not toll-free numbers.) 
ICRs also are available at http://
www.RegInfo.gov (http://
www.reginfo.gov/public/do/PRAMain). 

The SECURE Act amends section 
105(a) of ERISA to require the provision 
of two sets of lifetime income stream 
illustrations as part of at least one 
pension benefit statement furnished to 
participants during a 12-month period. 
These two lifetime income stream 
illustrations include a single life 
annuity illustration and a qualified joint 
and survivor lifetime income steam 
illustration. The IFR provides direction 
on assumptions plan administrators use 
when converting total accrued benefits 
into lifetime income stream 
illustrations. The IFR also provides 
model language to use when producing 
these illustrations. 

ERISA section 105 requires pension 
benefit statements to be sent at least 
once each quarter, in the case of a 
defined contribution plan that permits 
participants to direct their investments; 
at least once each year, in the case of a 
defined contribution plan that does not 
permit participants to direct their 
investments; and at least once every 
three years or upon request in the case 
of defined benefit plans. ERISA section 
105(a)(3)(A) permits plan administrators 
of defined benefit plans to fulfill the 
requirements of Section 105(a)(1)(B) by 
providing defined benefit plan 
participants with a notice of statement 

availability on an annual basis. The 
Department currently does not have an 
OMB approved information collection 
for the pension benefit statement 
requirement. Therefore, this PRA 
analysis establishes a baseline hour and 
cost burden for participant benefit 
statements that are issued by all plans 
covered by ERISA section 105. It then 
adds the hour and cost burden 
associated with the IFR, which adds 
content requirements to the pension 
benefit statements provided to defined 
contribution plan participants by 
requiring a lifetime income illustration 
to be included with the statement at 
least annually. 

Baseline Cost of Preparing and 
Delivering Pension Benefit Statement. 
Based on discussions with the regulated 
community, the Department believes the 
all-inclusive cost to produce pension 
benefit statements for defined 
contribution plan participants is 
approximately $1.50 per paper ($0.70 
per electronic) statement,103 while the 
all-inclusive cost to produce pension 
benefit statements for defined benefit 
plan participants is approximately 
$15.00 per paper ($14.40 per electronic) 
statement.104 The Department believes 
that plan administrators of frozen 
defined benefit plans will provide the 
notice of statement availability, as 
described in section 105(a)(3)(A), to 
frozen defined benefit plan participants 
in lieu of a pension benefit statement, at 
an all-inclusive cost of approximately 
$0.75 per paper ($0.15 per electronic) 
notice.105 

According to 2017 Form 5500 data, 
defined contribution plans that allow 
participants to direct investments cover 
94.6 million participants. These plans 
must provide quarterly statements to 
participants. Plans produce the 
quarterly statement at an estimated cost 
of $1.50 ($0.70) per paper (electronic) 
statement and a resultant cost burden of 
$289.5 million in the first year, $287.1 
million in the second year, and $285 
million in the third year. Defined 
contribution plans that do not allow 
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106 Section 105(a)(3)(A) of ERISA permits all DB 
plans, whether or not frozen, to provide an annual 
notice of availability of the pension benefit 
statement in lieu of a triennial statement. For 
purposes of this analysis, the Department assumes 
that all DB plans furnish the triennial statement. 
The Department welcomes comments regarding this 
assumption. The analysis does not take into account 
the requirement in Section 105(b) of ERISA to 
provide a benefit statement upon request subject to 
a limitation of one request every 12 months. 

107 The $431.4 million estimate is the sum of the 
four estimated costs incurred by defined 
contribution plans allowing and not allowing 
participants to direct investments and frozen and 
non-frozen defined benefit plans. The $428.9 and 
$426.6 million estimates are calculated by the same 
method. 

108 The estimate of $2.6 is calculated by dividing 
the first-year total costs of producing lifetime 
income illustrations (shown in Table 2) by the 
number of defined contribution participants with 
account balances (76.8 million). The estimates of 
$0.09 and $0.06 are calculated by the same method, 
but the numerator is the second- and third-year 
total costs of producing lifetime income 
illustrations, respectively. 

109 The estimate of $632 million is the sum of the 
first-year total costs of producing lifetime income 
illustrations and the baseline cost of preparing and 
delivering pension benefit statement ($431.4 
million). The estimates of $435.5 million and 
$431.4 million are calculated by the same method, 
but the first-year total costs of producing lifetime 
income illustrations are replaced by the second- 
and third-year total costs, respectively. 

110 2 U.S.C. 1501 et seq. (1995). 
111 See OMB, Memorandum for the Heads of 

Executive Departments and Agencies, M–95–09, 
‘‘Guidance for Implementing Title II of S.1,’’ 1995, 
available at https://www.whitehouse.gov/sites/ 
whitehouse.gov/files/omb/memoranda/1995-1998/ 
m95-09.pdf. 

112 64 FR 43255 (Aug. 4, 1999). 

participants to direct investments cover 
7.9 million participants. These plans are 
required to furnish annual 
statements.106 Plans produce the annual 
statement at an estimated cost of $1.50 
($0.70) per paper (electronic) statement 
and a cost burden of $6.0 million in the 
first year, $6.0 million in the second 
year, and $5.9 million in the third year. 
Defined benefit plans that are not frozen 
cover 28.1 million participants. These 
plans are only required to provide 
benefit statements every three years. 
Plans produce the statement at an 
estimated cost of $15.00 ($14.40) per 
paper (electronic) statement and a cost 
burden of $135.3 million each year. 
Frozen defined benefit plans cover 6.8 
million participants and may furnish an 
annual notice of statement availability 
in lieu of a statement. At an estimated 
cost of $0.75 ($0.15) per paper 
(electronic) notice, this results in a cost 
burden of $0.5 million in the first year, 
$0.4 million in the second year, and 
$0.4 million in the third year. As a 
baseline, under the current rules, the 
Department estimates that producing 
and distributing pension benefit 
statements costs plans a total of $431.4 
million in the first year, $428.9 million 
in the second year, and $426.6 million 
in the third year.107 

Lifetime Income Illustrations. For 
each of the 76.8 million defined 
contribution plan participants with 
account balances whose statements will 
include a lifetime income illustration, 
the Department estimates that the IFR 
will increase the cost of producing and 
distributing statements by $2.6 per 
participant in the first year, $0.09 in the 
second year, and $0.06 in the third 
year.108 This results in a cost of $201 
million in the first year, $6.6 million in 

the second year, and $4.8 million in the 
third year. 

In total, the Department estimates that 
producing pension benefit statements 
and providing lifetime income 
illustrations for participants with 
account balances in defined 
contribution plans will cost altogether 
approximately $632 million in the first 
year, $435.5 million in the second year, 
and $431.4 million in the third year.109 

A summary of paperwork burden 
estimates follows: 

Title: Pension Benefit Statement. 
OMB Control Number: 1210–NEW. 
Affected Public: Private Sector- 

business or other for-profit and not-for- 
profit institutions. 

Respondents: 709,527. 
Responses: 397,933,333 annually. 
Frequency of Response: Quarterly, 

Annually, Triennially. 
Estimated Total Annual Burden 

Hours: 19,253 (3-year average); 31,986 
during the first year; 12,886 during the 
second year; 12,886 during the third 
year. 

Estimated Total Annual Burden Cost: 
$497,108,843 (3-year average); 
$627,847,556 during the first year; 
$433,770,504 during the second year; 
and $429,708,470 during the third year. 

(9) Regulatory Flexibility Act 

The Regulatory Flexibility Act (5 
U.S.C. 601 et seq.) (RFA) imposes 
certain requirements with respect to 
Federal rules that are (1) required to be 
published as a notice of proposed 
rulemaking subject to the notice and 
comment requirements of the 
Administrative Procedure Act (5 U.S.C. 
553(b)) and (2) likely to have a 
significant economic impact on a 
substantial number of small entities. As 
stated above, section 203 of the SECURE 
Act added ERISA section 
105(a)(2)(D)(iii) which includes a 
mandatory directive requiring the 
Secretary to issue an interim final rule 
(IFR) within 12 months of the date of 
enactment. 

This IFR is exempt from the RFA, 
because the Department was not 
required to publish a notice of proposed 
rulemaking. Therefore, the RFA does 
not apply and the Department is not 
required to either certify that the IFR 
would not have a significant economic 
impact on a substantial number of small 

entities or conduct a regulatory 
flexibility analysis. Nevertheless, the 
Department carefully considered the 
likely impact of the IFR rule on small 
entities in connection with its 
assessment of the IFR’s cost and benefits 
under Executive Order 12866. 
Consistent with the policy of the RFA, 
the Department encourages the public to 
submit comments regarding the IFR’s 
impact on small entities. 

(10) Unfunded Mandates Reform Act 
Title II of the Unfunded Mandates 

Reform Act of 1995 (UMRA) requires 
each federal agency to prepare a written 
statement assessing the effects of any 
federal mandate in a proposed agency 
rule, or a finalization of such a proposal, 
that may result in an expenditure of 
$100 million or more (adjusted annually 
for inflation with the base year 1995) in 
any one year by State, local, and tribal 
governments, in the aggregate, or by the 
private sector.110 However, Section 202 
of UMRA does not apply to interim final 
rules or non-notice rules issued under 
the ‘good cause’ exemption in 5 U.S.C. 
553(b)(B).111 For purposes of the 
Unfunded Mandates Reform Act, this 
rule does not include any federal 
mandate that the Department expects to 
result in such expenditures by State, 
local, or tribal governments. This IFR 
provides guidance for ERISA-covered 
defined contribution pension plans on 
providing lifetime income illustrations. 

(11) Federalism Statement 
Executive Order 13132 outlines 

fundamental principles of federalism, 
and requires the adherence to specific 
criteria by federal agencies in the 
process of their formulation and 
implementation of policies that have 
‘‘substantial direct effects’’ on the 
States, the relationship between the 
national government and States, or on 
the distribution of power and 
responsibilities among the various 
levels of government.112 Federal 
agencies promulgating regulations that 
have federalism implications must 
consult with State and local officials 
and describe the extent of their 
consultation and the nature of the 
concerns of State and local officials in 
the preamble to the final rule. 

In the Department’s view, these 
regulations will not have federalism 
implications because they will not have 

VerDate Sep<11>2014 00:28 Sep 18, 2020 Jkt 250001 PO 00000 Frm 00023 Fmt 4701 Sfmt 4700 E:\FR\FM\18SER3.SGM 18SER3jb
el

l o
n 

D
S

K
JL

S
W

7X
2P

R
O

D
 w

ith
 R

U
LE

S
3

https://www.whitehouse.gov/sites/whitehouse.gov/files/omb/memoranda/1995-1998/m95-09.pdf
https://www.whitehouse.gov/sites/whitehouse.gov/files/omb/memoranda/1995-1998/m95-09.pdf
https://www.whitehouse.gov/sites/whitehouse.gov/files/omb/memoranda/1995-1998/m95-09.pdf


59154 Federal Register / Vol. 85, No. 182 / Friday, September 18, 2020 / Rules and Regulations 

direct effects on the States, on the 
relationship between the national 
government and the States, nor on the 
distribution of power and 
responsibilities among various levels of 
government. Section 514 of ERISA 
provides, with certain exceptions 
specifically enumerated, that the 
provisions of Titles I and IV of ERISA 
supersede any and all laws of the States 
as they relate to any employee benefit 
plan covered under ERISA. The 
requirements implemented in these 
rules do not alter the fundamental 
provisions of the statute with respect to 
employee benefit plans, and as such 
will have no implications for the States 
or the relationship or distribution of 
power between the national government 
and the States. 

The Department welcomes input from 
affected States regarding this 
assessment. 

List of Subjects in 29 CFR Part 2520 
Annuity, Defined contribution plans, 

Disclosure, Employee benefit plans, 
Employee Retirement Income Security 
Act, Fiduciaries, Lifetime income, 
Pensions, Pension benefit statements, 
Plan administrators, Recordkeepers, 
Third party administrators. 

For the reasons set forth in the 
preamble, the Department of Labor is 
amending 29 CFR part 2520 as follows: 

PART 2520—RULES AND 
REGULATIONS FOR REPORTING AND 
DISCLOSURE 

■ 1. The authority citation for part 2520 
continues to read as follows: 

Authority: 29 U.S.C. 1021–1025, 1027, 
1029–31, 1059, 1134 and 1135; and Secretary 
of Labor’s Order 1–2011, 77 FR 1088 (Jan. 9, 
2012). Sec. 2520.101–2 also issued under 29 
U.S.C. 1132, 1181–1183, 1181 note, 1185, 
1185a–b, 1191, and 1191a–c. Secs. 2520.102– 
3, 2520.104b–1 and 2520.104b–3 also issued 
under 29 U.S.C. 1003, 1181–1183, 1181 note, 
1185, 1185a–b, 1191, and 1191a–c. Secs. 
2520.104b–1 and 2520.107 also issued under 
26 U.S.C. 401 note, 111 Stat. 788. Sec. 
2520.101–5 also issued under sec. 501 of 
Pub. L. 109–280, 120 Stat. 780, and sec. 
105(a), Pub. L. 110–458, 122 Stat. 5092. 

§§ 2520.105–1 and 2520.105–2 [Reserved] 

■ 2. Add and reserve §§ 2520.105–1 and 
2520.105–2 to subpart F. 
■ 3. Add § 2520.105–3 to subpart F to 
read as follows: 

§ 2520.105–3 Lifetime Income Disclosure 
for Individual Account Plans. 

(a) Content requirements. At least 
annually, the administrator of an 
individual account plan must furnish a 
benefit statement pursuant to section 
105(a) of the Employee Retirement 

Income Security Act of 1974 (Act) that 
is written in a manner calculated to be 
understood by the average plan 
participant and that contains the 
information required by this section, 
based on the latest information available 
to the plan. 

(b) Total benefits accrued; lifetime 
income disclosure. A benefit statement 
described in paragraph (a) of this 
section must include: 

(1) The beginning and ending dates of 
the statement period; 

(2) The value of the account balance 
as of the last day of the statement 
period, excluding the value of any 
deferred income annuity described in 
paragraph (e)(2) of this section; 

(3) The amount specified in paragraph 
(b)(2) of this section expressed as an 
equivalent lifetime income stream 
payable in equal monthly payments for 
the life of the participant (single life 
annuity), determined in accordance 
with paragraph (c) or (e)(1) of this 
section; and 

(4) The amount specified in paragraph 
(b)(2) of this section expressed as an 
equivalent lifetime income stream 
payable in equal monthly payments for 
the joint lives of the participant and 
spouse (qualified joint and survivor 
annuity), determined in accordance 
with paragraph (c) or (e)(1) of this 
section. 

(c) Assumptions for converting an 
account balance into lifetime income 
streams. The account balance specified 
in paragraph (b)(2) of this section shall 
be converted to the lifetime income 
streams described in paragraphs (b)(3) 
and (4) of this section using the 
following assumptions: 

(1) Commencement date and age. (i) 
The first payment is made on the last 
day of the statement period (the 
commencement date); and 

(ii) The participant is age 67 on the 
commencement date, unless the 
participant is older than age 67, in 
which case the participant’s actual age 
must be used for the conversions under 
this section. 

(2) Marital status. For purposes of 
paragraph (b)(4) of this section (relating 
to qualified joint and survivor annuity 
illustrations): 

(i) The participant has a spouse that 
is the same age as the participant; and 

(ii) The survivor annuity percentage is 
equal to 100% of the monthly payment 
that is payable during the joint lives of 
the participant and spouse. 

(3) Interest rate and mortality. (i) A 
rate of interest equal to the 10-year 
constant maturity Treasury securities 
yield rate for the first business day of 
the last month of the period to which 
the benefit statement relates; and 

(ii) Mortality as reflected in the 
applicable mortality table under section 
417(e)(3)(B) of the Internal Revenue 
Code in effect for the calendar year 
which contains the last day of the 
statement period. 

(4) Plan loans. The account balance 
includes the outstanding balance of any 
participant loan, unless the participant 
is in default of repayment on such loan. 

(d) Explanation of lifetime income 
streams. Except as provided in 
paragraph (e) of this section, a benefit 
statement described in paragraph (a) of 
this section must include: 

(1)(i) An explanation of the 
commencement date and age 
assumptions in paragraph (c)(1) of this 
section. 

(ii) For purposes of paragraph (d)(1)(i) 
of this section, the plan administrator 
may use the following model language: 
‘‘The estimated monthly payments in 
this statement assume that payments 
begin [insert the last day of the 
statement period] and that you are 
[insert 67 or current age if older] on this 
date. Monthly payments beginning at a 
younger age would be lower than shown 
since payments would be made over 
more years. Monthly payments 
beginning at an older age would be 
higher than shown since they would be 
made over fewer years.’’ 

(2)(i) An explanation of a single life 
annuity. 

(ii) For purposes of paragraph (d)(2)(i) 
of this section, the plan administrator 
may use the following model language: 
‘‘A single life annuity is an arrangement 
that pays you a fixed amount of money 
each month for the rest of your life. 
Following your death, no further 
payments would be made to your 
spouse or heirs.’’ 

(3)(i) An explanation of a qualified 
joint and 100% survivor annuity, the 
availability of other survivor percentage 
annuities, and the impact of choosing a 
lower survivor percentage. 

(ii) For purposes of paragraph (d)(3)(i) 
of this section, the plan administrator 
may use the following model language: 
‘‘A qualified joint and 100% survivor 
annuity is an arrangement that pays you 
and your spouse a fixed monthly 
payment for the rest of your joint lives. 
In addition, after your death, this type 
of annuity would continue to provide 
the same fixed monthly payment to your 
surviving spouse for their life. An 
annuity with a lower survivor 
percentage may be available, and 
reducing the survivor percentage (below 
100%) would increase monthly 
payments during your lifetime, but 
would decrease what your surviving 
spouse would receive after your death.’’ 
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(4)(i) An explanation of the marital 
status assumptions in paragraph (c)(2) of 
this section. 

(ii) For purposes of paragraph (d)(4)(i) 
of this section, the plan administrator 
may use the following model language: 
‘‘The estimated monthly payments for a 
qualified joint and 100% survivor 
annuity in this statement assume that 
you are married with a spouse who is 
the same age as you (even if you do not 
currently have a spouse, or if you have 
a spouse who is a different age). If your 
spouse is younger, monthly payments 
would be lower than shown since they 
would be expected to be paid over more 
years. If your spouse is older, monthly 
payments would be higher than shown 
since they would be expected to be paid 
over fewer years.’’ 

(5)(i) An explanation of the interest 
rate assumptions in paragraph (c)(3) of 
this section. 

(ii) For purposes of paragraph (d)(5)(i) 
of this section, the plan administrator 
may use the following model language: 
‘‘The estimated monthly payments in 
this statement are based on an interest 
rate of [insert rate], which is the 10-year 
constant maturity U.S. Treasury 
securities yield rate as of [insert date], 
as required by federal regulations. This 
rate fluctuates based on market 
conditions. The lower the interest rate, 
the smaller your monthly payment will 
be, and the higher the interest rate, the 
larger your monthly payment will be.’’ 

(6)(i) An explanation of the mortality 
assumptions in paragraph (c)(3) of this 
section. 

(ii) For purposes of paragraph (d)(6)(i) 
of this section, the plan administrator 
may use the following model language: 
‘‘The estimated monthly payments in 
this statement are based on how long 
you and a spouse who is assumed to be 
your age are expected to live. For this 
purpose, federal regulations require that 
your life expectancy be estimated using 
gender neutral mortality assumptions 
established by the Internal Revenue 
Service.’’ 

(7)(i) An explanation that the monthly 
payment amounts required under 
paragraphs (b)(3) and (4) of this section 
are illustrations only. 

(ii) For purposes of paragraph (d)(7)(i) 
of this section, the plan administrator 
may use the following model language: 
‘‘The estimated monthly payments in 
this statement are for illustrative 
purposes only; they are not a 
guarantee.’’ 

(8)(i) An explanation that the actual 
monthly payments that may be 
purchased with the amount specified in 
paragraph (b)(2) of this section will 
depend on numerous factors and may 

vary substantially from the illustrations 
under this section. 

(ii) For purposes of paragraph (d)(8)(i) 
of this section, the plan administrator 
may use the following model language: 
‘‘The estimated monthly payments in 
this statement are based on prevailing 
market conditions and other 
assumptions required under federal 
regulations. If you decide to purchase an 
annuity, the actual payments you 
receive will depend on a number of 
factors and may vary substantially from 
the estimated monthly payments in this 
statement. For example, your actual age 
at retirement, your actual account 
balance (reflecting future investment 
gains and losses, contributions, 
distributions, and fees), and the market 
conditions at the time of purchase will 
affect your actual payment amounts. 
The estimated monthly payments in this 
statement are the same whether you are 
male or female. This is required for 
annuities payable from an employer’s 
plan. However, the same amount paid 
for an annuity available outside of an 
employer’s plan may provide a larger 
monthly payment for males than for 
females since females are expected to 
live longer.’’ 

(9)(i) An explanation that the monthly 
payment amounts required under 
paragraphs (b)(3) and (4) of this section 
are fixed amounts that would not 
increase for inflation. 

(ii) For purposes of paragraph (d)(9)(i) 
of this section, the plan administrator 
may use the following model language: 
‘‘Unlike Social Security payments, the 
estimated monthly payments in this 
statement do not increase each year 
with a cost-of-living adjustment. 
Therefore, as prices increase over time, 
the fixed monthly payments will buy 
fewer goods and services.’’ 

(10)(i) An explanation that the 
monthly payment amounts required 
under paragraphs (b)(3) and (4) of this 
section are based on total benefits 
accrued, regardless of whether such 
benefits are nonforfeitable. 

(ii) For purposes of paragraph 
(d)(10)(i) of this section, the plan 
administrator may use the following 
model language: ‘‘The estimated 
monthly payment amounts in this 
statement assume that your account 
balance is 100% vested.’’ 

(11)(i) An explanation that the 
account balance includes the 
outstanding balance of any participant 
loan, unless the participant is in default 
of repayment on such loan. 

(ii) For purposes of paragraph 
(d)(11)(i) of this section, the plan 
administrator may use the following 
model language: ‘‘If you have taken a 
loan from the plan and are not in default 

on the loan, the estimated monthly 
payments in this statement assume that 
the loan has been fully repaid.’’ 

(e) Special rules for in-plan 
annuities.—(1) Plans that offer 
distribution annuities. (i) If the plan 
offers single life and qualified joint and 
survivor annuities as distribution 
options pursuant to a contract with an 
issuer licensed under applicable state 
insurance law, the plan administrator 
may, but is not required to, use the 
contract terms to calculate the monthly 
payment amounts in paragraphs (b)(3) 
and (4) of this section instead of the 
assumptions in paragraph (c) of this 
section, except for the assumptions in 
paragraphs (c)(1) (relating to assumed 
commencement date and age) and 
(c)(2)(i) (relating to assumed marital 
status and age of spouse) of this section. 

(ii) Plan administrators that elect to 
use the contract terms, as permitted in 
paragraph (e)(1)(i) of this section, must, 
in lieu of the explanations required in 
paragraph (d) of this section, provide 
the explanations set forth in paragraph 
(e)(1)(iii) of this section. To obtain the 
limitation on liability provided in 
paragraph (f) of this section, such plan 
administrators also must use either the 
model language for each such 
explanation in paragraph (e)(1)(iii) of 
this section or the Model Benefit 
Statement Supplement set forth in 
Appendix B to this subpart. 

(iii) The benefit statement must 
include the following: 

(A)(1) An explanation of the 
commencement date and age 
assumptions in paragraph (c)(1) of this 
section. 

(2) For purposes of paragraph 
(e)(1)(iii)(A)(1) of this section, the plan 
administrator may use the following 
model language: ‘‘The estimated 
monthly payments in this statement 
assume that payments begin [insert the 
last day of statement period] and that 
you are [insert 67 or current age if older] 
on this date. Monthly payments 
beginning at a younger age would be 
lower than shown since payments 
would be made over more years. 
Monthly payments beginning at an older 
age would be higher than shown since 
they would be made over fewer years.’’ 

(B)(1) An explanation of a single life 
annuity. 

(2) For purposes of paragraph 
(e)(1)(iii)(B)(1) of this section, the plan 
administrator may use the following 
model language: ‘‘A single life annuity 
is an arrangement that pays you a 
specified amount of money each month 
for the rest of your life. Following your 
death, no further payments would be 
made to your spouse or heirs.’’ 
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(C)(1) An explanation of a qualified 
joint and survivor annuity and the 
survivor annuity percentage. 

(2) For purposes of paragraph 
(e)(1)(iii)(C)(1) of this section, the plan 
administrator may use the following 
model language: ‘‘A qualified joint and 
survivor annuity is an arrangement that 
pays you and your spouse a specified 
monthly payment for the rest of your 
joint lives. When one spouse dies, the 
monthly payments continue to the 
surviving spouse for their life. If you die 
first, your spouse will receive [insert X 
%] of the monthly payment payable 
during your life. If your spouse dies 
first, you will receive [insert Y %] of the 
monthly payment.’’ 

(D)(1) An explanation of the marital 
status assumptions in paragraph (c)(2) of 
this section. 

(2) For purposes of paragraph 
(e)(1)(iii)(D)(1) of this section, the plan 
administrator may use the following 
model language: ‘‘The estimated 
monthly payments for a qualified joint 
and survivor annuity in this statement 
assume that you are married with a 
spouse who is the same age as you (even 
if you do not currently have a spouse, 
or if you have a spouse who is a 
different age). If your spouse is younger, 
monthly payments would be lower than 
shown since they would be expected to 
be paid over more years. If your spouse 
is older, monthly payments would be 
higher than shown since they would be 
expected to be paid over fewer years.’’ 

(E)(1) An explanation of the contract’s 
interest rate assumptions. 

(2) For purposes of paragraph 
(e)(1)(iii)(E)(1) of this section, the plan 
administrator may use the following 
model language: ‘‘The estimated 
monthly payments in this statement are 
based on an interest rate offered by 
[insert name of insurer] under a contract 
with the plan. This rate may fluctuate. 
The lower the interest rate, the smaller 
your monthly payments will be, and the 
higher the interest rate, the larger your 
monthly payments will be.’’ 

(F)(1) An explanation of the contract’s 
mortality assumptions. 

(2) For purposes of paragraph 
(e)(1)(iii)(F)(1) of this section, the plan 
administrator may use the following 
model language: ‘‘The estimated 
monthly payments in this statement are 
based on how long you and a spouse 
who is assumed to be your age are 
expected to live. Life expectancy is 
estimated by using mortality 
assumptions adopted by [enter name of 
insurance company].’’ 

(G)(1) An explanation that the 
monthly payment amounts required 
under paragraphs (b)(3) and (4) of this 
section are illustrations only. 

(2) For purposes of paragraph 
(e)(1)(iii)(G)(1) of this section, the plan 
administrator may use the following 
model language: ‘‘The estimated 
monthly payments in this statement are 
for illustrative purposes only; they are 
not a guarantee.’’ 

(H)(1) An explanation that the actual 
monthly payments that may be 
purchased with the amount specified in 
paragraph (b)(2) of this section will 
depend on numerous factors and may 
vary substantially from the illustrations 
under this section. 

(2) For purposes of paragraph 
(e)(1)(iii)(H)(1) of this section, the plan 
administrator may use the following 
model language: ‘‘The estimated 
monthly payments in this statement are 
based on prevailing market conditions 
and other assumptions. If you decide to 
purchase an annuity, the actual 
payments you receive will depend on a 
number of factors and may vary 
substantially from the estimated 
monthly payments in this statement. For 
example, your actual age at retirement, 
your actual account balance (reflecting 
future investment gains and losses, 
contributions, distributions, and fees), 
and the market conditions at the time of 
purchase will affect your actual 
payment amounts. The estimated 
monthly payments in this statement are 
the same whether you are male or 
female. This is required for annuities 
payable from an employer’s plan. 
However, the same amount paid for an 
annuity available outside of an 
employer’s plan may provide a larger 
monthly payment for males than for 
females since females are expected to 
live longer.’’ 

(I)(1) An explanation as to whether 
the monthly payment amounts required 
under paragraphs (b)(3) and (4) of this 
section are fixed or may change over 
time, and how adjustments, if any, are 
determined. 

(2) For purposes of paragraph 
(e)(1)(iii)(H)(1) of this section, the plan 
administrator may use the following 
model language, as applicable: ‘‘Unlike 
Social Security payments, the estimated 
monthly payment amounts in this 
statement do not increase each year 
with a cost-of-living adjustment. 
Therefore, as prices increase over time, 
the fixed monthly payments will buy 
fewer goods and services.’’; OR ‘‘The 
amounts shown in this statement will 
increase over time based on [insert 
general explanation of how any 
adjustment is determined, e.g., to reflect 
inflation, a cost-of-living adjustment, 
etc.]’’ 

(J)(1) An explanation that the monthly 
payment amounts required under 
paragraphs (b)(3) and (4) of this section 

are based on total benefits accrued, 
regardless of whether such benefits are 
nonforfeitable. 

(2) For purposes of paragraph 
(e)(1)(iii)(J)(1) of this section, the plan 
administrator may use the following 
model language: ‘‘The estimated 
monthly payment amounts in this 
statement assume that your account 
balance is 100% vested.’’ 

(K)(1) An explanation that the account 
balance includes the outstanding 
balance of any participant loan, unless 
the participant is in default of 
repayment on such loan. 

(2) For purposes of paragraph 
(e)(1)(iii)(K)(1) of this section, the plan 
administrator may use the following 
model language: ‘‘If you have taken a 
loan from the plan and are not in default 
on the loan, the estimated monthly 
payments in this statement assume that 
the loan is fully repaid.’’ 

(2) Participants that purchased 
deferred annuities. (i) If any portion of 
a participant’s accrued benefit currently 
includes a deferred lifetime income 
stream purchased by the participant in 
the form of a single life annuity or a 
qualified joint and survivor annuity 
pursuant to a contract with an issuer 
licensed under applicable state 
insurance law, such as a deferred 
income annuity contract or a qualifying 
longevity annuity contract, the amounts 
payable under this contract with respect 
to this portion shall be disclosed on the 
participant’s benefit statement in 
accordance with paragraph (e)(2)(ii) of 
this section, instead of in accordance 
with paragraphs (c) and (d) of this 
section. 

(ii) With respect to the portion of a 
participant’s accrued benefit described 
in paragraph (e)(2)(i) of this section, the 
following information must be disclosed 
about such lifetime income payments: 

(A) The date payments are scheduled 
to commence and the age of the 
participant on such date; 

(B) The frequency and the amount of 
such payments payable as of the 
commencement date in paragraph 
(e)(2)(ii)(A) of this section, as 
determined under the terms of the 
contract, expressed in current dollars; 

(C) A description of any survivor 
benefit, period certain commitment, or 
similar feature; and 

(D) A statement whether such 
payments are fixed, adjust with inflation 
during retirement, or adjust in some 
other way, and a general explanation of 
how any such adjustment is determined. 

(iii) The portion of the participant’s 
accrued benefit that was not used to 
purchase a deferred lifetime income 
stream described in paragraph (e)(2)(i) 
of this section, however, must be 
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converted to the lifetime income stream 
equivalents in accordance with 
paragraphs (c) and (d), or paragraph 
(e)(1), of this section. 

(f) Limitation on liability. No plan 
fiduciary, plan sponsor, or other person 
shall have any liability under Title I of 
the Act solely by reason of providing the 
lifetime income stream equivalents 
described in paragraphs (b)(3) and (4) of 
this section, provided that: 

(1) Such equivalents are derived in 
accordance with the assumptions in 
paragraph (c) or (e)(1)(i) of this section; 
and 

(2) The benefit statement includes 
language substantially similar in all 
material respects to: 

(i) Either the model language in 
paragraphs (d)(1)(ii) through (d)(11)(ii) 
of this section or the Model Benefit 
Statement Supplement set forth in 
Appendix A to this subpart; or, 

(ii) If applicable, either the model 
language in paragraphs (e)(1)(iii)(A)(2) 
through (e)(1)(iii)(K)(2) of this section or 
the Model Benefit Statement 
Supplement set forth in Appendix B to 
this subpart. 

(g) Additional lifetime income 
illustrations. Nothing in this section 
precludes a plan administrator from 
including lifetime income stream 
illustrations on the benefit statement in 
addition to the illustrations described in 
paragraphs (b)(3) and (4) of this section, 
as long as such additional illustrations 

are clearly explained, presented in a 
manner that is designed to avoid 
confusing or misleading participants, 
and based on reasonable assumptions. 

(h) Definitions. For purposes of this 
section: 

Participant. The term participant 
includes an individual beneficiary who 
has his or her own individual account 
under the plan, such as an alternate 
payee for example. 

(i) Dates. This section shall be 
effective on the date that is one year 
after the date of publication of the 
interim final rule, and shall be 
applicable to pension benefit statements 
furnished after such date. 
■ 4. Add appendices A and B to Subpart 
F to read as follows. 
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Signed at Washington, DC, this 5th day of 
August 2020. 
Jeanne Klinefelter Wilson, 
Acting Assistant Secretary, Employee Benefits 
Security Administration, Department of 
Labor. 
[FR Doc. 2020–17476 Filed 9–17–20; 8:45 am] 

BILLING CODE 4510–29–P 
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Federal Register 
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Friday, September 18, 2020 

Title 3— 

The President 

Proclamation 10071 of September 9, 2020 

Revision to United States Marine Scientific Research Policy 

By the President of the United States of America 

A Proclamation 

The United Nations Convention on the Law of the Sea of 10 December 
1982 (Convention) generally reflects customary international law. Section 
3 of Part XIII of the Convention provides that coastal states, in the exercise 
of their jurisdiction, have the right to regulate, authorize, and conduct marine 
scientific research in their Exclusive Economic Zone (EEZ) and on their 
continental shelf. Marine scientific research in the EEZ or on the continental 
shelf shall be conducted with the consent of the coastal state. 

In Proclamation 5030 of March 10, 1983 (Exclusive Economic Zone of the 
United States of America), the President announced the establishment of 
the EEZ of the United States. The Proclamation asserts the sovereign rights 
and jurisdiction of the United States in its EEZ and confirms the rights 
and freedoms of all states, as provided under international law. In an accom-
panying Presidential Statement of March 10, 1983 (United States Oceans 
Policy), the President acknowledged that international law allows coastal 
states to exercise jurisdiction over marine scientific research in their respec-
tive EEZs, but stated that the United States had elected not to do so to 
the fullest extent permitted under international law, in an effort to encourage 
such research. Presidential Decision Directive–36 of April 5, 1995 (United 
States Policy on Protecting the Ocean Environment), emphasizes that the 
policy of the United States is to protect and monitor the ocean and coastal 
environment and conserve living marine resources, recognizing that doing 
so, in an open and collaborative manner, supports our economic and national 
security interests. 

In Executive Order 13840 of June 19, 2018 (Ocean Policy to Advance the 
Economic, Security, and Environmental Interests of the United States), I 
reaffirmed that the United States will continue to promote lawful use of 
the ocean by agencies, including the Armed Forces, and that the United 
States will continue to exercise its rights and jurisdiction and perform duties 
in accordance with applicable international law, including customary inter-
national law. Further, the United States will use the best available ocean- 
related science and knowledge, in partnership with the science and tech-
nology communities, to inform decisions and enhance entrepreneurial oppor-
tunities. In the Presidential Memorandum of November 19, 2019 (Ocean 
Mapping of the United States Exclusive Economic Zone and the Shoreline 
and Nearshore of Alaska), I affirmed the importance of understanding our 
ocean systems and natural resources to our security, economic, and environ-
mental interests. 

Likewise, the exercise of jurisdiction by the United States over marine 
scientific research in its EEZ and on its continental shelf will result in 
greater access to data collected during such research and will increase mari-
time domain awareness, thereby reducing potential exposure to security, 
economic, and environmental risks. 

NOW, THEREFORE, I, DONALD J. TRUMP, President of the United States 
of America, by virtue of the authority vested in me by the Constitution 
and the laws of the United States, do hereby proclaim the following: 

VerDate Sep<11>2014 00:29 Sep 18, 2020 Jkt 250001 PO 00000 Frm 00003 Fmt 4705 Sfmt 4790 E:\FR\FM\18SED0.SGM 18SED0jb
el

l o
n 

D
S

K
JL

S
W

7X
2P

R
O

D
 w

ith
 P

R
E

S
D

O
C

0



59166 Federal Register / Vol. 85, No. 182 / Friday, September 18, 2020 / Presidential Documents 

Section 1. Policy. The United States will exercise its right to regulate, author-
ize, and conduct marine scientific research, with a specific requirement 
to authorize, in advance, all instances of foreign marine scientific research, 
in the United States EEZ and on its continental shelf to the extent permitted 
under international law. 

Sec. 2. Implementation. The Secretary of State (Secretary) shall have lead 
responsibility for implementing this proclamation, in consultation with rel-
evant executive departments and agencies (agencies) and with the Ocean 
Policy Committee established in Executive Order 13840 (Ocean Policy Com-
mittee). 

Sec. 3. Intelligence. The Intelligence Community of the Federal Government 
shall support the implementation of this proclamation, as appropriate. 

Sec. 4. Information Sharing. To facilitate the process for reviewing applica-
tions for marine scientific research, agencies not part of the Intelligence 
Community shall share information related to marine scientific research 
with the Department of State, to the maximum extent authorized by law. 

Sec. 5. Termination. This proclamation shall remain in effect until terminated 
by the President. At any time, but not less frequently than every 2 years 
from the date of this proclamation, the Secretary may recommend that 
the President modify or terminate this proclamation. Any such recommenda-
tion by the Secretary shall be coordinated with the National Security Council 
staff and the Ocean Policy Committee. 

Sec. 6. General Provisions. (a) Nothing in this proclamation shall be construed 
to impair or otherwise affect: 

(i) the authority granted by law to an executive department or agency, 
or the head thereof; or 

(ii) the functions of the Director of the Office of Management and Budget 
relating to budgetary, administrative, or legislative proposals. 
(b) This proclamation shall be implemented consistent with applicable 

law and subject to the availability of appropriations. 

(c) This proclamation is not intended to, and does not, create any right 
or benefit, substantive or procedural, enforceable at law or in equity by 
any party against the United States, its departments, agencies, or entities, 
its officers, employees, or agents, or any other person. 
IN WITNESS WHEREOF, I have hereunto set my hand this ninth day of 
September, in the year of our Lord two thousand twenty, and of the Independ-
ence of the United States of America the two hundred and forty-fifth. 

[FR Doc. 2020–20847 

Filed 9–17–20; 11:15 am] 

Billing code 3295–F0–P 
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Proclamation 10072 of September 10, 2020 

Patriot Day, 2020 

By the President of the United States of America 

A Proclamation 

In 2001, our Nation, united under God, made an unbreakable promise never 
to forget the nearly 3,000 innocent Americans who were senselessly killed 
on September 11. On this sacred day—Patriot Day—we solemnly honor 
that commitment. As the bells toll, we call by name those who perished 
in the terrorist attacks in New York, New York; Arlington, Virginia; and 
Shanksville, Pennsylvania. In cities and towns across our great country, 
we stand in solidarity to remember the victims and mourn their stolen 
hopes and dreams. 

On a day that began as ordinary as any other, terrorists carrying out a 
sadistic plan murdered thousands of our fellow compatriots. With shock 
and disbelief, we watched our first responders, encumbered by heavy equip-
ment and hindered by debris and smoke, rush with conviction and courage 
into the void to rescue those in despair. With pride and sorrow, we felt 
the tremendous bravery of those aboard Flight 93, who summoned the 
courage to charge the terrorists in a counterattack that saved countless Amer-
ican lives. As the day closed, America steadied its resolve to hold accountable 
those who had attacked us and to ensure it would never happen again. 

The courage, heroism, and resilience Americans displayed on 9/11, and 
in its aftermath, are perpetual testaments to the spirit of our country. While 
our Nation was anguished by this attack, the grit displayed that day— 
the very essence of America—was a reminder that our citizens have never 
failed to rise to the occasion. Heroes sprang into action in the face of 
great peril to help save their fellow Americans. Many laid down their 
lives. As we reflect on the events of that September morning, let us recommit 
to embrace the stalwart bravery displayed and reaffirm our dedication to 
defending liberty from all who wish to deny it. 

To fulfill our collective promise never to forget, we impart the memory 
of that fateful day to our children and grandchildren. The smoke that rose 
from the Twin Towers, the Pentagon, and the Pennsylvania field carried 
away the souls of innocent Americans. As we recall the images of our 
American Flag raised from the ashes of Ground Zero and the Pentagon, 
we are reminded that good triumphs over evil. We recommit ourselves 
to fortifying our cherished American values so that future generations will 
know in their souls that the United States is the land of the free and 
the home of the brave. 

This Patriot Day, we commemorate the lives of those who perished on 
September 11, 2001, we pray for the families who carry on their legacies, 
and we honor the unmatched bravery of our Nation’s first responders. We 
also commend those who, in the days and years following the attack, an-
swered the call to serve our country and continue to risk their lives in 
defense of the matchless blessings of freedom. 

By a joint resolution approved December 18, 2001 (Public Law 107–89), 
the Congress designated September 11 of each year as ‘‘Patriot Day.’’ 

NOW, THEREFORE, I, DONALD J. TRUMP, President of the United States 
of America, do hereby proclaim September 11, 2020, as Patriot Day. I call 
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upon all departments, agencies, and instrumentalities of the United States 
to display the flag of the United States at half-staff on Patriot Day in 
honor of the innocent people who lost their lives on September 11, 2001. 
I invite the Governors of the United States and its Territories and interested 
organizations and individuals to join in this observance. I call upon the 
people of the United States to participate in community service in honor 
of the innocent people we lost that day and to observe a moment of silence 
beginning at 8:46 a.m. Eastern Daylight Time to honor those victims who 
perished as a result of the terrorist attacks of September 11, 2001. 

IN WITNESS WHEREOF, I have hereunto set my hand this tenth day of 
September, in the year of our Lord two thousand twenty, and of the Independ-
ence of the United States of America the two hundred and forty-fifth. 

[FR Doc. 2020–20855 

Filed 9–17–20; 11:15 am] 

Billing code 3295–F0–P 
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Title 3— 

The President 

Executive Order 13947 of July 24, 2020 

Lowering Drug Prices by Putting America First 

By the authority vested in me as President by the Constitution and the 
laws of the United States of America, it is hereby ordered as follows: 

Section 1. Purpose. Americans pay more per capita for prescription drugs 
than residents of any other developed country in the world. It is unacceptable 
that Americans pay more for the exact same drugs, often made in the 
exact same places. Other countries’ governments regulate drug prices by 
negotiating with drug manufacturers to secure bargain prices, leaving Ameri-
cans to make up the difference—effectively subsidizing innovation and lower- 
cost drugs for the rest of the world. The Council of Economic Advisers 
has found that Americans finance much of the biopharmaceutical innovation 
that the world depends on, allowing foreign governments, many of which 
are the sole healthcare payers in their respective countries, to enjoy bargain 
prices for such innovations. Americans should not bear extra burdens to 
compensate for the shortfalls that result from the nationalized public 
healthcare systems of wealthy countries abroad. 

In addition to being unfair, high drug prices in the United States also 
have serious economic and health consequences for patients in need of 
treatment. High prices cause Americans to divert too much of their scarce 
resources to pharmaceutical treatments and away from other productive 
uses. High prices are also a reason many patients skip doses of their medica-
tions, take less than the recommended doses, or abandon treatment altogether. 
The consequences of these behaviors can be severe. For example, patients 
may develop acute conditions that result in poor clinical outcomes or that 
require drastic and expensive medical interventions. 

In most markets, the largest buyers pay the lowest prices, but this has 
not been true for prescription drugs. The Federal Government is the largest 
payer for prescription drugs in the world, but it pays more than many 
smaller buyers, including other developed nations. When the Federal Govern-
ment purchases a drug covered by Medicare Part B—the cost of which 
is shared by American seniors who take the drug and American taxpayers— 
it should insist on, at a minimum, the lowest price at which the manufacturer 
sells that drug to any other developed nation. 

The need for affordable Medicare Part B drugs is particularly acute now, 
in the midst of the COVID–19 pandemic, which has led to historic levels 
of unemployment in the United States, including the loss of 1.2 million 
jobs among Americans age 65 or older between March and April of 2020. 
The COVID–19 pandemic has also led to an increase in food prices, straining 
budgets for many of America’s seniors, particularly those who live on fixed 
incomes. The economic disruptions caused by the COVID–19 pandemic 
only increase the burdens placed on America’s seniors and other Medicare 
Part B beneficiaries. 

Sec. 2. Policy. (a) It is the policy of the United States that the Medicare 
program should not pay more for costly Part B prescription drugs or biological 
products than the most-favored-nation price. 

(b) The ‘‘most-favored-nation price’’ shall mean the lowest price, after 
adjusting for volume and differences in national gross domestic product, 
for a pharmaceutical product that the drug manufacturer sells in a member 
country of the Organization for Economic Cooperation and Development 
that has a comparable per-capita gross domestic product. 
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Sec. 3. Ensuring the Most-Favored-Nation Price in Medicare Part B. To 
the extent consistent with law, the Secretary of Health and Human Services 
shall immediately take appropriate steps to implement his rulemaking plan 
to test a payment model pursuant to which Medicare would pay, for certain 
high-cost prescription drugs and biological products covered by Medicare 
Part B, no more than the most-favored-nation price. The model would test 
whether, for patients who require pharmaceutical treatment, paying no more 
than the most-favored-nation price would mitigate poor clinical outcomes 
and increased expenditures associated with high drug costs. 

Sec. 4. General Provisions. (a) Nothing in this order shall be construed 
to impair or otherwise affect: 

(i) the authority granted by law to an executive department or agency, 
or the head thereof; or 

(ii) the functions of the Director of the Office of Management and Budget 
relating to budgetary, administrative, or legislative proposals. 
(b) This order shall be implemented consistent with applicable law and 

subject to the availability of appropriations. 

(c) This order is not intended to, and does not, create any right or benefit, 
substantive or procedural, enforceable at law or in equity by any party 
against the United States, its departments, agencies, or entities, its officers, 
employees, or agents, or any other person. 

THE WHITE HOUSE, 
July 24, 2020. 

[FR Doc. 2020–20887 

Filed 9–17–20; 11:15 am] 

Billing code 3295–F0–P 
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